Disclaimer
Set out below is an unofficial translation into the English language, for convenience
purposes only, of the financial statements of Itamar Medical Ltd. (the “Company”)
for the year ended December 31, 2014 (the “Financial Statements”) that originally
were prepared in the Hebrew language.

The full, legal and binding version of the Financial Statements for all purposes is the
Hebrew version, filed by the Company with the lIsrael Securities Authority and
published on the MAGNA website: www.magna.isa.go.il, on March 24, 2015

In the event of a contradiction or inconsistency between this translation and the
Hebrew version of the Financial Statements, the provisions of the Hebrew version
shall prevail.

This translation was not carried out by the Company, nor checked by the Company,
and accordingly, the Company does not guarantee that the translation fully, correctly
or accurately reflects the Hebrew version of the Financial Statements and its contents.

Neither the Company, nor any of its directors, employees, advisors or other office
holders, accept any responsibility on any grounds whatsoever to any other person in
connection with this translation into English of the Financial Statements. The
Company assumes no liability for any damages or loss of any kind (including, without
limitation, indirect, special, incidental, punitive or consequential damages,) that might
arise from the use of this translated version of the Financial Statements.

Readers are advised to read the authoritative Hebrew version of the Financial
Statements in all matters which may affect them and/or their decisions in any way.
Below are links to the Company’s Financial Statements in Hebrew:

http://maya.tase.co.il/bursa/report.asp?report_cd=888228
http://maya.tase.co.il/bursa/report.asp?report cd=888228-01&CompCd=1411&Type=Pdf
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ITAMAR MEDICAL LTD.
(THE “COMPANY™)
PART A - DESCRIPTION OF CORPORATE AFFAIRS

1. Description of Corporate Operations and Development of Corporate Business

1.1. Introduction

The Board of Directors of Itamar Medical Ltd. is pleased to present this description
of the corporate affairs for the year ended December 31, 2014 (the “reported
period”) which reviews the corporation and evolution of its business in 2014. This
report was compiled in conformity with the Securities Regulations (Periodic and
Immediate Reports), 1970 (the “Reporting Regulations”). Financial data in this
report are in dollars, including the Notes to the Company’s consolidated financial
statements as of December 31, 2014. Data in this report which are indicated to be

correct as of the date of this report are current as of March 23, 2015.

With regard to references to professional articles included in this report, note that the
Company has not independently verified the data and/or forecasts included in such
research and has not carried out in itself the experiments/research mentioned therein.
However, to the best of the Company's knowledge, the professional articles to which
the Company refers in this report are scientific publications in well-known journals in
various fields of medicine, considered to be reliable - since these journals verify and

validate each article prior to publication through peer review committees.

The Company meets the definition of “Small Corporation” in the Reporting
Regulations. On March 18, 2014, the Company’s Board of Directors resolved to
adopt the reliefs set forth in the Reporting Regulations with regard to small
corporations, on the following matters: (a) enclosing financial statements of an
associated company; (b) report on effectiveness of internal controls over
financial reporting; (c) enclosing of highly material valuations; (d) details of
exposure to market risk. Note that due to the carrying amount of convertible
notes (Series L), the Company included a chapter on exposure to market risk in

the Board of Directors’ Report.

1.2. Definitions and legend

For convenience, in this report the following abbreviations shall have the following

meanings:

The “Corporation” or - Itamar Medical Ltd.



The “Company”
The “U.S._Subsidiary”

The “Japanese
subsidiary”

The “Group”
l‘PAT”
“PAT signal”

“PAT technology”

“CPT code” or
“reimbursement code”

“ISA”

“report date” or “report
publication date”

“TASE”
“dollar” or”’$”
l‘N IS”

The “Industrial R&D
Promotion Law”

The “Companies Law”
The “Securities Law”

uFDAn

Itamar Medical Inc., incorporated in the U.S. and
wholly-owned by the Company.

Itamar Medical Japan Co. Ltd., incorporated in Japan
and wholly-owned by the Company.

The Company and its subsidiaries.
Peripheral Arterial Tone; PAT™

This signal measures changes in peripheral arterial
pulse volumes and various parameters of arterial
activity.

Technology for monitoring the PAT signal.

Insurance coverage standard for (reimbursement to
users of) medical procedures as published by the
AMA from time to time (see Section 6.2 below)

The Israel Securities Authority

March 23, 2015

The Tel Aviv Stock Exchange Ltd.
U.S. dollar
New lIsraeli Shekel

The Industrial Research and Development Promotion
Law, 1984

The Companies Law, 1999
The Securities Law, 1968

The Food and Drug Administration is the U.S.
regulatory body charged with, amongst others,
regulation and monitoring of the development and
registration of drugs and medical devices in the U.S.



1.3. Overview

The Company was incorporated in 1997 as a private company in Israel and it is
engaged in research and development of non-invasive PAT-signal-based medical
devices, mainly for diagnosis of cardiological conditions, as well as sleep breathing
disorders and in production, marketing, sale and leasing of those devices.

On February 27, 2007, the Company issued a prospectus in which it first offered
securities to the public - shares, convertible notes (Series A) and warrants (Series 1).
On March 13, 2007, the Company listed its securities for trading on the TASE,
making the Company a public company, as defined in the Companies Law and a
reporting entity, pursuant to provisions of the Securities Law and regulations
published thereunder. In addition, as described in Section 3 below, the Company has
a shelf prospective which is effective until February 12, 2016

The unique technology developed by the Company is capable of monitoring the PAT
signal. The PAT signal measures changes in the patient’s peripheral arterial pulse
volumes as well as various parameters of arterial activity. These arterial activity
parameters accurately reflect the patient’s sympathetic nervous system (autonomous
(involuntary) nervous system) activity, as well as changes to the endothelial system
(the “endothelium” or the “endothelial layer”).

The peripheral arterial volume is measured, using the PAT Technology, by way of a
thimble-shaped probe which fits over the patient’s finger and transmits information to
a computer-based processing system which monitors the PAT signal and diagnoses
the patient. The information derived from the PAT signal is potentially useful in
diagnosis of a wide range of common medical conditions.

As of the date of this report, the Company is developing and marketing products
based on the PAT signal that are mainly for diagnosis of cardiological conditions, as
well as sleep breathing disorders: EndoPAT™ (“EndoPAT”) and WatchPAT™
(“WatchPAT™”). The WatchPAT diagnoses sleep apnea, which has been proven to be
a substantial risk factor in cardiac disease. Treatment of such disorders significantly
improves the condition of the heart. EndoPAT is used to diagnose endothelial
malfunction, which is a proven predictor of cardiovascular disease. For more
information about the general environment in which the Company operates and on
the Company’s products, see Sections 6 and 8 below.

During 2014, following changed in the Company’s senior management, the Company
revised its strategic plan to focus on marketing of EndoPAT and WatchPAT to the
cardiology markets (while continuing to market WatchPAT to the sleep disorder
market) in the U.S., Japan and China, which the Company regards as the major



1.4.

1.5.

markets for its products with potential for increased sales volume. The Company has
changed the format of its financial statements (commencing with this report) to reflect
this change and reports on only one operating segment. For further information on
the Company’s strategy, see Section 31 below.

In January 2015, the U.S. subsidiary launched the Total Sleep Solution (—“TSS”)
family of products and services. TSS is intended to provide a complete Sleep Apnea
management solution to cardiology medicine (clinics and departments in hospital-
based environments). The TSS changes the Company's business model and shifts it
from a manufacturer and seller of medical devices to a complete service pathway
provider, including products, education and services throughout the patient care
pathway. For further details, see Section 8.4 below.

Holdings structure

The following is the Company’s holding structure:

Itamar Medical Ltd.

100% 100%

Itamar Medical Japan, Co. Itamar Medical Inc.
Ltd 4 4

Year and form of incorporation

The Company was incorporated and registered in Israel on January 15, 1997 under
the name Itamar Medical (CM) 1997 Ltd., as a private company in conformity with
provisions of the Companies Ordinance (New Version), 1983. On July 24, 2000, the
Company changed its name to Itamar Medical Ltd.

The Company has a wholly-owned subsidiary, Itamar Medical Inc., registered in the
State of Delaware, U.S. This subsidiary is engaged in marketing the Company’s
products in the U.S.

The Company also has a wholly-owned subsidiary, Itamar Medical Japan Co. Ltd.,
registered in Japan. This subsidiary is engaged in marketing the Company’s products
in Japan.
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2. Operating segment

The Company has one operating segment - medical products for cardiology. The Company
is engaged in the research, development, marketing, selling and leasing of non-invasive
medical devices using the PAT signal as follows:

2.1.

2.2.

WatchPAT - a product for diagnosis of sleep apnea, which has FDA approval and,
beyond the medical benefit, may lead to overall cost reduction of the medical process
(diagnosis, treatment and monitoring) compared to current testing used at sleep
laboratories. According to published research?’, the total cost of medical management
based on a sleep laboratory (PSG) is almost three times (in some cases, for sleep
laboratories in hospitals, even ten times) the total cost of medical management based
on mobile testing devices, such as WatchPAT. In the past, a U.S. insurer - United
Healthcare - issued a directive which stipulates that reimbursement requests for sleep
testing at a sleep laboratory would be rejected, unless home sleep testing was first
conducted (July 2011, Volume 44)>.

As from 2014, the Company is striving to expand use of WatchPAT to other market
segments, given recently-published scientific research which proves the connection
between Sleep Apnea and severe medical conditions such as: hypertension, diabetes,
heart disease, arrhythmia, neurological conditions and even complications following
surgery under full anesthesia. The Company intends to join forces with distributors
specializing in these market segments.

As mentioned above, in January 2015, the U.S. subsidiary launched the Total Sleep
Solution, a WatchPAT based family of products and services for the treatment of
Sleep Apnea. For further details, see Section 8.4 below.

EndoPAT is used for diagnosis of endothelial dysfunction, an early stage of
arteriosclerosis and indication of developing heart disease. EndoPAT2000 has FDA
approval.

In January 2014, the CPT code (code IlI), which is a code for emerging technologies
and not a full insurance code (as described in Section 8.2 below). This is a specific

Townsend D, Sharma A, Brauer E, Scattarelli D, McEiver J, Eiken T, Freiberg M Assessing Efficacy,
Outcomes, and Cost Savings for Patients with Obstructive Sleep Apnea Using Two Diagnostic and Treatment
Strategies. Sleep Diagnosis and Therapy, Dec. 2006.

https://www.unitedhealthcareonline.com/ccmcontent/Providerl1/UHC/en-
US/Assets/ProviderStaticFiles/ProviderStaticFilesPdf/ Tools%20and%20Resources/Network%20Bulletin/Netw
orkBulletin_July2011supplement.pdf
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code for reimbursement of the EndoPAT test for symptomatic patients (at risk for
heart disease) (“symptomatic patients”) or patients with heart disease. Since the
insurance reimbursement matter has not yet been finalized, penetration of the clinical
treatment market by this product is still directed to markets that are not insurance-
dependent, with emphasis on the Health and Wellness market which focuses of the
prevention of medical problems independently of the possibility of obtaining
financial reimbursement for the tests.

3. Investments in corporate capital and transactions in corporate shares
In February 2013 the Company filed a shelf prospectus for the possible issuance of shares,
notes, warrants and commercial paper (the “shelf prospectus”). On January 26, 2015, the
Company received the ISA’s consent for the extension of the period of the offering of
securities under hew shelf prospectus by another 12 months, i.e. — until February 12, 2016.
Following is information about investments in the Company’s capital and other capital
raised by the Company during the past two years:
Issue date | Nature of the | Identity of Price of Number of Total Reference to offering report
transaction investors securities securities consideration
allotted
February | Public The Public NIS 1.00 NIS Approximately | For details - see immediate
2013 issuance (by for each 62,556,000 par [NIS 62.6 million,| report dated February 28,
publication NIS 1 par | value. of which 2013 (reference: 2013-01-
of a shelf value of apprommate_:ly 051114) regarding the
. NIS 13.3 million .
offering notes. (approximately outcome of the public
pursuant to $3.5 million) issuance of notes. For more
the shelf invested by information see Section 24.3
prospectus) interested parties | below and Section 5 of the
of notes and used to repay| Board of Directors’ report
(Series L). private l0ans | gncjgsed as Part B of this
gxtended by sgld Annual Report. See also
interested parties ) P )
to the Company. Section 24.4 below with
regard to the commitment of
interested parties as of that
date, to provide a credit
facility to the Company,
including against issuance of
the Company’s notes.
March Private Three NIS 0.985 | NIS Approximately | For details - see immediate
2013 issuance of | institutional | for each 13,700,000 par [NIS 13.5 million| report dated March 12, 2013
notes (Series | investors NIS 1 par | value. (approximately | (reference: 2013-01-003424)
value of 3.5 million) regarding the outcome of the
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L). notes. private offering of notes.
December | Private Migdal NIS 1.35 11,111,111 Approximately | For details - see immediate
2013 issuance of | Insurance per share. | ordinary NIS 15 million | reports dated December 8,
shares. Company shares of NIS [(@proximately | 2013 (reference: 2013-01-
Ltd. 0.01 par value 4.4 million) 091030) and December 25,
each. 2013 (reference:; 2013-01-
107569).
January | Private Phoenix NIS 1.35 | 13,703,703 NIS For details -see immediate
2014 issuance of | Investments | per share. | ordinary 18,500,000. reports dated December
shares. and Finance shares of NIS 22,2013, (reference: 2013-
Ltd. and 0.01 par 01-102862), as amended
Phoenix value each. on January 1, 2014,
Insurance (reference: 2014-01-
Company 001936) and January 7,
Ltd. (nostro 2014 (reference: 2014-01-
account- 00822).
elementary)
May Private Two NIS1.80 |13,111,111 |Approximately | For details — see
2014 issuance of | Institutional | ner share | ordinary NIS 23.6 immediate report dated
shares :\r/]l\ilggta(:rs B shares of NIS million May 8, 2014 (reference:
Insurance 0.01 par (approximately | 2014-01-068535)
Company Ltd. value $6.8 million)
and Yelin
Lapidot
Investment
House Ltd.

Dividend distribution

The Company has not distributed any dividends since its incorporation. As of December

31, 2014, the Company has no distributable earnings.

The deed of trust of the Series L notes provides that, should the Company distribute
dividends in excess of 50% of its legally distributable earnings accrued since October 1,
2012, as reflected by its audited annual financial statements or its interim financial
statements, as the case may be, net of any distributions made from the date of the original
issuance of the notes, this would constitute a cause for the immediate redemption of the

notes.

The Company does not intend to distribute dividends in the foreseeable future, but rather
intends to invest its future profits in the expansion of the Group’s activities.
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5. Material recent developments during the reported period

For information about material developments in the Company’s financial results, see the
Company’s Board of Directors’ Report as of December 31, 2014, included in Part B of this
Annual Report.

6. General environment and impact of external factors on the Company’s operations

6.1 Healthcare budgets in target market countries

The Company’s operations are focused on development, manufacture, sale and
marketing of medical devices; in early 2015 the Company launched Total Sleep
Solution, a WatchPAT based family of products and services for the treatment of
Sleep Apnea. Investment in healthcare in countries in which the Company does
business, as well as budgets allocated for purchase of medical devices, are under
reduction pressures. The Company’s products are not considered to be life-saving
devices and therefore their sales volume may be negatively impacted in periods of
economic slow-down. However, on some Far East markets the Company's products
are utilized in preventive medicine by way of early detection of cardiological
problems.

6.2 Reimbursement policies of healthcare insurers

Most developed nations, including the Company’s primary target markets, have a
policy of full or partial expense reimbursement for medical testing and treatment by
various healthcare insurers, which is stipulated from time to time by Government
policy (with regard to patients insured under Government healthcare insurance
policies) as well as by private and public healthcare insurers (for patients insured
under private or public healthcare insurance policies).

The Company believes that, should it succeed in securing sufficient expense
reimbursement for use of its products (so as to cover the medical expense for the end
customer and/or profitability for the testing or treatment provider) - demand for the
Company’s products and services in its target markets should increase.

In the U.S. there are two major healthcare associations tasked with considering and
approving medical codes used for medical reporting and for (full or partial) expense
reimbursement for medical testing and treatment, as follows:

e One is the U.S. Centers for Medicare & Medicaid Services (“CMS”), an
organization which provides healthcare insurance for U.S. citizens aged 65 and
over and to those with low income. For information about CMS regulations with
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regard to expansion of insurance coverage provided to its patients in the U.S.,
including the Company’s WatchPAT product, see Section 8.1 below.

e The other is the American Medical Association (“AMA”), which is the general
association of private healthcare insurers in the U.S.

There are also professional organizations which set guidelines for the physicians with
regard to medical procedures. Such guidelines include the inclusion or non-inclusion
of specific medical procedures and indication of the significance of such medical
procedures for patient diagnosis and treatment (and do not determine the insurance
reimbursement). Non-inclusion or exclusion of the Company’s product from medical
procedures in these guidelines may materially impact the Company’s ability to sell its
products.

6.3 Medical research

6.4

6.5

Medical research published in recent years, with regard to the importance of
endothelial function and the importance of assessing this function, as well as medical
research concerning the connection between sleep breathing disorders and other
conditions, may result in increased demand for the Company’s products in this
segment. Furthermore, publications with regard to connections between the
Company’s fields of endeavor and other medical fields, such as: endothelial function
and metabolic syndrome, erectile dysfunction, primary and repeat cardiac events,
stroke and congestive heart failure, the effect of Sleep Apnea on Arrhythmia (such as
atrial fibrillation), hypertension, diabetes, heart disease, chronic heart failure,
neurological conditions, complications following surgery under full anesthesia etc.
may impact the use of the Company’s products.

Developments in medical treatment (devices and drugs)

Introduction of new medical treatment procedures, with emphasis on unique,
innovative drugs for treatment of cardiovascular problems (such as arteriosclerosis)
and sleep breathing disorders in countries where the Company operates, is likely to
result in increased use of the Company’s products designed for diagnosis of heart
conditions and sleep breathing disorders prior to the start of treatment.

Development and production of competing products

The Company’s operations are impacted by competition in development and
marketing of competing products using different technologies. The Company is
unable to impact neither the entry of new competitors into the market nor continued
development of existing competitors - and therefore the Company intends to further
invest in improvement of its own products, including through development of new

15



6.6

6.7

6.8

6.9

applications in order to bolster its competitive position. For more information about
these competitors, see Section 14 below.

Approval policy of the Company’s products by requlators in each country

The Company’s operations are impacted by policies of regulators concerning approval
of its products in the target markets. Refusal to approve distribution of a product, or
rescinding of existing approval, would impact the Company’s business results. For
information about relevant regulators and required approvals, see Section 27 below.

Adult population and public awareness

A trend of aging population is apparent in the western world. The Company believes
that demand for healthcare products and innovative technology, such as the
Company’s would continue to grow in the senior population (aged 40-80) in Western
countries. Furthermore, a growth trend is apparent in public awareness in Western
countries in which the Company does business, of the importance of early diagnosis
of arteriosclerosis as well as of the importance of resolution of sleep breathing
disorders and their critical impact on quality of life during waking hours and on the
cardiovascular system - a field in which the Company is engaged.

Fluctuations in exchange rates

Fluctuations in exchange rates of various currencies have a significant impact on the
Company’s operating results, primarily since the Company’s sales are mostly in the
U.S. and in Europe, in dollars and in Euros, as well as in Japan in Japanese yen,
whereas a significant portion of the Company’s expenses is in Israeli currency (NIS).
In order to limit the Company’s exposure to exchange rate fluctuations, the Company
takes measures, from time to time, to hedge its exposure to loss due to exchange rate
fluctuations, as listed in Sections 7 and 9 of the Board of Directors’ report, enclosed
as Part B of this Annual Report.

Fluctuations in raw material prices

The Company’s cost basis is impacted by fluctuations in raw material prices and in
their availability (primarily: (i) plastics whose price is impacted, amongst others, by
oil prices; and (ii) electronic components). The Company has no material influence
over fluctuations in raw material prices, other than by taking advantage of various
opportunities to purchase raw material at attractive prices.

16



6.10 Additional taxation of sales of medical equipment in U.S. as from 2013

Following the healthcare reform in the U.S., which requires all U.S. citizens, aged
under 65 to acquire healthcare insurance and in order to partially fund the cost of this
reform, the U.S. Federal Tax Authority imposed an additional Excise Tax, effective
as from January 1, 2013, at the rate of 2.3% on sales of medical equipment in the U.S.
The medical equipment manufacturer or importer is liable for payment of this
additional tax. This tax applies to sales of the Company’s products in the U.S. For
more information about the breakdown of Company sales by geographic areas, see
Note 5 to the Company’s financial statements as of December 31, 2014, enclosed as
Part C of this Annual Report.

7. General information about the Group’s operations

7.1

7.2

Since its inception, the Company is engaged in research and development of non-
invasive diagnostic medical equipment and relevant services for early diagnosis and
monitoring of medical conditions, focusing on cardiovascular conditions and on sleep
breathing disorders. The unique technology developed by the Company can monitor
the PAT signal, which provides a view of the sympathetic nervous system and of
changes in the endothelial system, as well as an indication of patient health.

The WatchPAT product

7.2.1 The Sleep Apnea Syndrome is manifested in constantly recurring episodes of
full or partial breathing interruption during sleep. In most cases, people
suffering from Sleep Apnea are not aware of these breathing interruptions
during their sleep and often wake up to get their breath back and avoid
suffocation. These cases of waking up may result in a host of health issues,
such as intense tiredness and sleepiness, primarily during morning hours, a
tendency to fall asleep in passive situations, including when driving, lack of
concentration, headaches during morning hours, impotency and depression.
According to published research®, sleep breathing disorders impact the
cardiovascular system and conditions, with a significant connection between
Sleep Apnea and hypertension, diabetes, heart disease and Arrhythmia (such as
atrial fibrillation), congestive heart failure, neurological conditions,

Increased incidence of cardiovascular in middle-aged men with obstructive sleep apnea: 17 year follow up. Am
J Respir Crit Care Med. 2002;166:159 —165. Prospective study of the association between sleep disordered
breathing and hypertension: NEJM vol. 342, May 11, 2000; Nocturnal Ischemic Events in patients with
Obstructive Sleep Apnea Syndrome and Ischemic Heart Disease: ACC, vol.34, no. 6

Prospective Study of Obstructive Sleep Apnea and Incident Coronary Heart Disease and Heart Failure the
Sleep Heart Health Study; Circulation. 2010;122:352-360
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complications following surgery under full anesthesia and other diseases. The
prevalence and severity of Sleep Apnea increase as the weight of U.S. and
world population continues to increase, as well as with higher average age.
Furthermore, there is growing evidence indicating that people who suffer from
this syndrome develop more surgical complications and constitute a population
at increased risk.

7.2.2 The most common test currently available for diagnosis of various sleep
disorders, including Sleep Apnea, is a PSG test (See Section 14.2.1 below),
which is conducted in sleep laboratories. Laboratory diagnosis involves
simultaneous testing and recording of 20 or more channels, requires the patient
to stay at the sleep laboratory, along with a technician, for one night or longer,
attaching electrodes to various body parts, chest and abdomen belts and air
tubes in the nostrils - and its cost is relatively higher than with mobile devices
(this cost is partially reimbursed by insurers).

Other testing for sleep disorder diagnosis is conducted with devices which do
not require use of a laboratory environment, which the patient can take home
with them (“home sleep testing”). Such devices often have fewer channels than
tested using PSG, require training by a technician and according to published
research, some of them may lack certain clinical data® - but are considered
acceptable for preliminary diagnosis of sleep disorder and are approved for
such use by the FDA.

As a result of the foregoing, demand for mobile devices for sleep breathing
disorder diagnosis is growing as the awareness of sleep disorder grows -
primarily due to the discomfort, high cost and long wait required for
appointment which are associated with PSG testing carried out at sleep
laboratories.

7.2.3 The Company-developed product, WatchPAT, is a mobile device for
convenient use in diagnosis of sleep breathing disorders.

7.3 The EndoPAT product

7.3.1 As medical statistics indicate, cardiovascular disease is the most common cause
of death in Western countries. According to information published by the

> Heart Disease and Stroke Statistics--2013 Update: A Report from the American Heart Association,

Circulation. 2013;127:e6-e245
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5

7.3.2

7.3.3

7.3.4

American Heart Association5 in December 2012, based on data from 2009-
2010, in the U.S. alone over one third of the adult population (83.6 million
people) were diagnosed with, or at high risk of developing, one or more types
of cardiovascular disease. Increased life span, changes in life habits (such as
changes of employment and leisure habits, changes of consumption, etc.) and
dietary changes increase the prevalence of cardiovascular diseases and
therefore increase the need for diagnosis, treatment and prevention of such
diseases. For information about the potential market size for this product - see
Section 8.2 below.

A major cause of such disease is atherosclerotic lesions due to changes in the
structure and function of the inner lining of blood vessel walls (the
endothelium) and the formation of inflammatory processes which may give rise
to local stenosis in the vascular lumen, as well as damage to the integrity of the
arterial and formation of blood clots. The damage to endothelial function can
occur years before the formation of atherosclerotic lesions. Therefore, early
detection and early treatment thereof are of great importance.

The EndoPAT 2000 is a non-invasive device which uses the PAT technology to
evaluate endothelial function in arteries at an early stage of disease
development and which may be used for diagnosis for administration of
appropriate treatment.

The endothelium consists of a single layer of extremely densely arranged flat
epithelial cells coating the inner vascular wall. Since the endothelium is an
organ on its own, damage to it — non-continuity of cells, faulty functioning of
the mechanism secreting substances such as NO (Nitric Oxide) etc. — is
systemic. This means that if damage is found to the endothelium in the finger,
this would indicate a potential similar damage to the endothelium of cardiac
arteries.

Endothelial dysfunction constitutes a preliminary stage of arteriosclerosis. It
affects the functioning of blood vessels in various parts of the body and often
leads to coronary artery disease.

The following illustration shows the stages of development of arteriosclerosis,
beginning with a minor accumulation of fat in the arterial walls (to the left) and
finally resulting in a total blockage and arterial aneurysm (to the right).

Heart Disease and Stroke Statistics--2013 Update: A Report from the American Heart Association,
Circulation. 2013;127:e6-e245
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Intermediate Fibrous Complicatled
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Fall
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ENDOTHELIAL DYSFUNCTION —m—m ————————
From first decade i From third decade [ From fourth decade

Smooth musclefl Thrombosis,

Growth mainly by lipid accumulation and collagen hematoma

Adapted from Stary HC et al. Circulation. 1995;92:1355-1374.

7.3.5 As from 2014, the Company focuses its activities on secondary prevention,
mainly in the United States. This is the clinical-treatment market of
symptomatic patients or patients with a heart condition at high risk of repeat
cardiac events and who suffer from various symptoms. Scientific research made
public over the past two years proves that assessment of arterial function allows
for diagnosis of patients at risk of recurring heart attacks in the short to medium
term (2-5 years). Research has found that, on average, heart patients who
despite treatment of their condition remain with impaired arterial function, had
a 4 times higher risk of repeat cardiovascular events (angina pectoris, heart
attack, stroke or even death) - compared to those found to have proper arterial
functione. Consequently, the reimbursement code assigned to EndoPAT testing
in the U.S., valid as from January 2014, is designated for use in symptomatic
patients or those patients diagnosed as having a heart disease. At the same
time, the Company continues to support its current activities for primary
prevention of the first heart attack, primarily in Japan (and in China), and
endeavors to expand these activities).

7.4 Restrictions, leqgislation, standards and special constraints applicable to operating
segment

Marketing and sale of the Company’s products around the world are subject to various
regulatory approvals such as: FDA (U.S. Food and Drug Administration), CE Mark
(European standard for products), PMDA (the Japanese Healthcare Authority,
equivalent to the FDA) and other international standards in various countries,
designed to ensure product quality and safety. For more information about restrictions
and legislation applicable to the Company, see Section 27 below. Note that the

®  Peripheral endothelial function and cardiovascular events in high-risk patients, Matsazawa et al , Journal of

American Heart Association 2013
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7.5

7.6

7.7

7.8

Company has received FDA, CE and PMDA approval for both WatchPAT and
EndoPAT.

Changes in scope of operations

For information about changes in scope of the operations, see Note 5 to the
Company’s consolidated financial statements as of December 31, 2014, included in
Part C of this Annual Report.

Evolution of markets and changes in customer characteristics

The relevant markets for Company business - primarily in the U.S., have changed
over the past decade due to multiple factors, including increased awareness by
physicians of the importance of early diagnosis and treatment of sleep breathing
disorders in general and cardiovascular disease particularly, as well as increased
public awareness of these issues through electronic media and the internet. The
increase in such awareness is due, amongst others, to scientific publications which
link sleep breathing disorders to other conditions (Arrhythmia, heart disease,
hypertension etc.) and due to ever increasing awareness of the implications of the
various risk factors for diseases in the field of the Company’s activities.

Furthermore, ambulatory devices (mobile devices for home use) for diagnosis of
Sleep Apnea allow other medical experts (such as: family physicians, cardiologists
and otolaryngologists) to also conduct testing in this field, thereby increasing current
exposure to testing of sleep breathing disorders and further increase awareness of
such testing.

Technological changes which may materially impact the Company’s activities

Developments in product miniaturization and improvements in wireless data
communications, as well as developments in computing, impact the development of
The Company’s products. The Company regularly monitors such technological
developments.

Critical success factors in operating segment and changes thereto

The critical success factors are:

7.8.1  Adoption of home sleep testing by various insurers and setting of appropriate
reimbursement for testing to be conducted, as listed in Section 6.2 above
(expense reimbursement policy of healthcare insurers).

7.8.2  Setting up joint ventures and efficient marketing and distribution systems
and strategies in different world countries.
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7.8.3

7.8.4

7.8.5

7.8.6

7.8.7

7.8.8

7.8.9

7.8.10

Product introduction and deployment across healthcare service systems in
different world countries.

Success of strategic partners in implementing the strategic plan.

Success of clinical trials — the success of clinical trials and publication of
their results are essential to increasing awareness of products and their
advantages.

Presentation of technological innovation compared with competitors.

Development of other innovative applications in response to needs of
product users.

Provision of high-quality service, technical support and malfunction repair to
customers.

Achievement of advantages and added value for products, compared with
other medical procedures in the relevant markets.

Protection of intellectual property through patent registration.

7.9 Changes in suppliers and raw materials

For details see Section 21 below.

7.10 Major barriers for penetrating markets

7.10.1

7.10.2

7.10.3

7.10.4

7.10.5

7.10.6

Achievement of recognition and support within the international medical
community for the unique medical signal and for the products.

The need to acquire knowledge and technological infrastructure in the
technology-oriented market with many competing developments.

Investment of substantial economic resources in the development, regulatory
and marketing stages of the products.

Long time periods from start of development to commercial launch of
products, which require significant external financing.

The need to protect development though patent registration. Patent approval
processes and the possibility of objections to patent registration form a
barrier for development of technological products.

Obtaining regulatory approvals from relevant supervisory entity in the local
healthcare market, for commercial marketing of the Company’s products
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(including FDA in the United States, and CE in Europe) and retaining such
approvals after their receipt - a process which entails the investment of
effort, time and money.

7.11 Alternatives for the Company’s products and changes thereto

7.11.1 The WatchPAT product

The most common test at present for diagnosing various sleep disorders is
the PSG test, performed at sleep laboratories. For more information about
this test, see Section 7.2.2 above and Section 14.2.1below. There are also
tests using mobile devices, essentially similar to the Company’s, in the sense
that they do not require use of a laboratory environment and the patient may
take them home. For more information see Section 14.2.2 below.

7.11.2 The EndoPAT product

The EndoPAT2000 is a device designated for assessment of endothelial
function/arterial function by non-invasive means approved for this purpose
by the FDA, which allows early discovery and diagnosis of cardiac disease.
However, it is possible that in future some biological marker would be found
and approved for diagnosis of defects in the endothelial layer. To the best of
the Company’s knowledge, there is one U.S. company in early stages of
marketing a competing product, after receiving FDA approval (however, the
usage indication as approved by the FDA does not mention testing of
endothelial function or diagnosis of endothelial dysfunction

7.12 Competition and changes therein

For information about the competition in the market, names of major competitors of
the Company and the products which they offer - see Section 14 below.

8. Products and services

8.1 WatchPAT 200

WatchPAT is a mobile device which may be operated in patients’ homes, non-
invasive, simple to operate for diagnosis of breathing disruption during sleep,
identifies waking stages and sleeping stages, and distinguishes between the various
sleeping stages. The failure rate of the test using the WatchPAT is lower than 2% and
as such is also significantly lower than the failure rates in the testing of competing
products, as set out in Section 14 below.
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The Company continues its efforts to expand the use of WatchPAT to other market
segments, given recently-published scientific research which proves the connection
between Sleep Apnea and severe medical conditions such as: hypertension, diabetes,
Arrhythmia, heart disease, congestive heart failure, neurological conditions and even
complications following surgery under full anesthesia. The Company intends to join
forces with specific distributors who specialize in these market segments, who would
market The Company’s products to physicians, clinics and hospitals who would use
The Company’s products for clinical treatment needs.

In May 2014, the Company launched a platform using the cloud storing and
processing system under the trade name of CloudPAT™ (“CloudPAT”). The
services provided by CloudPAT simplify the use of WatchPAT and facilitate easy
and convenient consultation with medical experts (the Company’s services do not
include such consultations).

The Company has also launched a new and improved version of the probe for the
WatchPAT device, which simplifies the testing process and makes its use more
convenient, both fitting it and while sleeping. For further details, see Section 8.3
below.

The major geographic markets in which the WatchPAT is marketed are North
America, Israel and Japan. The list price of the WatchPAT system is $4,950.

WatchPAT200
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Size of the diagnostic testing market for diagnosis of sleep disorders —

The Company estimates, as of the date of this report, that WatchPAT addresses an
existing market (mainly in the U.S.) of ambulatory sleep testing valued at $250
million annually from sales, and the Japanese market of ambulatory sleep testing
valued at $100 from sales. The Company estimates that the share of ambulatory
sleep testing is likely to increase at the expense of laboratory sleep testing, given the
need for rapid, low-cost testing in response to the growing market for diagnosis of
sleep breathing disorders.

The information about the potential market size constitutes forward-looking
information, as defined in the Securities Act. Forward-looking information is
uncertain information with regard to the future, based on information or
estimates currently available to the Company, including intents of or
assessments by the Company as of the publication date of this report, or which is
not entirely dependent on the Company. This information, in whole or in part,
may not materialize or may materialize differently due, amongst others, to the
following reasons: increased popular awareness of the importance of
maintaining a healthy life style so as to reduce the risk of illness, reduction of
healthcare budgets of the relevant bodies (including hospitals, HMOs, insurers
etc.), development of drugs to efficiently deal with illnesses that the Company’s
products are intended to diagnose, competition in the market, and the expansion
of the market for alternative products (including an increase in the market share
of testing at sleep laboratories), entry of lower-cost competitors which would
lead to lower prices on the relevant markets.

Insurance coverage in the U.S. for use of WatchPAT

In March 2008, CMS published final regulations with regard to extension of
insurance coverage provided to its policyholders in the U.S. for home diagnosis
(including the Company’s WatchPAT product) of Sleep Apnea and for use of CPAP
(Continuous Positive Airway Pressure) masks for treatment of Sleep Apnea following
diagnosis by means of testing by ambulatory / home systems (including by the
Company’s WatchPAT product) or testing at sleep laboratories.

In November 2010, the official AMA website announced that the AMA had granted
the Company’s WatchPAT product an insurance coverage standard (Category | CPT
code), confirming that the Company’s product may be used as a commercial clinical
product. The Company’s WatchPAT product was also granted reimbursement code
95800 (“reimbursement code”) effective as from January 2011. The reimbursement
code is used for medical reporting and expense reimbursement (in whole or in part) to
physicians / patients for tests and medical treatments with approved reimbursement
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8

codes. AMA set the recommended reimbursement amount for Code 95800 at $206
per test (on average). Note that as of the report date, the actual average
reimbursement amount by CMS for code 95800 is $178. This decision had no effect
on the volume of home testing as of 2010, but in later years, sales of WatchPAT in
the U.S. market grew (for more information see the Company’s consolidated
financial statements as of December 31, 2014, enclosed as part C of this Annual
Report). Note that this reimbursement code is not unique to the Company’s
WatchPAT product, but is also used for other devices designated for diagnosis of
sleep disorders through home testing - provided that they comply with the same
criteria defined for the reimbursement code. Many private insurers have adopted the
reimbursement code - at amounts ranging between $170-350 per test, depending on
the state and the insurer.

In February 2011, the American Academy for Sleep Medicine (“AASM”) published
qualification standards for diagnosing sleep disorders in adults outside sleep
laboratories’, whereby AASM officially recognized the CPT code which includes the
technology on which the Company’s WatchPAT product is based, as an approved
method for diagnosis of Sleep Apnea. This recognition by AASM is further to the
adoption process of home testing (compared to the previous practice of testing at
sleep laboratories) by various entities and is likely to further support the effort to turn
home sleep testing into a common standard among private insurers in the U.S., too.
Furthermore, a technical evaluation of home testing devices published in 2011
concluded that the WatchPAT device is as acceptable like other devices in the field of
Sleep Apnea diagnosis®.

It should be noted that some significant insurance companies, mainly in California
and Massachusetts, do not cover Code 9500. Blue Cross Blue Shield is the largest
among those companies.

Insurance coverage in Japan for use of EndoPAT

In January 2014, the Company reported that it had obtained approval for import of
WatchPAT into Japan, from the Ministry of Health, Labor and Welfare (the
“approval” and “MHLW?), the entity at the Japanese Ministry of Health responsible
for approval of innovative technologies as qualifying for reimbursement, that as from
January 1, 2014, the WatchPAT product is listed as an approved technology for
diagnosis of Sleep Apnea and as such it is eligible for reimbursement at JPY 7,200
(approximately $60) (the “reimbursement amount”). Reimbursement is provided to

www.aasmnet.org/resources/pdf/OCSTstandards.pdf (Feb. 2011)

Journal of Clinical Sleep Medicine, Vol. 7, No. 5, 2011 (www.ncbi.nlm.nih.gov/pmc/articles/PMC3190855/)
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8.2

any medical institution which conducts testing for diagnosis of sleep breathing
disorder, as ordered by a physician. To the best of the Company’s knowledge, the
WatchPAT device is the only device in Japan, in the reimbursement category for
home sleep testing, which does not require the measuring of nasal air flow.

EndoPAT

EndoPAT2000 is a non-invasive, mobile device, user independent and simple to
operate, used in testing for endothelial dysfunction and arterial rigidity.

The Company markets its EndoPAT2000 product both for primary prevention of a
first heart attack and for secondary prevention in symptomatic patients or those with a
heart condition at high risk of repeat cardiac events and who suffer from various
symptoms. The EndoPAT2000 is also sold for clinical trials in the drug development
process and for other research use.

In 2013 and 2014, the EndoPAT2000 has met certain milestones which promote the
transition from sales mainly to research institutions, as heretofore, to a stage of
commercialization and marketing, principally through distributors, for widespread
clinical use. This transition is in line with the Company’s strategic plan.

The major geographic markets in which the EndoPAT is marketed are North
America, Japan and Israel. The list price of the EndoPAT system is approximately
$27,000. The Company also offers rental or leasing plans in North America, in order
to facilitate the purchase of its product. For further details of the rental model for the
Company’s products, see Section 31.3.3 below.

Size of the diagnostic testing market for diagnosis and cardiac illness risk assessment

According to AMA, in the U.S. alone there are approximately 83 million people at
high risk of, or suffering from, a heart disease. All these people constitute the target
market for EndoPAT tests.

Insurance coverage in the U.S. for use of EndoPAT2000

In July 2013, AMA granted a Category Il CPT code for insurance reimbursement for
the non-invasive procedure for testing of endothelial function using the Company’s
EndoPAT product. A Category Il CPT code is designated for emerging technologies,
allowing U.S. physicians to claim reimbursement by medical insurers (while not
requiring insurers to approve such claims), pending receipt of a Category | CPT Code
which stipulates an agreed reimbursement.
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In general, the insurance coverage amount for a category Il code is not approved and
requires proactive application to insurers. Receiving a reimbursement code is a key
factor in accelerated penetration of commercial markets in the U.S. The
aforementioned reimbursement code is effective as from January 1, 2014 and the
Company is acting to have it adopted by insurers and to obtain as many
reimbursement claims as possible in order to obtain a Category | reimbursement
code. The Company is unable to estimate if and when the Category | reimbursement
code will be received.

Notwithstanding the foregoing, the Company is unable to assess the implications of
setting the reimbursement amount as noted above due, amongst others, to the absence
of a set schedule for code adoption by private insurers (who use AMA reimbursement
codes) and there is no guarantee as to the reimbursement amount. It should also be
noted that the reimbursement amount set by AMA may change after approval, due to
unexpected changes in government funding for the healthcare system.

Insurance coverage in Japan for use of EndoPAT

In Japan, citizens and permanent residents are required to have healthcare insurance.
There are two major types of healthcare insurance in Japan. One is the Employees’
Healthcare Insurance, designated for employed Japanese citizens (“EHI”) and the
other is the National Healthcare Insurance (“NHI”), designated for Japanese citizens
who do not fulfill the criteria for inclusion under EHI.

In November 2011, the Company was informed by the NHI organization that the
organization has initially set reimbursement for NHI patients for testing using the
Company’s EndoPAT product, at 2,000 Japanese yen per test (approximately $17).
This amount is valid for both NHI and EHI patients, but only for patients with
symptoms.

8.3 Sensors / probes (thimbles)

The PAT sensor developed by the Company is offered in two configurations for
testing performed using the Company’s different products: the ED (pneumatic) sensor
configuration, used for testing endothelial function; and pneumonia-optic sensor
configuration for WatchPAT, used in testing for sleep breathing disorders. In
addition, the Company uses a standard oxygen saturation meter (oximeter sensor) in
its WatchPAT device.

Advanced PAT sensors — Unified Probes

Recently, the Company received the approval of the FDA, the CE, the Israeli
Ministry of Health and the Canadian Ministry of health for the use of a new upgraded
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8.4

version of the sensor for the measuring of the PAT signals and for measuring blood
oxygen saturation by the WatchPAT device using a unified probe. Heretofore, the
oxygen saturation was measured by a separate oximeter attached to another finger of
the same hand. The PAT sensors are designed for a single use. Their list price (as of
the date of this report) ranges from $20 for EndoPAT sensors (each test requires two
sensors at a total cost of $40) to $55 for WatchPAT sensors (each test requires one
sensor at a total cost $50). These sensors must be replaced prior to each test - which is
why they are sold separately from the Company’s products.

The Company’s revenues from sales of sensors in the reported year accounted for
about 40% of total Company revenues (the remaining 60% were derived from sale of
ancillary services, such as support and warranty services, WatchPAT and EndoPAT
products and ancillary products).

Total Sleep Solution (“TSS™)

_In January 2015, the U.S. subsidiary launched the TSS family of products and
services. TSS which provide a complete Sleep Apnea management solution to
cardiology medicine (clinics and departments in hospital-based environments). The
TSS changes the Company's business model and shifts it from a manufacturer and
seller of medical devices to a complete service pathway provider, including products,
education and services throughout the patient care pathway.

The solution includes: (i) home testing using the WatchPAT device; (ii) use of
CloudPAT solution for interpreting the WALChPAT test results for physicians and
physician networks; (iii) Service Agreements with Independent Diagnostic Testing
Facilities (“IDTF”) for patient diagnostic services using the WatchPAT device for
physicians and/or medical facilities which do not have the WatchPAT device; and (iv)
Service agreements with Durable Medical Equipment (“DME”) service providers for
the therapeutic device deployment.

The Company remains the hospital or practice interface throughout the process and
manages the solution for the customer, securing the use of its products and services.

The TSS has three types of products or services to address the main unmet needs of
the customers:

8.4.1 EasySleep - Hospital or practice refers all eligible patients to TSS for
Obstructive Sleep Apnea (“OSA”) diagnosis and, when needed, therapy. All
OSA services are provided by referral to the proper IDTF and DME. The
referring hospital or physician is informed about the progress and patient
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8.5

8.4.2

8.4.3

compliance; however, it is not involved in the ownership or billing and
reimbursement process and does not benefit financially from it.

BalancedSleep - Hospital or practice purchases the equipment (the WatchPAT
device) and the logistical solution from the Company and serves as the
prescription and billing party. The Company provides all logistical and
medical devices solutions directly and through its network. The hospital pays
for devices, sets up billing and receives reimbursement from insurers.

MaxSleep - Hospital or practice purchases the WatchPAT devices from the
Company and executes the entire process, including some components of TSS
such as interpretation and sometimes DME management. The Hospital or
practice pays only for products, and not for services, retaining more
operational revenue.

Planned improvements to existing the Company’s products:

8.5.1

8.5.2

General: The Company intends to develop its PAT technology to serve as a
platform for other medical applications, including assessment of
cardiovascular indicators other than endothelial dysfunction.

WatchPAT device: The Company is reviewing additional applications to make
the device relevant for extended indications and new markets (lowering the
minimum age for use of the device, diagnosis of other parameters related to
sleep breathing disorders).

In September 2014, the Company commenced the development of its
WatchPAT product so as to adapt it for diagnosing children and toddlers. This
includes a smaller version of the device and a sensor suitable for young ages,
the development of software and algorithms, and ancillary accessories. At
present children and toddlers must be tested for sleep breathing disorders in
hospital laboratories; the new development will make it possible to diagnose
children and toddlers at home.

8.6 Trends and changes in demand for the Company’s products

For information about trends and changes to demand for the Company’s products in
the reported period, see Section 4 (Statement of Operations Analysis) of the Board of
Directors’ report enclosed as Part B of this Annual Report.
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8.7 Information regarding marketing approvals obtained from authorized requlators

Below is information about marketing approvals obtained from authorized regulators
for the Company’s products:
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8.7.1 The Company’s products approved by the “FDA”®:

Name of Date of . . :
. Approval Approval . Indication on documents filed with
approved first Equivalent product
process number FDA
product approval
WatchPAT 200U May 30, ,|Traditional K133853 WP200S-3 The WatchPAT200U (WP200U) device is a non-
2014 invasive home care device for use with patients

suspected to have sleep related breathing
disorders. The WP200U is a diagnostic aid for
the detection of sleep related breathing disorders,
sleep staging (Rapid Eye Movement (REM)
Sleep, Light Sleep, Deep Sleep and Wake),
snoring level and body position. The WP200 U
generates peripheral arterial tonometry (PAT)
Respiratory Disturbance Index (“PRIDI™),
Apnea-Hypopnea index (“PAHI”), PAT sleep
standing identification (PSTAGES) and
optional snoring level and body position discrete
states from an external integrated snoring and
body position (SBP) sensor. The WP200U’s
PSTAGES and SPB provide supplemental
information to its PRDI/PAHI. The WP200U’s
PSTAGES and SBP are not intended to be used
as the sole or primary basis for diagnosing any
sleep related breathing disorder, prescribing
treatment, or determining whether additional
diagnostic assessment is warranted.

°  The table excludes The Company’s products which received FDA approval and which were replaced by a newer model, including WatchPat™100 products

(originally approved by the FDA in 2001 and withdrawn from FDA records on January 1, 2013) as well as previous generations of WatchPat™?200 (originally
approved by the FDA in 2008).

2 All indications in this table are a concise translation for convenience of the indication - which is originally in the language of the country in which approval was
granted. For the sake of clarity, note that the binding indication is the one originally published in the language of the country in which approval was granted.
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WatchPAT 200 S-3

June 2, 2011

Traditional
510(k)

K102567

1.ltamar WatchPAT200S-

2, K081982

2.Braebon Ultima Snoring

Mike 0540,K020312
3.Embla, K971813

The WatchPAT200S-3 (WP200S-3) device is a
non-invasive home care device for use with
patients suspected to have sleep related breathing
disorders. The WP200S-3 is a diagnostic aid for
the detection of sleep related breathing disorders,
sleep staging (Rapid Eye Movement (REM)
Sleep, Light Sleep, Deep Sleep and Wake),
snoring level and body position. The WP200S-3
generates peripheral arterial tonometry (PAT)
Respiratory Disturbance Index (“PRIDI™),
Apnea-Hypopnea index (“PAHI”), PAT sleep
standing identification (PSTAGES) and
optional snoring level and body position discrete
states from an external integrated snoring and
body position (SBP) sensor. The WP200S-3’s
PSTAGES and SBP provide supplemental
information to its PRDI/PAHI. The WP200S-3’s
PSTAGES and SBP are not intended to be used
as the sole or primary basis for diagnosing any
sleep related breathing disorder, prescribing
treatment, or determining whether additional
diagnostic assessment is warranted.

EndoPAT2000

November
12, 2003

Traditional
510(k)

K032519

1. Itamar PAT® 1000 RD
K001852

2. Standard Procedures used

for endothelial dysfunction
evaluation:

-The Intra-coronary
Acetylcholine (Ach)
Challenge method (“Gold
Standard”)

-The method of Flow
Mediated Dilation (FMD)
response to reactive
hyperemia of the brachial
artery

The EndoPAT device is a non-invasive device
intended for use as a diagnostic aid in the
detection of coronary artery endothelial
dysfunction (positive or negative) using a
reactive hyperemia procedure. The EndoPAT has
been shown to be predictive of coronary artery
endothelial dysfunction in the following patient
population: patients with signs or symptoms of
ischemic heart disease, who are indicated for
coronary artery angiography, but who lack
angiographic evidence of obstructive coronary
artery disease. The device is intended to be used
in a hospital or clinic environment by competent
health professionals. The EndoPAT device is not
intended for use as a screening test in the general
patient population. It is intended to supplement,
not substitute, the physician’s decision-making
process. It should be used in conjunction with
knowledge of the patient’s history and other
clinical findings.
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8.7.2 The Company’s products granted the CE mark:

Name of Date of e
approved first e Indication®
period number Body
product approval
Intertek | For description of the
WatchPAT200 ;lég% 10, ;)(;:;gber 11, 316 CE indication, see
AMTAC | description for FDA.
Intertek | For description of the
EndoPAT2000 ;%r(‘)‘éary 29, Socfg’ber 1316 cE indication, see
AMTAC | description for FDA.

8.7.3 The Company’s products listed in the Registry of Approvals for
Medical Accessories and Devices kept by the Israeli Ministry of
Health (“MDA”):

Name of approved Indication D ) DR O S Approval
. X approval MDA :
medical device 4 period
number approval

EndoPAT2000 Diagnosis of endothelial function in|6690002 February 17,|December
the vascular system. 2004 31,16

WatchPAT200 Device for home wuse without|6690402 March  24,|September
medical supervision which provides 2009 30, 2017
an  automated analysis  and (6690001)
diagnostic  assistance for sleep
breathing disorders.

WatchPAT200U Device for home wuse without|6690402 December  |September
medical supervision which provides 28,2014 30, 2017
an  automated analysis and
diagnostic  assistance for sleep
breathing disorders.

0 All indications in this table are a concise translation for convenience of the indication - which is originally in the
language of the country in which approval was granted. For the sake of clarity, note that the binding indication is
the one originally published in the language of the country in which approval was granted.
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8.7.4 The Company’s products approved by a qualified regulator in
another territory which is a material target market:

The WatchPAT product

Country

Regulatory
authority

Date of first
approval

Approval
period

Approval
number

Indication™*

Canada

Health
Canada

November
17,2011
(except for
approval #
86745
granted on
July 27,
2011)

Renewabl
e
annually.

86745,
87677,
87675,
87676

The WatchPAT200 device is a non-
invasive home-use device for use
with patients suspected to have sleep
related breathing disorders. The
WatchPAT?200 device is used to assist
in diagnosis of sleep breathing
disorders, sleep stages (Rapid Eye
Movement (REM) Sleep, Light Sleep,
Deep Sleep and Wake), snoring level
and body position. WatchPAT200
generates a Peripheral Respiratory
Disturbance Index (“PRDI”), Apnea-
Hypopnea index (“PAHI”), PAT
sleep staging identification
(PSTAGES) and an external probe to
measure snoring level and body
position. The device’s PSTAGES and
SBP measures provide
complementary information to PRDI /
PAHI and are not intended to be used
as the sole or primary basis for
diagnosis of any sleep-related
breathing disorder, prescribing
treatment, or determining whether
additional diagnostic assessment is
warranted.

The device is not intended for use by
those under 17 years of age.

Canada

Health
Canada

January 1,
2015

Renewabl
e
annually.

94546

The WatchPAT200U device is a non-
invasive home-use device for use
with patients suspected to have sleep
related breathing disorders. The
WatchPAT200U device is used to

11

All indications in this table are a concise translation for convenience of the indication - which is originally in the

language of the country in which approval was granted. For the sake of clarity, note that the binding indication is
the one originally published in the language of the country in which approval was granted.
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Country

Regulatory
authority

Date of first
approval

Approval
period

Approval
number

Indication*

assist in diagnosis of sleep breathing
disorders, sleep stages (Rapid Eye
Movement (REM) Sleep, Light Sleep,
Deep Sleep and Wake), snoring level
and body position. WatchPAT200U
generates a Peripheral Respiratory
Disturbance Index (“PRDI”), Apnea-
Hypopnea index (“PAHI”), PAT
sleep staging identification
(PSTAGES) and an external probe to
measure snoring level and body
position. The device’s PSTAGES and
SBP measures provide
complementary information to PRDI /
PAHI and are not intended to be used
as the sole or primary basis for
diagnosis of any sleep-related
breathing disorder, prescribing
treatment, or determining whether
additional diagnostic assessment is
warranted.

The device is not intended for use by
those under 17 years of age.

Japan

Japan
Ministry Of
Health

August 9,
2013

No
expiration
date

Shonin

22500BZ
X0033900
0

WatchPAT200 is used to support the
assessment/diagnosis of sleep
breathing disorders and sleep stages
in hospitals or at home, for patients
suspected of suffering from sleep
breathing disorders.

Korea

Korea Food
and Drug
Administrati
on

November
11, 2009

No
expiration
date

09-1162

WatchPAT?200 records a medical
signal during sleep and is used for
diagnosis of Sleep Apnea.

Respiratory events, snoring and body
position during sleep are recorded and
stored in the memory of this mobile
device.
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The EndoPAT product

Regulatory [_)ate 9 Approval UTRT
Country . first . Approval number |Indication
authority period
approval
Canada |Health Canada |October |Renewable |66319 For description of the indication,
28,2004 |annually. see description for FDA.

Japan Japan Ministry |July 7,, No Shonin EndoPAT device for measuring
Of Health 2009 expiration and recording endothelial

date. 22100BZX00816000 | reaction of blood vessels.

China |State Food and |[March 1, |Through Reg. No: SFDA (1) |EndoPAT is designated for non-
Drug 2011 February 20112210684 invasive diagnosis of endothelial
Administration 12, 2020. function. The EndoPAT2000

No. 1008926 testing was approved for

populations with symptoms of
coronary ischemia or symptoms
which may require angiographs
of the coronary arteries. This
definition applies to all hospitals
or healthcare professionals in the
clinical environment. This is a
complementary test as part of the
physician’s decision making
process, together with the
patient’s medical history.

12

9. Composition of revenues from products and services

For information about composition of revenues from the Company’s two, products, see Note
5 to the Company’s consolidated financial statements as of December 31, 2014, enclosed as
Part C of this Annual Report.

10. New products

The Company is focused on improvement and development (including development of new,
advanced versions) of its existing products. For more information about planned
improvements and new indications for existing Company’s products, see Section 8.5 above.
The Company has been engaged in research and development of the PAT signal and PAT
technology, as well as development of products and applications (based on this technology).

11. Customers

Major customers for the WatchPAT products are: cardiologists, distributors, research
institutes, independent medical centers in the private sector, hospitals, and physicians

All indications in this table are a concise translation for convenience of the indication - which is originally in the
language of the country in which approval was granted. For the sake of clarity, note that the binding indication is
the one originally published in the language of the country in which approval was granted.
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involved with treatment of sleep disorders (such as dentists and otolaryngologists) and sleep
laboratories.

Major customers for the EndoPAT products are: distributors, research institutes, and
independent medical centers in the private sector, hospitals, pharmaceutical companies and
researchers in this field.

11.1 Aaqgreements with material customers

Master agreement for sale of products and services to a Material Customer - on
September 30, 2007, the subsidiary signed a master agreement with a Material
Customer (the “Customer”) for sale of the Company’s WatchPAT product, the zzzPAT
software and ancillary devices and for provision of ancillary services for these products
to Customer A and to related entities. On November 15, 2013, the agreement was
extended through October 31, 2015. Total Company’s revenues from this customer in
the years ended December 31, 2014 and 2013 amounted to $2,564,000 and $2,056,000,
respectively or 16% and 15%, respectively, of total Company’s revenues for these
years.

For information about the Company’s material distributors, on which the Company is
dependent so that their loss would have a material negative impact on the operating
segment or would cause the Company to incur material additional cost due to the need
to replace them - see Section 11.1 above. Also see Section 29 below with regard to co-
operation agreements signed by the Company and third parties with regard to use of the
Company’s products.

11.2 Below is information about Company sales by customer type (dollars in thousands):

Customers 2014 2013 2012
Pharmaceutical 1,021 154 992
companies

Research 1,891 1,427 1,501
institutes

Clinical 13,475 11,756 10,933

12. Marketing and distribution

12.1 Overview

The major markets in which the Company currently operates are the U.S., Japan and
China. The Company selected these markets for being the largest, most advanced
markets in the world with appreciation for and use of the Company’s technology, and
because the Company’s limited marketing and distribution resources require it to focus
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12.2

on lucrative markets where the Company has an advantage over other vendors. The
Company believes that the markets it has selected allow for efficient marketing with
limited resources and a simpler sales process. Furthermore, the Company has selected
Israel as a center of excellence for conducting additional clinical trials and gaining more
experience in deployment of its technology within work processes. For financial
information regarding geographical regions, see Note 5 to the Company’s consolidated
financial statements as of December 31, 2014, enclosed as Part C of this Annual Report.

Distribution and marketing of the Company’s products are based on two channels:
direct sales channel (through representatives of the Company or its subsidiaries) and
indirect sales through distributors. It is Company strategy to join forces with
manufacturers of medical equipment or specific distributors who specialize in relevant
market segments, who would market the Company’s products to physicians, clinics and
hospitals who would use the Company’s products for clinical treatment needs, while
continuing direct sales (by Company representatives).

In general, agreements with distributors include sales commissions and, in some cases,
commitment by these distributors to achieve certain business and marketing targets
and/or certain minimum sales - in return for which the Company grants them exclusivity
in their region and/or operating segment. The Company intends to continue closely
monitoring the progress and success of its marketing strategy in order to allow the
Company, if needed, to make adjustments to its marketing and sales strategy.

Adreements with distributors

The Company typically enters into distribution agreements with various distributors
who are Company customers, for distribution of its products to end users in specific
geographical regions or to specific market segments (e.g. marketing to clinics with a
specific specialization). The term of such agreements is typically between 1 and 5 years,
with optional extension. However, in most cases, these distribution agreements may be
terminated by 30-60 days’ advance notice for various reasons listed in these agreements.
Some of the Company’s agreements with distributors stipulate that the distributor would
be an exclusive distributor for the Company’s products in the specific region for that
agreement.

The Company warrants its products for the longer of: (i) 12 months from product sale to
the end user; (ii) 14 months from the Company invoice date to the distributor; and (iii)
the minimum statutory or regulatory warranty period in the region where the agreement
is applicable (in Europe, warranty is typically for a 24-month term). The warranty
covers components, work and delivery to the customer, as well as replacement as
deemed necessary by the Company. The warranty also covers remote support 24 hours
a day and seven days a week. The customer is to meet Company requirements
regarding proper use, storage and transport of the Company’s products and the said
warranty is only valid provided Company requirements are met and the product is used

properly.
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Distribution agreements typically stipulate a minimum annual quota of products which
the distributor is required to purchase, as well as product prices payable by the
distributor to the Company. These agreements include provisions to safeguard
confidential information and proprietary rights of the Company with regard to its
products and PAT technology.

The distribution agreements stipulate that the Company would indemnify the distributor
in case of any breach of proprietary rights of any third party and in any case where a
third party may incur damage due to negligence by the Company. Accordingly, the
distributor would indemnify the Company in any case where a third party may incur
damage due to any deed or omission or breach of agreement by the distributor.

The Company does not accept returns of products sold, except in cases where products
are supplied to customers for a predetermined and agreed-upon limited trial period or
when the return was approved in advance by special approval of the Company
marketing manager.

12.3 Material distributors

12.3.1 Exclusive agreement for distribution in Japan - with Philips Respironics
GK - in February 2014, the Company entered into a distribution agreement
with Philips Respironics GK (“Philips™), the local Philips subsidiary in Japan,
which markets diagnostic and treatment solutions for the sleep market.
According to the distribution agreement, Philips is licensed by the Company as
the exclusive distributor of the Company’s WatchPAT product and ancillary
accessories in Japan. The distribution agreement includes customary provisions
for such agreements with regard to minimum sales quotas to safeguard
exclusivity, intellectual property rights, and Company warranty for the
products during the warranty period etc. The term of the distribution agreement
with Philips is up to five years, renewable by mutual consent. The Company
considers Philips to be a strategic distributor since it is one of the two largest
companies in the world for products for diagnosis and treatment of sleep
breathing disorders and is the exclusive distributor of WatchPAT in Japan

12.3.2 Marketing agreement with Medtronic Inc.” (“Medtronic”) — in March 2014,
the Company entered into a marketing agreement (the “Agreement”) with
Medtronic, a world-wide leader in cardiological technology. As part of the
Agreement, Medtronic and the Company are to market WatchPAT as part of a
comprehensive solution to be offered by Medtronic to physicians specializing in
cardiological electro-physiology in the U.S. The Agreement gives the companies
exclusive rights to market WatchPAT to physicians in the U.S. (the
“Territory”) who specialize in cardiological electro-physiology and arrhythmia

3 Medtronic is the parent company of Medtronic International Technology Inc. Note that Medtronic holds 19.93%

of the Company’s issued and paid-in share capital and is considered, for the sake of caution, to be the controlling
shareholder of the Company, for all intents and purposes.
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12.3.3

12.3.4

and the parties may agree on expansion of the Territory. The Company retains
the right to enter into agreements with other companies for other market
segments. The Agreement includes a commitment by Medtronic to make a
specified investment in marketing as well as minimum sales quotas.

The Agreement term is 43 months. The first six months of the Agreement
constitute a pilot period, after which the Agreement would be in effect for
another three periods (one period of 13 months and two additional periods of 12
months each) - unless either party should decide to terminate the Agreement. In
September 2014, the Company announced that the six-month pilot period would
be extended for six months (making the total pilot period one year) to enable the
parties to complete the process of building and entrenching the overall solution.
Moreover, the “initial period” set out in the Agreement (the 13 months
following the pilot period) was extended so as to encompass the pilot period as
well. For more information about the Agreement, its scope and commitments
by the Company and by Medtronic — see the immediate reports issued by the
Company on March 5, 2014 and September 30, 2014 (reference numbers: 2014-
01-005622 and 2014-01-166029, respectively).

The Company considers Medtronic to be a strategic distributor since it is a
leader in its field and focuses on cardiology, as does the Company.

Three-year exclusive distribution agreement with Nihon Kohden
Corporation (*Nihon Kohden”) — in June 2014, the Company entered into an
agreement with Nihon Kohden (the “Agreement”), which is to purchase
EndoPAT2000 systems and auxiliary products from the Company and sell them
to customers in Japan, including general practitioners and hospitals.

Nihon Kohden specializes in production, development and distribution of
electronic medical devices in Japan. Its international activities include branches
in the U.S., Europe and Asia and working with distributors on other markets. It
had an annual sales turnover of over $1.3 million in 2013.

The Agreement is for a three-year period and it gives Nihon Kohden exclusive
rights to sell EndoPAT2000 systems in Japan, provided the stipulated order
quota is met in each of the years, in adherence with the prices set in the
Agreement and that the following obligations are met: confidentiality,
intellectual property, mutual reimbursement, employment of arbitration to settle
disputes and provisions for early termination of the Agreement in case of breach
and/or insolvency and/or change in the control of one or the other of the parties.

The Company considers Nihon Kohden to be a strategic distributor because it is
the exclusive distributor of EndoPAT2000 in Japan.

Exclusive distribution agreement with Beijing Viable Medical Investment Co.
Ltd. (“BVMI”) — in November 2014, the Company entered into an agreement
with BVMI (the “Agreement”), under which, commencing January 1, 2015,
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12.4

BVMI is to be the sole distributor of EndoPAT in China, provided the minimum
sales quotas stipulated by the Agreement are met. Under the Agreement, which
is for 76 months, BVMI is to purchase EndoPAT2000 systems and auxiliary
products from the Company and sell them to customers in China, including
general practitioners and hospitals. As of the date of this report, the Company
cannot determine whether BVMI will meet the minimum sales quotas stipulated
by the Agreement and whether actual sales resulting from the Agreement will
have a material impact on its revenues.

The Company considers BVMI to be a strategic distributor because it is its
exclusive distributor in China.

12.3.5 Agreement with Arterial Health International LLC (“AHI) for representation
and distribution in the U.S. — in March 2015, the Company entered into
representation and distribution agreements (the “Agreements”) with AHI.
Under the representation agreement, AHI is to be the sole service provider in ten
states in various parts of the U.S. for cardiovascular examinations performed
using the EndoPAT2000 device on customers under the cardiovascular
examination package provided by AHI. Under the representation agreement,
AHI has undertaken to fulfil minimum purchase quotas in each of the years
2015 — 2017. The minimum purchases, if materialized, will not make AHI a
major customerl14. For further details, see the Company's immediate report of
March 3, 2015 (2015-01-045556)

It should be noted that the distributors working with the Company do not have the right
to return surplus products. However, when the Company finds that a certain distributor
is accumulating an inventory of the Company’s products, the Company considers the
situation and in some cases may decide not to recognize revenues from sales to that
distributor, even though the distributor has no right to return surplus products.

For information about the Company’s material customers, see Section 11.1 above. Also
see Section 29 below with regard to cooperation agreements signed by the Company
and third parties with regard to use of the Company’s products.

The Company’s marketing operations

The Company’s marketing operations include: (i) education and sponsorship of
educational activities; (ii) market education and development - for new indications for
existing products; (iii) attending and hosting professional conferences - the Company
invests resources in promoting its products among physicians in various segments, as
well as to pharmaceutical and medical equipment companies around the world; to this
end, the Company attends professional conferences in order to increase public

Based on the Company's 2014 sales data.
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awareness of the medical implications of endothelial dysfunction and the importance of
early diagnosis in order to improve the prognosis for patients already diagnosed with a
heart condition; (iv) professional publications; (v) advertising videos on TV; (vi)
articles published in the press and in digital media; (vii) direct mailing; (vi)
telemarketing; (ix) clinical and technical support for customers; (x) the Company’s
website; (xi) Company representatives regularly meet current and potential customers to
review product improvements; (xii) marketing and promotion of applications for the
Company’s products to researchers and experts who may influence public opinion in the
relevant fields; (xiii) product management - the Company continues to develop and
improve its current products, based, amongst others, on feedback received from current
and potential customers; (xiv) co-operation with customers who are leading physicians
in the fields of cardiology, internal medicine, integrative medicine (combining
conventional and alternative medicine); and (xv) employing marketing consultants and
reimbursement consultants in the U.S. for identifying trends and developments in
relevant markets.

The Company also employs professional consultants for assistance in penetrating the
market with its products. The Company’s professional and consulting team consists of
experienced professionals and researchers in the Company’s fields. This team assists the
Company in the manufacturing process, in consulting and in marketing efforts of the
Company’s products.

13. Order backlog

14.

As of the report date, the Company has no order backlog. It should be noted that under some
agreements with distributors/marketers the latter undertake to purchase a minimum annual
quantity of the Company's products (In this section the “undertaking™). Failure to fulfill the
undertaking allows the Company to abolish the exclusivity of the distributor/marketer, or
even the entire agreement therewith. The Company does not treat such undertaking as order
backlog until actual orders are received.

Competition

14.1 Overview
As of the report date, there are several competitors who market systems and/or services
which may provide a complete or partial solution for the cardiology field in various
countries in which the Company does business - primarily in the U.S. and Japan. As of
the report date, the Company is unable to estimate its market share for its operating
segments.

14.2  Company’s competitors for WatchPAT

14.2.1 Sleep laboratories using Polysomnography testing (“PSG”) — is the most
common test currently available for diagnosis of sleep disorders (recent
estimates claim that two thirds of sleep tests in the U.S. are currently conducted
at sleep laboratories - and this rate is even higher in Japan). Advantages: PSG
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14.2.2

14.2.3

includes all information channels required for diagnosis of sleep breathing
disorders (7-20 channels, such as: eye movement, chest movement, leg
movement, pulse, sleep position etc.) and is therefore highly functional; some
PSG systems include video filming of the patient; this test is non-invasive.
Disadvantages: PSG requires the patient to be connected to multiple electrodes,
which impacts the patient’s sleep and may therefore impact the test efficacy; it
requires the patient to stay at the sleep laboratory, along with a technician, for
one night or longer; is it considered an expensive test - its cost is $700 per
patient in the U.S. (although this is mostly reimbursed to the patient by the
insurer). PSG systems are made by several companies, including: Respironics
(merged into Philips Medical), Embla, Nihon Kohden, Viasys Healthcare,
Puritan Bennett, , Cadwell Laboratories, Cleavemed, Stellate Healthcare, Grass
Technologies (a subsidiary of Astro-Med Inc.), and others. The cost of a PSG
device is between $15,000 and $25,000. Note that the market for PSG device
manufacturing includes many competitors and to the best of the Company’s
knowledge, no manufacturer has a market share of 20% or more.

Manufacturers of mobile systems for diagnosis of sleep breathing disorders
- there are several in target market mobile systems for diagnosis of sleep
breathing disorders available in the Company’s target markets. Advantages:
These are partially mobile, hence they do not require over-night sleep at the
sleep laboratory and patients may operate them in the home environment; the
test is non-invasive; the price of these systems is lower than that of a PSG
system and ranges between $2,500 and $7,000. Disadvantages: Operating these
systems is not simple and requires training; the patient cannot move about
during the night with these systems; they contain relatively few PSG channels
(between 4-7) (for information about test channels, see Section 14.2.1 above)
and therefore have an inferior functionality; some do not include EEG
monitoring and therefore are incapable of monitoring the patient’s actual sleep
time (in case of extensive waking time during the night) or their sleep patterns.
Quite a few PSG manufacturers, including Respironics, Resmed, Philips,
Compumedics, Embla and others, also compete in the market for mobile
systems.

Manufacturers of screening devices - screening devices are used for
preliminary testing, prior to diagnosis of sleep breathing disorders, or before
(and for the purpose of) providing assessment with regard to surgical
intervention for resolving sleep breathing issues. The commonly used screening
devices are oxygen saturation meters (Pulse Oximetry) and air flow meters.
Advantages: Low cost, compared to mobile and Polysomnography systems -
between $1,000 and $2,000 in the U.S.; mobile and simple devices to operate,
may be operated by the patient independently; non-invasive testing.
Disadvantages: Contain few testing channels (1-2, compared to 6 channels for
the Company’s product) and therefore have an inferior functionality. Moreover,
some were found to be un-acceptable for sleep testing based on AASM
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criteria™. Manufacturers of screening devices who are significant competitors of
the Company include: ARES, ApneaLink, Stardust, Nox, Braebon, Clevemed,
and Embletta.

14.3 Company’s competitors for EndoPAT

To the best of the Company’s knowledge, there is no specifically designated device for
assessment of endothelial function which has been approved in the U.S. However, a
complex test is possible based on ultrasound equipment. To the best of the Company’s
knowledge, its EndoPAT2000 product is the first FDA-approved product for
assessment of endothelial function, allowing for early discovery and diagnosis of heart
conditions by non-invasive means.

As of the date of this report, the U.S. company Endothelix Inc. (“Endothelix”) claims
to be able to diagnose the endothelial layer by measuring changes in temperature in
fingers. To the best of the Company’s knowledge, Endothelix has published few
articles in scientific journals and its products were approved by the FDA (translation of
this approval mentions “vascular reaction” and does not explicitly approve this system
for assessment of endothelial function).

Indirect competitors of the Company for the EndoPAT product are:

14.3.1 Ultrasound device manufacturers - ultrasound devices are capable of
measuring endothelial dysfunction of the brachial artery in the hand. This
technique is named FMD (for Flow Mediated Dilation). Advantages: Allows
for obtaining information about changes to artery size, which form an
indication of proper blood flow; non-invasive; and these devices have been
used for a very long time and are available at nearly every hospital.
Disadvantages: Use of the ultrasound device requires highly skilled operators;
test results are operator-dependent and interpretation is interpreter-dependent;
device sensitivity to changes is low; ultrasound systems are costly ($30,000-
250,000 per system). To the best of the Company’s knowledge, ultrasound
testing of endothelial function is not common place for clinical use.

14.3.2 Invasive testing - to the best of the Company’s knowledge, the only accurate
technique currently available for assessment of endothelial function is invasive
and is performed in angiographic surgery. This technique is used to measure
blood flow in reaction to injection of ACH (acetylcholine). Advantages: Highly
accurate. Disadvantages: Invasive, and therefore dangerous for the patient;
expensive - at a cost of $3,000. To the best of the Company’s knowledge,
invasive testing is performed at only a few centers around the world, primarily
for research purposes.

Journal of Clinical Sleep Medicine, Vol. 7, No. 5, 2011 (www.ncbi.nIm.nih.gov/pmc/articles/PMC3190855/)
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14.3.4

14.3.5

Diagnostic angiography or virtual angiography - two major tests are
commonly used in the secondary prevention market, or designated for
symptomatic patients with symptoms such as Angina Pectoris: ECG and
invasive diagnostic angiography. Both tests allow for diagnosis of non-
obstructive coronary artery disease, whereas EndoPAT testing was proven as a
test which can diagnose both types - including the type not diagnosed by
angiography.

Methods of assessing arterial rigidity - there are methods for assessment of
arterial rigidity in patients, which allow the physician to assess cardiovascular
risk. These methods are based on analysis of blood flow speed (blood flows
faster the more rigid the arteries) or on measuring returned waves.
Manufacturers of devices used for assessing arterial rigidity include HDI,
Hypertension Diagnostics Inc. and AtCor Medical - maker of Sphygmocor.
Advantages: Non-invasive. Disadvantages: Despite the existence of a certain
connection between endothelial dysfunction and arterial rigidity, it is typically
assumed that these conditions are not correlated. To the best of the Company’s
knowledge, since these methods are not specific to assessing endothelial
dysfunction, they are not commonly accepted as a practical tool for such use.

Other diagnostic methods - existing methods for diagnosis of cardiovascular
disease include, as of the report date, the following: Medical imaging systems
(stress tests combined with medical or ultrasonic imaging, eco-cardiographs
etc.), scanners for assessing levels of calcium deposits in arteries (EBCT), a
sonographic test of the carotid arteries for evaluation of arterial wall thickness
(CIMT), ECG systems for evaluation of cardiac function and various blood
tests (such as CRP tests) and systems for monitoring blood oxygen saturation
in the finger, such as Angioscan. These methods are intended to provide a risk
assessment for future cardiovascular events, assessment of heart and/or artery
condition following a cardiovascular event that has already occurred and for
diagnosis of various cardiovascular diseases. Advantages: Fairly accurate and
mostly non-invasive. Disadvantages: Use of these methods requires fairly
expensive medical equipment, some require radiation and a high skill level on
the part of the examiner. In addition, the level of sensitivity is mostly low and,
to the best knowledge of the Company, these methods are usually particularly
effective for diagnosing cardiovascular diseases and/or events as stated, usually
at a relatively advanced stage of the disease and/or event. They are appropriate
for obstructive heart diseases - but are unsuitable for diagnosis of micro-
vascular heart conditions or those of a type not resulting from arterial
obstruction - but rather from the arteries being incapable of extending as
needed. Preliminary screening for assessing the risk of cardiac events or
cardiovascular disease, as noted, is performed based on existing risk factors,
such as: cholesterol and hypertension. However, according to published
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studies™, these risk factors do not fully reflect the risk of cardiac events, and in
fact 60% of all subjects in the study (88,000 men suffering from chronic heart
disease - CHD) were found to have only one of these risk factors, or none at
all.

In order to address the competition for the Company’s products, the Company invests
substantial resources in development of additional features for its products. For
instance, features were added to the WatchPAT device, allowing it to distinguish
between sleep and wakefulness and also to identify the patient’s sleeping stages (deep-
sleep stage, light sleep and REM sleep stages) and probes which make it possible to
quantify the intensity of snoring and to determine the body position during sleep.
Furthermore and subject to technology and budget constraints, the Company intends to
invest resources in future in order to develop additional diagnostic capabilities of its
products, based on the PAT technology (diagnosis of other sleep disorders,
development of additional medical applications in cardiology and in other medical
fields).

Tabular disclosing advantages and disadvantages of competing products for
WatchPAT 17

The following table provides disclosure of properties of the Company’s WatchPAT
product for sleep breathing disorders, compared to competing ambulatory products.

Note that the significant advantage of the Company product over other competing
ambulatory products listed below - is the reimbursement code (95800) assigned to the
Company product which provides CMS reimbursement of $170 per test — more than
10% higher than reimbursement for testing using the competing home-testing products.

Prevalence of Major Modifiable Risk Factors in Men with CHD, Khot, et al. JAMA. 2003

17

According to sleepreviewmag.com- December 2011
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How device is
used (invasive or
non-invasive,

Product Company | Cost (in 18 Number of Reimbursement | independent, with
Warranty Product type e 19 :
name name dollars) channels availability assistance from
another person,
only by a
physician etc.)
CMS
reimbursement
ranges between
$120-240 per test
Itamar é\(/;)r;;pbfﬁcal region Non-invasive. May
WatchPAT Medical Ltd. 4,500 One year Type I 7 and Socio-economic be used

rating of the region).

AMA set average
reimbursement
codes amounting to
$97 (code 95801)

independently.

18

calculates the AHI (Apnea-Hypopnea Index) for Apnea.

Type Il is a product with at least 7 recording channels, including: EEG, EOG, EMG, ECG and heart rate, air flow and oxygen saturation, which calculates sleep stages and

Type 11 is a product with at least 4 recording channels, including: 2 respiratory channels (breathing or air flow) as well as heart rate or ECG measurement oxygen saturation.

Type 1V is a product which measures three or more parameters. CMS states that these devices should have the ability to measure at least 3 parameters, but does not state which

ones.

19

higher reimbursement than CMS institutions - and vice versa.

Insurance reimbursement varies by state in the USA, by region (within each state) and by CMS vs. AMA institutions. Therefore, in some regions AMA institutions allow for

9525/1255/3567153/1




How device is
used (invasive or
non-invasive,

Product Company | Cost (in 18 Number of Reimbursement | independent, with
Warranty Product type e 19 :
name name dollars) channels availability assistance from
another person,
only by a
physician etc.)
and $206 (code
95800) per test®,
although it is
uncertain whether
private insurers
would adopt these
reimbursement
codes and is so - at
what amount (for
more information,
see Section 8.1
above).
The reimbursement
Braebon ffgggfgg t:r:fj rt);gduct Non-invasive. May
Medibyte Jr Medical _ 2,750 One year Type I 7 average _be used
Corporation reimbursement for it independently.
is $186 per test.
ARES Advanced 3,500 One year Type Il 4 The relmoursement. | njon.invasive. May
. ' code for this product
Brain be used

is 95806 and the

2 The test covered by reimbursement code 95800 also includes measurement and reporting of sleep time. Tests which do not measure this parameter are covered by

reimbursement code 95801.
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How device is
used (invasive or
non-invasive,

Product Company | Cost (in 18 Number of Reimbursement | independent, with
Warranty Product type e 19 :
name name dollars) channels availability assistance from
another person,
only by a
physician etc.)
Research average independently.
reimbursement for it
is $186 per test.
The reimbursement
code for this product . .
Easy Cadwell Type Il is 95806 and the | on-invasive. May
Laboratories 4,500 One year 9 be used
ApneaTrak and IV average -
Inc. - .. | independently.
reimbursement for it
is $186 per test.
The reimbursement
code for this product . .
_ is 95806 and the Non-invasive. May
Nox T3 CareFusion 4,000 Two years Type I 14 average be used
reimbursement for it independently.
is $186 per test.
The reimbursement
code for this product . .
_ is 95806 and the Non-invasive. May
SleepView CleveMed 3,500 One year Type Il 7 be used
average .. | independently
reimbursement for it '
is $186 per test.
Somte Compumedic 4,495 One year Type Il and IV 13 The reimbursement | Non-invasive. May

code for this product

be used
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How device is
used (invasive or
non-invasive,

Product Company Cost (in 18 Number of Reimbursement | independent, with
Warranty Product type e 19 :
name name dollars) channels availability assistance from
another person,
only by a
physician etc.)
S is 95806 and the independently.
average
reimbursement for it
is $186 per test.
The reimbursement
code for this product . .
_ is 95806 and the Non-invasive. May
Embletta Gold | Embla 3,500 Two years Type llI 9in/14 out be used
average .. | independently
reimbursement for it '
is $186 per test.
The reimbursement
code for this product Non-invasive. May
SleepTrek3 Grass . 3,995 3 years Type I 6 Is 95806 and the be used
Technologies average .
. .. | independently.
reimbursement for it
is $186 per test.
The reimbursement
No information pode for this product Non-invasive. May
Natus . is 95806 and the
Trex ; available about | One year Type Il 24 be used
Medical Inc. average

this parameter

reimbursement for it
is $186 per test.

independently.
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How device is
used (invasive or
non-invasive,

Product Company | Cost (in 18 Number of Reimbursement | independent, with
Warranty Product type e 19 :
name name dollars) channels availability assistance from
another person,
only by a
physician etc.)
The reimbursement
4,675 (including code for this product Non-invasive. Ma
Nihon probes, software is 95806 and the Bt
Nomad . One year Type I 12 be used
Kohden and training average .
. .. | independently.
tape) reimbursement for it
is $186 per test.
The reimbursement
code for this product | \ o ocve Ma
OxyHolter with | Northeast Three years (option - | Type Il (OxyHolter is 95806 and the - iy
o 3,795 o 6 be used
LX Sleep Monitoring two additional years) | /A) average .
. .. | independently.
reimbursement for it
is $186 per test.
The reimbursement
. . code for this product . .
NovaSom No information . . Non-invasive. May
Home Sleep hl]c():vaSom No information | available about this ;re)gp?rlllt:)farr?]g)r;itor 5 :/2?5%6 and the be used
Test ' available about | parameter P y erag .. | independently.
this parameter reimbursement for it
is $186 per test.
No information The reimbursement Non-invasive. May
. ili . code for this product A '
Alice PDx ;h'“ps . available about | Two years Type I, I, IV 20 ; P be used
espironics . is 95806 and the .
this parameter average independently.

reimbursement for it
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How device is
used (invasive or
non-invasive,

Product Company | Cost (in 18 Number of Reimbursement | independent, with
Warranty Product type e 19 :
name name dollars) channels availability assistance from
another person,
only by a
physician etc.)
is $186 per test.
. . The reimbursement
. iﬁi?ﬁa(rl;]c'wmg pode for this product Non-invasive. May
Apneal.ink ResMed products for 3 Two years Type I 4 Is 95806 and the be used
Plus L average .
training . .. | independently.
sessions) reimbursement for it
is $186 per test.
The reimbursement
Depends on code for this product Non-invasive. Ma
SOMNOscreen | SOMNOmed | o> is 95806 and the i
: channel Two years Type I-IV 1-58 be used
Plus ics average

configuration

reimbursement for it
is $186 per test.

independently.

The Company is not aware of any side-effects and/or dangerous effects of using any of the medical devices listed in the above table.

The Company believes that duration until test results are obtained, using the aforementioned medical devices, is irrelevant - since all of these
products are capable of producing results within a relatively short time.
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15. Seasonality

16.

There is no significant seasonality in Company sales in its operating segment.

Production capacity

To the best of the Company’s knowledge, its sub-contractors have no short-term
manufacturing restrictions relative to the Company’s manufacturing needs. Below is
information about potential and actual utilized manufacturing capacity for the Company’s

products:
Utilization
Annual i .
No. Product . production | Comments
potential :
capacity
(%)
1 WatchPAT200 Unlimited Unlimited The Company uses sub-contractors for
manufacturing of sub-assemblies based on
Company specification, with the Company
currently performing assembly, final testing,
packaging and delivery of its products.
2 Sensors for 360,000 45% Sub-assemblies are assembled by the sub-
WatchPAT200 units contractors. Assembly, final testing and
packaging are performed by the Company.
3 EndoPAT2000 Unlimited Unlimited The product is supplied by a sub-contractor,
tested and packaged according to Company
specification - including logistics / material
procurement, assembly, final testing and
product packaging. If needed, the Company
has all the knowledge and is fully capable of
independently manufacturing EndoPAT2000
- from logistic procurement through to final
testing and product packaging - at Company
facilities. Additional quality control
procedures are performed on Company
premises.
4 Sensors for 490,000 44% Sub-assemblies are assembled by the sub-
EndoPAT2000 units contractors. Assembly, final testing and
packaging are performed by the Company.
5 Analysis and data The Company has no limitation on manufacturing capacity.
processing software
enclosed with
products.
*

Annual potential based on a single 12-hour shift; this potential should grow based on the
number of shifts operated in future.
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** A probe kit per test using the EndoPAT2000 device includes two sensors.

17.

18.

For more information on Company assessment of the effect of loss of business relationship
with one of its sub-contractors and with regard to dependence on suppliers and sub-
contractors, see Section 21 below.

Fixed assets, land and facilities

As of the publication date of this report, The Company’s operations are based in Israel
(management, research and development, production, marketing and sales) from Company
offices at 9 Halamish Street, Northern Industrial Zone, Caesarea (with an area of 1,371 square
meters) (the “offices”). The Company leases the offices pursuant to a lease dated July 2007
(as amended in December 2008) from the Caesarea Property Corporation for payment of
monthly rent which, as of the date of this report, amounts to approximately NIS 80,000
(linked to the Israeli Consumer Price Index) (the “lease”). The lease term is five years (i.e.
through January 2019). Each party may terminate the lease in certain cases of breach by the
other party. As collateral to secure the lease, the Company has provided a bank guarantee
amounting to NIS 400,000 against which it has pledged in favor of Bank Hapoalim, as of the
report date, an NIS-denominated deposit amounting to NIS 400,000.

R&D Expenses

18.1 Research and development activities and results thereof

Since its inception, the Company has been engaged in research and development of the
PAT signal and PAT technology, as well as development of products and applications
(based on this technology) in its operating segment.

In order to conduct research and development activities, the Company has development
teams in the following areas: hardware, software, algorithms, data processing and
clinical application development.

Since its inception, the Company has initiated research and clinical co-operation for: (i)
Consolidating the science underlying the products developed and marketed by the
Company; (ii) continuous improvement and development of these products; (iii)
achieving recognition among the medical community through scientific publications. As
of the date of this report, the Company is involved in research activities conducted at
academic centers in the U.S., Europe and Japan - such as Harvard University, Mayo
Clinic and Mount Sinai Hospital. The Company also cooperates with researchers and
institutions conducting large scale population-based studies, such as the FHS
(Framingham Heart Study) and the Gutenberg-Heart Study (PREVENT-it). Through the
date of this report, the Company has financed its investment in research and
development primarily from its own resources and by raising funds from the public.
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18.2 Research and development expenses and grants

Year R&D expenses R&D expenses recognized as
(dollars in thousands) intangible asset (dollars in
thousands)
2014 2,017 -
2013 1,893 -
2012 2,148 28

Development grants received by the corporation and their repayment terms

18.2.1 The Chief Scientist of the Ministry of Economy:

18.2.1.1 Through the report date, the Company had two programs approved by

the Chief Scientist of the Ministry of Economy (the *“Chief
Scientist”) - one from September 2003 to August 2004 and the other
from September 2004 to August 2005), which were defined as
programs for development of a non-invasive and easy-to-operate
system for diagnosis of endothelial dysfunction (development of
EndoPAT3000 product). For these two programs, the Company has
received grants amounting to NIS 3,770,000 through the report date®’,

Below are details of grants which the Company received from the
Chief Scientist and has yet to repay:

Name of medical device | Total grants received Grant repayment | Special conditions
for which grant was from the Chief terms and schedules | stipulated by the
received from the Chief Scientist as of the Chief Scientist
Scientist report date (dollars with regard to
in thousands)* grants and/or
repayment terms
thereof
Development of non- 437 See Section Royalty payment at
invasive, easy to operate 18.3.1.2.2 below 3%-5%
system for diagnosis of
endothelial dysfunction
EndoPAT3000
Development of non- See Section Royalty payment at
invasive, easy to operate 18.3.1.2.2 below 3%-5%
system for diagnosis of 409
endothelial dysfunction
EndoPAT3000

21

The Company had grants approved amounting in total to NIS 3,800 thousand.
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* No grants were received in 2012-2014.

18.2.1.2 General terms and conditions for certificates of approval

The balance of principal and interest with respect to future liabilities
of the Company to repay the Chief Scientist, on the financial
statements as of December 31, 2014 amounted to $851,000 and
$135,000, respectively. The various certificates of approval issued to
the Company by the Chief Scientist (the “certificate of approval”)
stipulate conditions which the Company is required to fulfill, in
conformity with provisions of the Industrial R&D Promotion Law,
and regulations based thereon, including the following:

18.2.1.2.1 The Company undertook to inform the Chief Scientist of
any change of 25% or higher in holding of Company
shares and/or any of the following means of control of the
Company: (a) voting rights at General Meetings of the
Company’s shareholders; (b) right to appoint directors of
the Company; (c) right to participate in the Company’s
earnings.

Transfer of such means of control to a foreign resident or
to a foreign company which would make the foreign
resident or foreign company an interested party, as defined
in the Securities Law, is subject to notification of the Chief
Scientist and to a written commitment by the foreign
resident or to a foreign company, in conformity with
provisions of the Industrial R&D Promotion Law.

18.2.1.2.2 The Company has undertaken to pay royalties to the State
Treasury out of all revenues with respect to products,
single-use devices, spare parts and software for testing of
endothelial dysfunction and to submit all reports, in
conformity with provisions of Industrial R&D Regulations
(Royalty Rates and Payment Rules), 1996 and with
procedures of the Industrial R&D Administration.

Royalties range between 3%-5% of future sales of these
products up to full repayment of the grant, linked to the
dollar and bearing LIBOR interest, as updated from time to
time?.

The grants from the Chief Scientist were granted for
development of the EndoPAT3000 product. Accordingly,

22 According to Regulation 2(e) of Industrial R&D Regulations (Royalty Rates and Payment Rules), 1996, the

royalties payable to the State Treasury range between 3%-5%, based on the repayment start date.
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18.2.1.2.3

18.2.1.2.4

the Company undertook to pay the Chief Scientist royalties
from any future sales. As of the date of this report, the
Company expects it would complete development of the
EndoPAT3000 product and/or unique technology thereof in
2015; however, the Company reviews from time to time the
viability of completing development of the EndoPAT3000.
Royalties with respect to sales of the EndoPAT3000
product and/or unique technology thereof between 2015 and
2017 should fully cover, according to Company estimates,
its commitment to the Chief Scientist - should development
of the EndoPAT3000 and/or its unique technology indeed
be completed in 2017.

It should be noted that the Company has a dispute with the
Chief Scientist with regard to the source of revenues for
which the Company is liable to pay royalties to the Chief
Scientist. According to the letter of commitment signed by
the Company with regard to grants received from the Chief
Scientist, the Company must pay royalties on all its sales of
cardiology products, i.e. for sale of various EndoPAT
products, not only on sales of the EndoPAT3000 product
and/or unique technology thereof. After consulting with
experts, Company management believes it is not required to
pay royalties on all its sales EndoPAT devices - but only on
sales of products resulting from unique technology
supported by Chief Scientist funding. The product for which
the Company has actual sales since 2004 is EndoPAT2000,
which does not include technology supported by Chief
Scientist funding. This matter is under negotiation with the
Chief Scientist. For more information about commitments
to the Chief Scientist, see Note 26a to the Company’s
consolidated financial statements for the year ended
December 31, 2014, presented in Part C of this Annual
Report.

The Company has undertaken not to transfer to any party
the knowledge, rights there to and production rights
resulting from research and development according to the
approved programs, without consent from the Research
Committee.

The certificates of approval stipulate that should the
Company be convicted of any violation of intellectual
property laws of the State of Israel by a final, conclusive
verdict - the Investment Center may retroactively rescind
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the Dbenefits granted to the Company pursuant to the
Industrial R&D Promotion Law and may demand
repayment of the grants with interest and linkage
differences.

As of the date of this report, the Company is in compliance with all
terms and conditions of the certificates of approval and believes it
would be able to continue being in compliance with them in future.
Furthermore, as of the date of this report, the Company has made all of
the required investments pursuant to the certificates of approval and
has no future obligations pursuant there to.

18.2.2 Grants from other sources

The Company has received an initial grant of approximately 50,000 Euros from
the Horizon 2020 project of the European Union for development of a clinical
trial plan for iIMUC (Investigation Management of Unexplained Chest Pain).
The goal of this trial is to prove that EndoPAT aids in making treatment of
patients with chest pain without significant diagnostic catheterization findings
more efficient and improves clinical results, as well as patients’ acceptance of
treatment and the lifestyle changes recommended by their physicians.

18.3 Clinical trials

The following table provides disclosure of trials conducted by the Company, directly or
indirectly through any party on behalf thereof, during the reported period.

It should be noted that both WatchPAT and EndoPAT were FDA approved in the U.S.,
received the CE mark in Europe, the Department of Instruments and Accessories in
Israel and in other countries; also note that the clinical trials listed below are in
connection with development of new indications for WatchPAT and EndoPAT or for
validation of the outcome of use of the Company’s products compared to other
products, so as to assist the Company in obtaining approval from regulatory authorities
in other countries in which the Company intends to market its products in the future.
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Medical

institution
IND/ Number of where trial Numper
. IDE sites 13100 B2 Planned o F”al . Expected
Development stage in - . conducted patients Trial Accrued| _. . .
Trial name which trial was EEEE Cllnl_cal _trlal v_vhe_re (geographi numl_)er through | nature and | Schedule S cost (in A S LY il
conducted fo_r objective trial is to ¢ location of @rlal the status (estlmated, dollars) results
this be f sit patients t in dollars)
trial? conducted Of SITES prospec
where trial us date
is to be
conducted)
Carmel Post-validation of No Validation of home |1 Carmel 100 98 Comparative, | Concluded | 10,000 4,000 Isamar’s SBP probe is
WatchPAT device sleep testing vs. Medical patients | concealed validated
over-night sleep Center interpretation
testing at sleep ,
laboratory
Concluded
Carmel - Validation of No Reduce age limit 1 Carmel 50 10 Comparative, | Started in | 6,000 1,000 Final results have yet
Children WatchPAT device for device from 17 Medical double blind, | November to be received
to 12 by validation Center In process 2012.
vs. over-night sleep Expected
testing at sleep conclusio
laboratory nin 2015.
Professor Post-validation of No Comparison of 1 Berlin, 30 49 Comparative, | Concluded | 9,000 9,000 Demonstrated
Thomas WatchPAT device home sleep testing Charite double blind, WatchPAT advantage
Penzel using WatchPAT to Hospital. Cross over over Embletta in home
testing using a sleep testing. Article is
different home test Concluded in the process of being
(Embletta) written. Results were
presented at the annual
convention of the
German sleep
medicine association.
EndoPrivent | Post-validation of No Comparison of 1 Mayo 150 150 Comparative | Trial 87,000 87,000 | Article isin the
WatchPAT device assessment of Clinic Double started in process of being
ischemia using blind 2011 written
angiography to Concluded
EndoPAT testing Concluded
Oxymetry Development, No Series of trials for 1 Clinimark 50-100 |70 Comparative | Series of | 80,000 80,000 | The unified probe met
measureme | validation of development, Desaturation trials the applicable
nt using WatchPAT device evaluation and Laboratory Concluded concluded 1SO80601-2-61:2011
unified proving accuracy of Louisville, in May requirements
probe blood oxygen Colorado. 2014 The revised product

saturation with

was approved by the
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WatchPAT using
unified probe and
custom algorithms

FDA in May 2014

Carmel Post-validation No Performance Carmel 150 50 Comparative | First 11,000 4,000 Final results show
WP200U comparison of two Medical patient high correlation
configurations of Center recruited in between the devices.
the WatchPAT October
device 2013.
Completed
in 2014.
WP200 in | Data collection for None Data collection Chicago 100 19 Comparative | On-going, | 10,000 3,000 In process
children development. University expected
- Comer to
Children continue
Hospital through
2015

61




19. Intangible Assets

19.1

19.2

19.3

19.4

Overview

The Company has knowledge with regard to product development in its
domains (based on the PAT technology) including, amongst others,
information, know-how, data, knowledge, intellectual property, drawings,
technical specifications, software, algorithms, a list of potential customers
and plans. The Company acts in as much as possible to protect its
business interests and any other knowledge with regard to its products
and business by registering patents and trademarks in various countries
around the world and invests substantial resources to do so. The Company
also enters into non-disclosure agreements with third parties who are
exposed to the Company information, in whole or in part, including its
suppliers, sub-contractors, employees and customers.

Shrink-wrap agreements

All the Company’s products are sold under license agreements and
shrink-wrap agreements, which incorporate stipulations restricting use of
the products solely for the purposes set out in the operating manuals.
With respect to some the Company’s products, the shrink-wrap
agreements include stipulations that, in absence of express consent by the
Company, prohibit the use of data generated by or resulting from use of
the Company’s products for the purpose of filing applications for
regulatory approvals required for drugs or other medical products. The
aforementioned restrictions prescribed in the license and the shrink-wrap
agreements concerning the use of the Company’s products, are made
possible due to the broad protection obtained for PAT signal and PAT
technology by the large number of patents owned by the Company.

Ownership agreements, intellectual property license and independent
development

The Company has received Shonin approval (a regulatory approval for
importing and marketing medical equipment in Japan) and MAH
approval (authorized distributor approval from healthcare authorities in
Japan) with regard to import and sale of EndoPAT in Japan by the
Company’s Japanese subsidiary. With respect to these approvals, the
Company created an intangible asset valued at $350,000, which is
amortized over a seven-year period.

Patents

Most of the patents owned by the Company and most of the patent
registration applications filed by the Company typically protect the
Company’s intellectual property, from a number of aspects, including its
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PAT technology (possible methods for measuring the PAT signal), PAT
signal (manner of analyzing the signal features) and the application
(protection of the Company’s products). Below are details of patents
wholly owned by the Company and patent applications filed by the
Company as of the publication date of this report.

19.4.1 As of the date of this report, the Company has material registered
patents as follows:

Patent
rights .
Patent Patent (ownership, EXPECt.Ed Patent (;ounr':_r |$]s
name description | usage rights expératlon number N Whic
ate granted
or other
rights)
Method Parent Wholly July 23, 732592 AU
and application. owned by 2017 2260142 CA
apparatus | Describes the 97196857-8 CN
for the physiological | Company 200310123725{ CN
non- PAT signal, under its 69739061-6 DE
invasive proprietary former name 0926980 FR
detection | apparatus for | - Itamar 0926980 GB
of medical | its Medical 3971457 JP
conditions | measurement, | (CM) 1997 512290 KR
by and major Ltd. 333378 NZ
monitoring | medical 2220653 RU
peripheral | applications. US
arterial Umbrella
tone. patent
Provides a
physiological
description of
the PAT
signal,
proprietary
apparatus for
its unique
signal
measurement
method, and
major medical
applications. 6319205
Method In-depth Wholly October 22, | 2002214210 | AU
and description of | owned by 2021 (Only | 2424389 CA
apparatus | PAT signal Itamar inthe U.S. - | 154833 IL
for non- and apparatus | Medical February 8, | 4049671 JP
invasively | for Ltd. 2022) 6939304 us
evaluating | application to
endothelial | endothelial
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Patent

rights .
Patent Patent (ownership, Expect_ed Patent C_:ount_r I€s
" . expiration in which
name description | usage rights d number
ate granted
or other
rights)
activity in | function
a patient. measurement.
In-depth
description of
PAT signal
and apparatus
for
application to
endothelial
function
measurement.
Non- Further PAT | Wholly March 26, 244197 CA
invasive probe owned by 2022 (Only | 1372467 CH/LI
probe for | variations. Itamar inthe U.S. — | 60239923-8 DE
detecting Additional Medical August 8, 1372467 FR
medical variations for | Ltd. 2022) 1372467 GB
conditions. | PAT probe. 1372467 IE
1372467 IT
4116444 JP
1372467 NL
1372467 SE
7374540 UsS
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19.4.2 As of the date of this report, the Company has material patent
applications pending as follows:

Expected . C_:ount_r les
Patent Patent Patent T Advancement| Application| in which
- . expiration : .
name description| rights date date filed on | applicatior
was filed
Method and | In-depth Wholly | October 22, | October 23, | October EP
apparatus forl description o] owned 2021 2000 22,2001
non- PAT signal | by
invasively |and apparatu§ Itamar
evaluating |for Medical
endothelial |application tq Ltd.
activity in a |endothelial
patient function
measurement
In-depth HK
description
of PAT
signal and
apparatus for
application tq
endothelial
function
measurement
Non- Facilitates | Wholly | May 26, | April 14, | April 13, | CA
Invasive differentiat | owned 2026 2008 2009 CN
Apparatus | ion by (allowed)
And between Itamar EP
Method For | deep and Medical (allowed)
Determinin | light sleep | Ltd. IN
g Sleep Facilitates RU
Stages differentiat
ion
between us
deep and
light sleep.

Typically, the patent duration is set at 20 years from date of application
for patent recording. During the protection period the patent owner is
required to pay maintenance fees in some countries. Payment dates for
patent maintenance fees vary from one country to another.

It should be noted that the patent registered by the Company for the PAT
signal (which is a unique technology developed by the Company on the
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19.5

basis of which it has developed its products in the field of sleep breathing
disorder diagnosis and in the field of cardiology) will expire in July 2017
and there are likely to be significant consequences for the Company,
should any entity start to develop PAT based products to compete with the
Company’s existing products.

It should be noted that notwithstanding the foregoing, the Company’s
products make use of additional custom technologies (other than the PAT
signal), the patents for which have not yet expired (with regard to the
WatchPAT product, this refers to a patent expiring in 2022, except in the
U.S. where it expires in 2024); with regard to the EndoPAT product, this
refers to a patent expiring in 2021, except in the U.S. where it expires in
2024) (the “supplementary patents”) and the Company believes that the
existence of these supplementary patents will make it more difficult to
develop PAT based products to compete with Company.

It should be noted that there is no certainty that patent recording
applications submitted by the Company will result in a patent grant and/or
that no attempts will be made by third parties to refute recorded patents of
the Company or to demand their cancellation. Furthermore, the mere
registration of a patent does not prevent the Company’s competitors from
producing identical products to those of the Company, in a manner which
may impact the Company’s capacity to compete in the market. In such
case, the Company may sue such infringing competitors for infringing on
the Company’s registered patents.

Trademarks

As of the report date, the Company has filed applications for registration
of the following trademarks: EndoPAT™, WatchPAT™, EndoSCORE™
and ltamar™ in countries listed in the table below. In some countries,
approval had been received by the report date (see table below). The
Company believes that should it fail to register the requested trademarks
in its name, this may materially impact its financial results. This is due to
the fact that through the report date, the Company has operated (and still
does) in those countries without any registered trademarks.

The status of trademarks shortly prior to publication of this report:

Country Trademarks (status and expiration year)
PAT™ EndoPAT" | WatchPAT" EndoScore” | Itamar’
U.S. REG (2020) | REG (2021) | Allowed Allowed Application
recorded
Canada REG (2026) | REG (2025)
Europe REG (2017) | REG (2017) | REG (2023) Application
recorded
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Country Trademarks (status and expiration year)

PAT™ EndoPAT" | WatchPAT" EndoScore” | Itamar
Japan REG (2018) | REG (2018) | REG (2023) Application Application

recorded recorded

China Application REG (2023)

recorded
India Under Application

prosecution | recorded

USSR Application REG (2023)

recorded
Mexico REG (2023)
Korea 