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FORWARD-LOOKING STATEMENTS

This Annual Report on Form 10-K, or this Annual Report on Form 10-K, contains “forward-looking statements” that
involve risks and uncertainties, as well as assumptions that, if they never materialize or prove incorrect, could cause

our results to differ materially and adversely from those expressed or implied by such forward-looking statements.

The forward-looking statements are contained principally in Item 1—*“Business,” Item 1A—*Risk Factors” and

Item 7—*“Management’s Discussion and Analysis of Financial Condition and Results of Operations” but appear throughout
this Annual Report on Form 10-K. Examples of forward-looking statements include, but are not limited to, any

projection or expectation of earnings, revenue or other financial items; the plans, strategies and objectives of

management for future operations; factors that may affect our operating results, including accounting and tax

estimates; our success in pending litigation; new products or services; the demand for our products; our ability to
consummate acquisitions and successfully integrate them into our operations; future capital expenditures; effects of

current or future economic conditions or performance; industry trends and other matters that do not relate strictly to
historical facts or statements of assumptions underlying any of the foregoing. These statements are often identified by

the use of words such as “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “intend,” “may,” “ongoing,” “oppo
“potential,” “predicts,” “seek,” “should,” “will,” or “would,” and similar expressions and variations or negatives of these word:
These forward-looking statements are based on the expectations, estimates, projections, beliefs and assumptions of our
management based on information currently available to management, all of which is subject to change. Such
forward-looking statements are subject to risks, uncertainties and other factors that are difficult to predict and could

cause our actual results and the timing of certain events to differ materially and adversely from future results

expressed or implied by such forward-looking statements. Factors that could cause or contribute to such differences
include, but are not limited to, those identified below, and those discussed under Item 1A—“Risk Factors” in this Annual
Report on Form 10-K. Furthermore, such forward-looking statements speak only as of the date of this Annual Report

on Form 10-K. We undertake no obligation to update or revise publicly any forward-looking statements to reflect

events or circumstances after the date of such statements for any reason, except as otherwise required by law.

PART

LT 29 ¢ 29 ¢

ITEM 1.BUSINESS

Overview

We are a global medical technology company that develops, manufactures and markets a variety of noninvasive
monitoring technologies. We provide our products directly and through distributors and original equipment
manufacturers (OEM) partners to hospitals, emergency medical service (EMS) providers, physician offices,
veterinarians, long term care facilities and consumers. Our mission is to improve patient outcomes and reduce the cost
of care by taking noninvasive monitoring to new sites and applications."We were incorporated in California in May
1989 and reincorporated in Delaware in May 1996.

Our core business is Measure-through-Motion and Low-Perfusion pulse oximetry monitoring, known as Masimo
Signal Extraction Technology® (SET®) pulse oximetry. Our product offerings have expanded significantly over the
years to also include monitoring blood constituents with an optical signature, optical organ oximetry monitoring,
electrical brain function monitoring, acoustic respiration monitoring and exhaled gas monitoring. In addition, we have
developed the Root® patient monitoring and connectivity platform, the Radical-7® bedside and portable patient
monitor and the Radius-7"Wearable wireless patient monitor. We have also developed the Patient SafetyNet'temote
patient surveillance monitoring system, which currently allows up to 200 patients to be monitored simultaneously and
remotely through a PC-based viewing station or by care providers through their pagers, voice-over-IP phones or
smartphones.

Our solutions and related products are based upon our proprietary Masimo SET® and rainbow® algorithms. These
technologies are incorporated into a variety of product platforms depending on our customers’ specifications. In
addition, we provide our technologies to OEMs in a form factor that is easy to integrate into their patient monitors,
defibrillators and infant incubators. Our technology is supported by a substantial intellectual property portfolio that we
have built through internal development and, to a lesser extent, acquisitions and license agreements. We have also
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exclusively licensed from Cercacor Laboratories, Inc. (Cercacor) the right to certain OEM rainbow® technologies and
to incorporate certain rainbow® technology into our products intended to be used by professional caregivers,
including, but not limited to, hospital caregivers and alternate care facility caregivers.

Conventional Pulse Oximetry

Pulse oximetry enables the noninvasive measurement of the oxygen saturation level of arterial blood, which delivers
oxygen to the body’s tissues. Pulse oximetry also enables the measurement of pulse rate, which, when measured by
electrocardiogram (ECG), is called heart rate. Pulse oximeters use sensors attached to an extremity, typically the
fingertip. These sensors contain two light emitting diodes that transmit red and infrared light from one side of the
extremity through the tissue to a photodetector
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on the other side of the extremity. The photodetector in the sensor measures the amount of red and infrared light
absorbed by the tissue. A microprocessor then analyzes the changes in light absorption to provide a continuous,
real-time measurement of the amount of oxygen in the patient’s arterial blood. Pulse oximeters typically give audio and
visual alerts, or alarms, when the patient’s arterial blood oxygen saturation level or pulse rate falls outside of a
user-designated range. As a result, clinicians have the opportunity to assess patients who may need immediate
treatment to prevent the serious clinical consequences of hypoxemia, or low oxygen saturation levels, and
hyperoxemia, or high oxygen levels.

As one of the most common measurements taken in and out of hospitals around the world, pulse oximetry has gained
widespread clinical acceptance as a standard patient vital sign measurement because it can give clinicians an early
warning of low arterial blood oxygen saturation levels, known as hypoxemia. Early detection is critical because
hypoxemia can lead to a lack of oxygen in the body’s tissues, which can result in organ damage or death. Pulse
oximeters are used primarily in critical care settings, including surgery, recovery rooms, intensive care units (ICUs),
emergency departments and alternative care settings, such as long-term care facilities, and for home monitoring of
patients with chronic conditions.

Clinicians also use pulse oximeters to estimate whether there is too much oxygen in the blood, a condition called
hyperoxemia. In premature babies, hyperoxemia can lead to permanent eye damage or blindness. By ensuring that
oxygen saturation levels in babies remain within clinically accepted limits, clinicians believe they can lower the
incidence of hyperoxemia. In adults, to prevent hyperoxemia, clinicians use pulse oximetry monitoring to guide the
administration of oxygen to maintain normal saturation levels.

Conventional pulse oximetry is subject to technological limitations that reduce its effectiveness and the quality of
patient care. In particular, when using conventional pulse oximetry, oxygen saturation measurements can be distorted
by motion artifact, or patient movement, and low perfusion, or low arterial blood flow at the measurement site.
Motion artifact can cause conventional pulse oximeters to inaccurately measure the arterial blood oxygen saturation
level, due mainly to the movement and recognition of venous blood. Venous blood may cause falsely low oxygen
saturation readings. Low perfusion can also cause conventional pulse oximeters to report inaccurate measurements or,
in some cases, no measurement at all. Conventional pulse oximeters cannot distinguish oxygenated hemoglobin, or the
component of red blood cells carrying oxygen, from dyshemoglobins, which are hemoglobin bound with
carboxyhemoglobin or methemoglobin and are therefore incapable of carrying oxygen. In addition, conventional pulse
oximetry readings can also be impacted by bright light and electrical interference from the presence of electrical
surgical equipment.

Independent research has shown that over 70% of the alarms outside the operating room are false when using
conventional pulse oximetry. In addition, in the operating room, conventional pulse oximeters can fail to give
measurements due to weak physiological signals, or low perfusion, in up to 9% of all cases studied. Manufacturers of
conventional pulse oximeters have attempted to address some of these limitations with varying degrees of success.
Some competing devices have attempted to minimize the observed effects of motion artifact by repeating the last
measurement before motion artifact is detected, until a new, clean signal is detected and a new measurement can be
displayed, known as freezing values. Other competing devices increase the averaging time during motion, known as
long averaging, in an attempt to reduce the observed effect of motion on their measurements. Still other competing
devices extend the audible alarm notification delay, which reduces the awareness of inaccurate measurements. These
competing solutions, commonly referred to as “motion tolerant” or “alarm management” techniques, mask the limitations
of conventional pulse oximetry. Several published studies have demonstrated that these also contribute to increased
occurrences of undetected true alarms, or events where hypoxemia occurs, but is not detected by the pulse oximeter.
Conventional pulse oximetry technology also has several practical limitations. Because the technology cannot
consistently measure oxygen saturation levels of arterial blood in the presence of motion artifact or low perfusion,
conventional pulse oximetry is limited in non-critical care settings of the hospital, such as general care areas, where
the hospital staff-to-patient ratio is significantly lower and the staff has lower tolerance for false alarms. In addition,
two-wavelength pulse oximeters cannot distinguish oxygenated hemoglobin from dyshemoglobin, including the most
prevalent forms of carboxyhemoglobin and methemoglobin. As a result of these dyshemoglobins, pulse oximeters will
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report falsely high oxygen levels when they are present in the blood.

Masimo SET® Pulse Oximetry

Masimo SET® was designed to overcome the primary limitations of conventional pulse oximetry by maintaining
accuracy in the presence of motion artifact, low perfusion and weak signal-to-noise situations. Our Masimo SET®
platform, which became available to hospitals in the U.S. in 1998, is the basis of our pulse oximetry products and we
believe represented the first significant technological advancement in pulse oximetry since its introduction in the early
1980s. Masimo SET® utilizes five signal processing algorithms, four of which are proprietary, in parallel to deliver
high sensitivity and specificity in the measurement of arterial blood oxygen saturation levels. Sensitivity is the ability
to detect true events and specificity is the
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ability to reject false alarms. One of our proprietary processing algorithms, Discrete Saturation Transform®, separates
the signal from noise in real time through the use of adaptive filtering and an iterative sampling technique that tests
each possible saturation value for validity. Masimo SET® signal processing can therefore identify the venous blood
and other noise, isolate them, and extract the arterial signal.

The performance of Masimo SET® pulse oximetry has been evaluated in more than 100 independent studies and
thousands of clinical evaluations. We believe that Masimo SET® is trusted by clinicians to safely monitor
approximately 100 million patients each year and is used hospital-wide by fourteen of the fifteen hospitals on the U.S.
News & World Report Best Hospitals Honor Roll for the 2015-2016 year. Compared to conventional pulse oximeters,
during patient motion and low perfusion, Masimo SET® provides measurements when other pulse oximeters cannot,
dramatically reduces false alarms (improved specificity), and accurately detects true alarms (improved sensitivity) that
can indicate a hypoxic event in a patient. Clinical studies have shown that the use of Masimo SET® pulse oximetry in
conjunction with modified clinical protocols has helped clinicians reduce retinopathy of prematurity in neonates and
improve screening for newborns with critical congenital heart disease (CCHD). Clinical studies have also shown
reductions in rapid response activations and ICU transfers when Masimo SET® is used to monitor patients
continuously in medical-surgical units. Additionally, researchers have studied and found reduced ventilator weaning
time and arterial blood gas measurements in the ICU.

Our pulse oximetry technology is contained on a circuit board which is placed inside a standalone pulse oximetry
monitor, placed inside original equipment manufacturer (OEM) multiparameter monitors, or included as part of an
external “Board-in-Cable” solution that is plugged into a port on an OEM or other device. All of these solutions use our
proprietary single-patient-use or reusable sensors and cables. We sell our products to end users through our direct
sales force and certain distributors, as well as to our OEM partners, for incorporation into their products. In 2013, we
also began selling our pulse oximetry products in the consumer market. As of January 2, 2016, we estimate that the
worldwide installed base of our pulse oximeters and OEM monitors that incorporate Masimo SET® and rainbow SET™
was more than 1,414,000 units, excluding handheld devices. Our installed base is the primary driver for the recurring
sales of our pulse oximeter and Pulse CO-Oximeter® sensors, most notably, single-patient adhesive sensors.

To complement our Masimo SET® platform, we have developed a wide range of proprietary single-patient
(disposable) and multi-patient (reusable) sensors, cables and other accessories designed specifically to work with
Masimo SET® software and hardware. Our single-patient use sensors offer several advantages over reusable sensors,
including improved performance, cleanliness, increased comfort and greater reliability. In addition, our neonatal
adhesive sensors have been designed to exhibit greater durability compared to competitive sensors. Although our
technology platforms operate solely with our proprietary sensor lines, our sensors have the capability to work with
certain competitive pulse oximetry monitors through the use of adapter cables.

Adhesive sensors are single-patient use items, but the U.S. Food and Drug Administration (FDA) allows third parties
to reprocess pulse oximetry sensors. In response to some hospitals’ requests to implement environmentally friendly or
“green” products, we offer sensor reprocessing as well as sensor recycling programs.

Masimo rainbow SET Platform

Since introducing Masimo SET®, we have continued to innovate by introducing noninvasive measurements that go
beyond arterial blood oxygen saturation and pulse rate. In 2005, we introduced the Masimo rainbow SET Platform,
leveraging our Masimo SET® technology and incorporating licensed rainbow® technology to enable real-time
monitoring of additional noninvasive measurements. Our rainbow SET Platform includes our rainbow SET Pulse
CO-Oximetry products, which we believe are the first devices cleared by the FDA to noninvasively and continuously
monitor additional hemoglobin species using multiple wavelengths of light, which was previously possible only
through intermittent invasive procedures. In addition to monitoring oxygen saturation (SpO,), pulse rate (PR),
perfusion index (PI), Pleth Variability Index (PVI®) and Respiration Rate from the Pleth (RRp}; rainbow® Pulse
CO-Oximetry has the unique ability to measure and distinguish oxygenated hemoglobins from certain
dyshemoglobins, hemoglobins that are incapable of transporting oxygen, and allows for the rapid noninvasive
monitoring of total hemoglobin concentration (SpHb®), carboxyhemoglobin saturation (SpCO®) and methemoglobin
saturation (SpMet®). The Masimo rainbow SET Platform also allows for monitoring of arterial oxygen saturation even
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under the presence of carboxyhemoglobin and methemoglobin, known as fractional arterial oxygen saturation (SpfO,)"
in a limited range on specific sensors. Additionally, the rainbow SET Platform also allows for the calculation of
Oxygen Content (SpOC)“and Oxygen Reserve Index {ORI).' Although RRp, SpfO, "ind ORI'Mave received CE Mark,
they are not currently available for sale in the U.S.

We have also developed multi-wavelength sensors that have the ability to monitor multiple measurements with a
single sensor. We believe that the use of Masimo rainbow® Pulse CO-Oximetry products will become widely adopted
for the noninvasive monitoring of these measurements. We also believe that the addition of Acoustic Respiration Rate
(RRa®) with our rainbow

3
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Acoustic Monitoring® technology for noninvasive and continuous monitoring will strengthen the clinical demand for
the rainbow® platform, especially in the growing general floor market.

Products with our MX circuit board contain our Masimo SET® pulse oximetry technology as well as circuitry to
support rainbow® measurements. At the time of purchase, or at any time in the future, our customers and our OEMs’
customers have the option of purchasing additional rainbow® software measurements, which will allow the customer
to expand their patient monitoring systems to monitor incremental measurements with a cost-effective solution. To
date, over thirty-five companies have released rainbow SET"¥quipped products or announced rainbow® integration
plans.

SpHbL®

Hemoglobin is the oxygen-carrying component of red blood cells (RBC). Hemoglobin measurement is one of the most
frequent invasive laboratory measurements in the world, and is often measured as part of a complete blood count
(CBC), which measures multiple other blood components. A low hemoglobin status is called anemia. As a chronic
disorder, anemia can be treated by iron supplements, diet changes or drugs that increase the production of red blood
cells. As an acute disorder, anemia due to bleeding requires either stoppage of the bleeding or a blood transfusion in
order to sustain organ function and life.

SpHb® is available as a continuous monitor or a spot-check measurement. Continuous SpHb® monitoring provides
real-time visibility into hemoglobin levels and the changes, or lack of changes, in hemoglobin levels, which can
otherwise only be measured through intermittent, invasive blood testing. While SpHb® is not intended to replace
invasive hemoglobin tests, when used with other clinical variables, continuous SpHb® monitoring may help clinicians
trend hemoglobin in real time between invasive blood samples.

SpoC™

SpOC'Provides a more complete picture of a patient’s oxygenation status by combining noninvasive measurements of
both hemoglobin and plasma oxygen levels into a single calculation.

SpCO®

Carbon monoxide (CO) is a colorless, odorless and tasteless gas that is undetectable by humans and is often
unknowingly inhaled from combustion fumes, or during fires by victims and first responders. CO poisoning is the
leading cause of accidental poisoning death in the U.S., responsible for up to 50,000 emergency department visits and
500 unintentional deaths annually. Elevated CO levels, when bound to hemoglobin cells, prevent the hemoglobin cells
from carrying oxygen and can cause severe neurological damage, permanent heart damage or death, in a matter of
minutes. Screening for elevated CO levels in the emergency department is critical in saving lives and preventing
long-term damage, but the condition is often misdiagnosed because symptoms are similar to the flu.

CO levels in the blood can be measured using a laboratory CO-Oximeter, which requires a patient or a patient’s blood
sample to be transported to a hospital with laboratory CO-Oximetry capability. Additional delays occur if a patient
needs hyperbaric oxygen therapy, which often requires transfer to yet another medical center with hyperbaric
capability. Outside the hospital, laboratory measurements of carboxyhemoglobin are not considered feasible.
Historically, this meant that CO levels in the blood could not be assessed in environments in which it would be very
useful, such as in the home of a patient or in the medical evaluation of first responders exposed at the scene of a fire.
We believe that the greatest opportunity for SpCO® monitoring is in the EMS, fire and hospital emergency department
settings. In a 2013 study, elevated SpCO® was used to help indicate a need for invasive testing in emergency
department patients with headaches. This study found that 23% of the cases that were ultimately diagnosed with CO
poisoning were only diagnosed after elevated SpCO® levels had been tested. While SpCO® is not intended to replace
invasive carboxyhemoglobin tests, when used with other clinical variables, SpCO® may help clinicians identify
elevated CO levels and help determine additional test and treatment options. Over the past few years, multiple leading
emergency first responder associations, including the National Association of Emergency Medical Technicians, the
National Association of EMS Educators, the International Association of Fire Fighters and the International
Association of Fire Chiefs, have been educating their members on the benefits of noninvasive CO measurement when
exposure is suspected or when an individual presents symptoms that could indicate elevated CO levels. In 2015, the
National Fire Protection Association (NFPA), one of the world’s authoritative sources on fire prevention and public
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safety, released updated Fire Rehabilitation Standard 1584, Standard on the Rehabilitation Process for Members
During Emergency Operations and Training Exercises, requiring firefighters exposed to smoke at incident scenes and
during training to be assessed for elevated CO levels.

4
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SpMet®

Methemoglobin in the blood leads to a dangerous condition known as methemoglobinemia, which occurs as a reaction
to some common drugs used in hospitals and outpatient procedures. Methemoglobinemia reduces the amount of
oxygen bound to hemoglobin for delivery to tissues and forces normal hemoglobin to bind more tightly to oxygen,
releasing less oxygen to the tissues. Methemoglobinemia is often unrecognized or diagnosed late, increasing risk to
the patient. Commonly prescribed drugs can introduce methemoglobin into the blood and cause methemoglobinemia.
Some of the 30 drugs that are known to cause methemoglobinemia are benzocaine, a local anesthetic, which is
routinely used in procedures ranging from endoscopy to surgery; inhaled nitric oxide, routinely used in the Neonatal
Intensive Care Unit; nitroglycerin, used to treat cardiac patients, and dapsone, used to treat infections for
immune-deficient patients, such as HIV patients. Warnings, cautions and alerts regarding the clinical significance and
prevalence of methemoglobinemia have been generated by the FDA, the Veterans Administration, the Institute for
Safe Medication Practices and the National Academy of Clinical Biochemistry. The American Academy of Pediatrics
recommends monitoring methemoglobin levels in infants who receive nitric oxide therapy.

While SpMet® is not intended to replace invasive methemoglobin tests, when used with other clinical variables,
SpMet® may help clinicians detect methemoglobinemia and help determine additional test and treatment options.
PVI®

Pleth Variability Index (PVI®) is a measure of the dynamic changes in the PI that occur during the respiratory cycle.
The calculation is accomplished by measuring changes in PI over a time interval where one or more complete
respiratory cycles have occurred. PVI® is displayed as a percentage. The lower the number, the less variability there is
in the PI over a respiratory cycle. PVI® may show changes that reflect physiologic factors such as vascular tone,
circulating blood volume and intrathoracic pressure excursions. When used with other clinical variables, PVI® may
help clinicians assess fluid responsiveness, improve fluid management in surgical and intensive care patients who are
mechanically ventilated, and help determine other treatment options.

RRpTM

Respiration rate is defined as the number of breaths per minute. Changes in respiration rate provide an early warning
sign of deterioration in patient condition. A low respiration rate is indicative of respiratory depression and high
respiration rate is indicative of patient distress. Current methods to monitor respiration rate include end tidal CO,
monitoring, which requires a nasal cannula to be inserted in the patient’s nose and therefore has low patient
compliance, and impedance monitoring, which is considered unreliable. RRp'dllows clinicians to noninvasively and
continuously measure and monitor respiration rate using a standard Masimo SET® pulse oximetry or rainbow® Pulse
CO-Oximeter® sensor. The RRp'theasurement is determined by the variations in the plethysmograph waveform due to
respiration, although the measurement is not possible in all patients or many conditions and may not immediately
indicate changes in respiration rate. RRp'Has received CE Mark, but is not currently available for sale in the U.S. for
medical use. RRp'l$ available in the U.S. as part of our MightySat'tingertip pulse oximeter for use by consumers for
general health and wellness purposes.

RRa®

Our sound-based monitoring technology, rainbow Acoustic Monitoring® (RAM}, enables RRa® and provides
continuous and noninvasive monitoring of respiration rate. For patients requiring accurate and sensitive respiration
rate monitoring, we believe that RRa® has been shown to better detect pauses in breathing than respiration rate
measurements from other capnography technologies. The RRa® measurement also provides an important visual
indication of breathing through the displayed acoustic waveform. Multiple clinical studies have shown that the
noninvasive measurement of RRa® provides as good or better accuracy to monitor respiration rate as end tidal CO,
monitoring, and can reliably detect respiratory pause episodes, defined as a cessation of breathing for 30 seconds or
more. When used with other clinical variables, RRa® may help clinicians assess respiratory depression and respiratory
distress earlier and more often to help determine treatment options and potentially enable earlier interventions.
Spfo,™

Prior to our debut of SpfO,'th October 2012, pulse oximeters could only measure and display functional oxygen
saturation (SpO,). Therefore, when patients had elevated carboxyhemoglobin (from CO poisoning) and/or elevated
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methemoglobin (negative reaction to more than 30 common drugs used in hospitals, like caines, nitrates, and
dapsone), the displayed functional oxygen saturation overestimated the actual oxygen saturation value. SpfO,, or
fractional oxygen saturation, allows more precise arterial oxygenation assessment in patients with elevated
dyshemoglobins, common throughout the hospital and pre-hospital setting, compared to functional oxygen saturation,
and may also allow earlier interventions and more timely therapeutic decisions. SpfO, Has received CE Mark, but is
not currently available for sale in the U.S.

5

14



Edgar Filing: MASIMO CORP - Form 10-K

Table of Contents

ORI™

Oxygen Reserve Index (ORI} provides real-time visibility to oxygenation status in moderate hyperoxic range, which
we define as a patient’s oxygen “reserve”. OBdn be trended and has optional alarms to notify clinicians of changes in a
patient’s oxygen reserve. When this technology is used with oxygen saturation (SpQ) monitoring, ORI'thay extend the
continuous and noninvasive visibility of a patient’s oxygen status into ranges previously unmonitored in this fashion.
ORI'thay also be of value in patients receiving supplemental oxygen, such as those in surgery, under conscious
sedation, or in the ICU, as ORI'T$ represented as an “index” parameter with a unit-less scale between 0.00 and 1.00.
Furthermore, ORI'thay provide an advance warning of an impending hypoxic state, or an indication of an unintended
hyperoxic state, when evaluated in conjunction with the partial pressure of oxygen (PaO,). In this way, ORI'thay
enable proactive interventions to avoid hypoxia and unintended hyperoxia. ORI'Has received CE Mark, but is not
currently available for sale in the U.S.

Noninvasive Measurements and Technologies

Following the introduction of our rainbow SET Platform, we have continued to expand our technology offerings by
introducing additional noninvasive measurements and technologies to create new market opportunities in both the
hospital and non-hospital care settings.

SedLine® Brain Function Monitoring

Brain function monitoring is most commonly used during surgery to help clinicians avoid over-titration and
under-titration of anesthesia and sedation. SedLine® brain function monitoring technology measures the brain’s
electrical activity by detecting EEG signals. In contrast to whole-scalp EEG monitoring, which is used for diagnostic
purposes, this form of EEG monitoring is often referred to as processed EEG monitoring, or brain function
monitoring. Brain function monitors display the patient’s EEG waveforms, but these are difficult for clinicians to
interpret, so the EEG signals are processed and displayed as a single number called Patient State Index (PSI), that
gives a continuous, quantitative indication of the patient’s depth of anesthesia and sedation. Our SedLin® brain
function monitoring technology can now be delivered through the Masimo Open Connect {MOC-9)"connectivity port
within our Root® patient monitoring and connectivity platform that integrates our rainbow® and SET® measurements
with multiple additional parameters, such as SedLine®. In addition, our SedLine® brain function monitoring
technology also displays raw EEG waveforms, the PSI trend and the Density Spectral Array view to allow clinicians
to compare EEG power in both sides of the brain over time to facilitate the detection of asymmetrical activity.
Capnography and Gas Monitoring

We offer a portfolio of capnography and gas monitoring products ranging from external “plug-in-and-measure”
capnography and gas analyzers, integrated modules, and handheld capnograph and capnometer devices. These
products have the ability to measure multiple expired gases, such as carbon dioxide (CO,), nitrous oxide (N,O),
oxygen (O,) and other anesthetic agents. In the case of capnography, respiration rate is also calculated from the CO,
waveform. These measurements are possible through either mainstream monitoring, which samples gases from a
ventilated patient’s breathing circuit, or sidestream monitoring, which samples gases from a breathing circuit in
mechanically ventilated patients or through a cannula or mask in spontaneously breathing patients. These capnography
and gas measurements are standard-of-care in many hospital environments, such as operating rooms, procedural
sedation and ICUs.

O3TM

O, 'tegional oximetry, also known as tissue oximetry and cerebral oximetry, uses near-infrared spectroscopy (NIRS) to
provide continuous measurement of tissue oxygen saturation (rSo2) to help detect regional hypoxemia that pulse
oximetry alone can miss. In addition, our Root® monitor and O;'Sensors can automate the differential analysis of
regional to central oxygen saturation. O thonitoring is as simple as applying O, tegional oximetry sensors to the
forehead and connecting the O;'MOC-9'thodule to any Root® monitor through one of its three MOC-9™

ports. O;'tegional oximetry is currently intended for use in subjects larger than 40 kg (88 Ibs) and has received CE
Mark, but is not currently available for sale in the U.S.

Patient SafetyNet™
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Our patient surveillance, remote monitoring and clinician notification solution, Patient SafetyNet, hllows for
monitoring of the oxygen saturation, pulse rate, perfusion index, hemoglobin, methemoglobin, and respiration rate of
up to 200 patients simultaneously. Patient SafetyNet'Sffers a rich user interface with trending, real-time waveform
capability at the central station and remote notification via pager or smart phones. Patient SafetyNet'dlso features the
Adaptive Connectivity Engine, Which enables two-way, HL7-based connectivity to clinical/hospital information
systems. The Adaptive Connectivity Engine'Significantly reduces the time and complexity to integrate and validate
custom HL7 implementations, and demonstrates our commitment to innovation that automates patient care with open,
scalable, and standards-based connectivity architecture.

6
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The Patient SafetyNet Series 5000'long with Iris'Connectivity and MyView 'through the Root® patient monitoring
and connectivity platform offers a new level of interoperability designed to enhance clinician workflows, and reduce
the cost of care, from operating rooms to medical-surgical units. Patient SafetyNet Series 5000 With Iris'€nables
Root® to intake data from all devices connected to the patient, thereby acting as an in-room patient monitor and
connectivity hub. Alarms and alerts for all devices are seamlessly forwarded to the patient’s clinician and all device
data are effortlessly documented in the patient’s electronic medical record (EMR). The patient-centric user interface of
the Patient SafetyNet Series 5000'displays near real-time data from all devices, providing a single unified dashboard
of patient information. To simplify documentation of patient data, Root® enables clinicians to easily verify and send
patient vitals, as well as all connected medical device information data, to the EMR directly from Root®. Data can
also be sent to the EMR periodically. An interface between the Patient SafetyNet Series 5000"3nd the hospital
admission, discharge and transfer (ADT) system allows clinicians to receive ADT information on Root® for positive
patient identification at the bedside. Clinicians can also manually enter additional data on the Root® device, including
temperature, blood pressure, level of consciousness, pain score and urine output.

In a landmark study published in 2010 by Dartmouth-Hitchcock Medical Center, clinicians using Masimo SET® and
Patient SafetyNet'identified patient distress earlier, which decreased rapid response team activations, ICU transfers
and ICU days. Hospitals and other care centers may determine that they can reduce their costs by moving less
critically ill patients from the ICU to the general care areas where these patients can be continuously and accurately
monitored in a more cost-effective manner. We believe that the advanced performance of the Masimo SET® platform
coupled with reliable, cost-effective and easy-to-use wireless remote monitoring will allow hospitals to create
continuous surveillance solutions on general care floors where patients are at risk of avoidable adverse events and
where direct patient observation by skilled clinicians is cost prohibitive.

MyView™

MyView'i$ a wireless, presence-detection system that enables clinicians to automatically display customized clinical
profiles on Masimo devices, such as Root®, Radical-7® and the Patient SafetyNet'View Station. When a clinician
approaches the device, a clinician-worn MyView 'Badge signals the device to display a preselected set of parameters
and waveforms tailored to the individual clinician’s preferences.

Third-Party Device Connectivity

Despite medical technology advances, the lack of device communication and integration creates risks to patient safety
in hospitals around the world. Without device interoperability, critical patient information can go unnoticed - leaving
clinicians unaware and patients at risk. Existing approaches for device interoperability require separate hardware,
software and/or network infrastructure, which can clutter the patient room, increase complexity, burden IT
management and increase costs. To address these challenges, we introduced Iris¥onnectivity in our Root® patient
monitoring and connectivity platform. Iris'¢onnectivity enables multiple standalone third-party devices such as
intravenous pumps, ventilators, hospital beds and other patient monitors to connect through Root®, enabling display,
notification and documentation to the EMR through Masimo Patient SafetyNet."

Masimo’s addition of Iri&onnectivity in Root® and Patient SafetyNet'Provides multiple advantages to hospitals,
including the following:

Allows standalone device information to be remotely viewed with Patient SafetyNet, transmitted through notification
systems or sent to electronic health record systems to facilitate better patient care and meaningful use.

Designed to leverage existing network infrastructures and reduce costs while enhancing clinical workflows and
decision support to improve patient safety, wherever the clinician is located.

Flexible and cost-effective platform, avoiding installation of costly, separate systems.

Brings all the data together to facilitate assessment and decision support.

Our Strategy

Since inception, our mission has been to develop noninvasive monitoring solutions that improve patient outcomes and
reduce the cost of patient care. We intend to continue to grow our business and improve our market position by
pursuing the following strategies:
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Continue to Expand our Market Share in Pulse Oximetry. We grew our product revenue to $599.3 million in 2015
from $464.9 million in 2012, representing a three-year compound annual growth rate of 8.8%. This growth can be
attributed to strong, independent clinical evidence that demonstrates the benefits of our technology, increased access
to pulse oximetry customers as a result of our agreements with group purchasing organizations (GPOs), our
expanding list of OEM partners and the continued expansion of our worldwide direct sales force. We supplement our
direct sales to hospitals and other low

7
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acuity healthcare facilities through various U.S. and international distributors. Combined sales through our direct and
distributor sales channels increased to $508.2 million, or 84.8% of product revenue in 2015, from $396.2 million, or
85.2% of product revenue, in 2012. Since the Patient Protection and Affordable Care Act created a new financing
framework that rewards hospitals, physicians and providers based on the quality and value of the services (as opposed
to the volume of fee-for-service transactions), we expect to see hospitals gravitate towards technologies like Masimo
SET® that have a proven track record of improving patient care.

Expand the Pulse Oximetry Market to Other Patient Care Settings. Many patients die due to opioid overdose in
post-surgical wards. We believe the ability to continuously and accurately monitor patients outside of critical care
settings, including the general, medical and surgical floors of the hospital, are currently unmet medical needs and have
the potential to significantly improve patient care and increase the size of the pulse oximetry market. In addition, we
believe the ability of Masimo SET® to accurately monitor and address the limitations of conventional pulse oximetry
has enabled, and will continue to enable, us to expand into non-critical care settings and therefore, significantly
expand the market for our products. To further support our expansion into the general care areas, we market Patient
SafetyNet, Which enables continuous monitoring of up to 200 patients’ oxygen saturation, pulse rate and with rainbow
SET; honinvasive hemoglobin and respiration rate. We believe that Patient SafetyNet,when combined with Masimo
SET® pulse oximetry and RAM'Sr capnography, offers a clinically proven cost-effective approach to continuous
post-operative monitoring.

Expand the Use of rainbow® Technology in Hospital Settings. We believe the noninvasive measurement of rainbow®
Pulse CO-Oximetry (SpHb®, SpCO®, SpMet®, PVI®, SpfO,,"SPOC"i{nd ORI}, rainbow Acoustic Monitoring®
(RRa®) and the Halo Index;as well as future measurements, will provide an excellent opportunity to help our
customers improve patient care while reducing their cost of care..

Expand the Use of rainbow® Technology in Non-Hospital Settings. We believe the noninvasive measurement of
hemoglobin creates a significant opportunity in markets such as the physician office and emergency departments, and
the noninvasive measurement of carboxyhemoglobin creates a significant opportunity in the fire/alternate care market.
Expand the Use of Root® in Hospital Settings. We believe Root® represents a powerful new paradigm in patient
monitoring because it enhances our rainbow® and SET® measurements with multiple specialty parameters (SedLine®
brain function monitoring, O, tegional oximetry, capnography and gas monitoring) and open-architecture Iris™
connectivity in an integrated, clinician-centric hub. Our Iris'thtegration platform for Root® provides a conduit to the
patient’s EMR for a range of clinical devices that may otherwise be unable to communicate their information. Iri$"
offers clinical utility and flexibility by collecting device information from all sources and making it available to
clinicians in one networked place, akin to an airplane cockpit. Complementary innovations like the Radius-7""
wearable, wireless monitor foster an environment of safety without sacrificing patient mobility or comfort. Patients on
medical-surgical units can be monitored around the clock, visit the common areas and labs, all while be continuously
monitored. Root® is acuity-adaptable, very well equipped with connectivity capabilities and very competitively
priced.

Utilize our Customer Base and OEM Relationships to Market our Masimo rainbow SET;'05,"SedLine® and
Capnography Products Incorporating Licensed rainbow® Technology. We are currently selling our rainbow SET™
products through our direct sales force and distributors. We include our MX circuit boards in our pulse oximeters and
sell them to our OEM partners, equipped with circuitry to support rainbow® Pulse CO-Oximetry measurements that
can be activated at time of sale or through a subsequent software upgrade. We believe that, over time, the clinical
need of these measurements along with our installed customer base will help drive the adoption of our rainbow® Pulse
CO-Oximetry products.

Continue to Innovate and Maintain Our Technology Leadership Position. We invented and pioneered what we believe
is the first pulse oximeter to accurately measure arterial blood oxygen saturation level and pulse rate in the presence
of motion artifact and low perfusion. In addition, we launched our rainbow SET Platform that enabled what we
believe is the first noninvasive monitoring of carboxyhemoglobin, methemoglobin and hemoglobin, as well as PVI®,
all of which were previously only available with invasive and/or complicated testing. With our introduction of RRa®
with rainbow Acoustic Monitoring® technology, we believe we have launched the first platform to enable noninvasive
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and continuous respiration monitoring through an easy-to-use single-patient adhesive acoustic sensor. More recently,
we introduced ORI;*which we believe may provide advance warning of an impending hypoxic state, or an indication
of an unintended hyperoxic state.

We plan to continue to innovate and develop new technologies and products, internally and through our collaboration
with Cercacor, from whom we currently license certain rainbow® technologies.

Our future growth strategy is also closely tied to our focus on international expansion opportunities. Since 2007, we
have been expanding our sales and marketing presence in Europe, Asia, Middle East, Canada and Latin America. We
have accomplished this by both additional staffing and adding or expanding sales offices in many of these territories.
By centralizing a portion of our international operations in Neuchatel, Switzerland, including sales management,
marketing, customer support, planning, logistics and administrative functions, we believe we have developed a more

efficient and scalable international organization

8
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that is capable of being even more responsive to the business needs of our international customers under one
centralized management structure.

Operating Segment and Geographic Information

We operate in one business segment, using one measurement of profitability to manage our business. Sales and other
financial information by geographic area is provided in Note 16 to our accompanying consolidated financial
statements included in Part IV, Item 15(a) of this Annual Report on Form 10-K.

Our Products and Markets

We develop, manufacture and market patient monitoring technologies that incorporate a monitor or circuit board and
sensors, including proprietary single-patient-use, reusable and rainbow ReSposable® sensors and patient cables. In
addition, we offer remote alarm/monitoring solutions, software and connectivity solutions.

The following chart summarizes our principal product components and principal markets and methods of distribution:
Patient Monitoring Solutions:

* Signal processing apparatus Incorporated and sold to

Circuit Boards and Modules for all Masimo technology OEM partners who
(e.g.,.MX-3, MX-5, MS-2011, platforms ) ..
MS-2040, uSp0O2®, SedLine®, ISA L“C"zp".rate o creult
and IRMA) e Mainstream and sidestream oards Into their patient

. monitoring systems
capnography and gas monitors

e Bedside, handheld and
wireless monitoring devices

that incorporate Masimo .
SET® with and without Sold directly to end-users

Monitors and Devices . . . and through distributors and
(e.g., Radical-7®, Pronto®, Rad-57® licensed Masimo rainbow in some cases to our OEM
Root®, Radius-7;"%and EMMA}J" SETtechnology partners who sell to

. end-users
* Compact and self-contained

capnometer which monitors
CO, concentration

* Multi-specialty measurement
monitor with connected and
wireless capabilities

Patient Monitoring and Connectivity

Platforms * Ability to connect third-party

(e.g., Root®, Radius-7)" devices such as IV pumps,
ventilators, beds and other
patient monitors to the
electronic health record

* Sold directly to end-users
and through distributors

Sensors * Extensive line of both * Sold directly to end-users
(e.g., SET®, rainbow® Pulse single-patient, reusable and and through distributors and
CO-Oximetry, rainbow rainbow ReSposable® sensors to OEM partners who sell to
Acoustic'8ensors'#nd SedLine®) end-users

« Patient cables, as well as
adapter cables that enable the
use of our sensors on certain
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Line Filters and Mainstream
Adapters

(e.g., capnography and gas
disposables)

Remote Alarm and Monitoring
Solutions
(e.g., Patient SafetyNet)"

Proprietary Measurements

(e.g., SpHb®, SpCO®, SpMet®,
PVI®, RRa®, ORI™D Alarms and
Adaptive Threshold Alarm)

Connectivity
(e.g., Root®, Patient SafetyNet)"

Consumer Monitoring Solutions:

Devices
(e.g. MightySat)"

Circuit Boards

* Line of disposables to
measure mainstream and
sidestream capnography and
gas parameters

e Network-linked, wired or
wireless, multiple patient floor
monitoring solutions
 Standalone wireless alarm
notification solutions

* RainbowW’ measurements and
other proprietary features sold
to installed monitors

* Software and hardware
enabling third-party devices to
connect through Patient
SafetyNet'to clinicians and for
documentation to the
electronic health record

* Pulse oximeter cable and
sensor for use with an iPhone,
1Pad, iPod touch and select
Android smart phones

* Sold directly to end-users
and through distributors and
to OEM partners who sell to
end-users

* Sold directly to end-users

* Sold directly to end-users
and through OEM partners
who sell to end-users

* Sold directly to end-users

* Sold directly to consumers
through on-line websites

Masimo SET® MS Circuit Boards. Our Masimo SET® MS circuit boards perform all signal processing and other pulse
oximetry functions incorporating the Masimo SET® platform. Our MS circuit boards are included in our proprietary
monitors for direct sale or sold to our OEM partners for incorporation into their monitors. Once incorporated into a
pulse oximeter, the MS circuit boards perform all data acquisition processing and report the pulse oximetry levels to
the host monitor. The circuit boards and related software interface directly with our proprietary sensors to calculate
arterial blood oxygen saturation level and pulse rate. Our latest generation boards include the MS-2003, MS-2011,
MS-2013 and MS-2040, with a typical power consumption of less than 45 milliwatts.

Masimo rainbow SET'"MX Circuit Boards. Our next-generation circuit board is the foundation for our Masimo
rainbow® Pulse CO-Oximetry and rainbow Acoustic Monitoring® platform, utilizing certain technology that is
licensed from Cercacor. The MX circuit boards offer full functionality of our rainbow® technology for noninvasive
measurements for total hemoglobin (SpHb®), oxygen content (SpOCY;' carboxyhemoglobin (SpCO®), methemoglobin
(SpMet®) and acoustic respiration rate (RRa®), in addition to providing Measure-Through-Motion and Low-Perfusion
oxygen saturation (SpO2), pulse rate (PR) and PI measurement capabilities of Masimo SET® pulse oximetry.
Customers can choose to buy additional measurements beyond arterial blood oxygen saturation levels and pulse rate at
the time of sale or at any time in the future through a field-installed software upgrade.
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Our MX-5 OEM circuit board deploys a technology platform that utilizes approximately half the power of previously
available rainbow® circuit boards to deliver rainbow® Pulse CO-Oximetry noninvasive measurement performance. In
addition to the lower power demands compared to previous rainbow® technology boards, the MX-5 adds dynamic
power utilization to scale the MX-5’s power draw based upon the combination of parameters being monitored to
permit even longer battery run-times.

uSpO,® Cable/Board. Our SET® technology-in-a-cable contains the low power (MS-2040) technology in a reduced
size, allowing it to be embedded into patient cables as part of the sensor connector. This allows for the ability to
interface the uSpO,® cable/board to monitoring devices externally via an existing communications port in instances
where internal integration of a

10
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traditional Masimo SET® technology board is not feasible. The uSpO,® cable/board provides full Masimo SET®
Measure-through-Motion and Low-Perfusion pulse oximetry found in our other products, with a typical power
consumption of less than 45 milliwatts.

Monitors / Devices

Radical-7®. The Radical-7® incorporates our MX circuit board, which enables rainbow SET 'theasurements, and offers
three-in-one capability that can be used as:

a standalone device for bedside monitoring;

a detachable, battery-operated handheld unit for easy portable monitoring; and

a monitor interface via SatShare®, a proprietary technology allowing our products to work with certain competitor
products, to upgrade existing conventional multiparameter patient monitors to Masimo SET® while displaying
rainbow® measurements on the Radical-7® itself.

The Radical-7® is a wireless, touchscreen device, which is on an upgradeable rainbow SET Blatform. With its
wide-ranging flexibility, Radical-7® can continuously monitor a patient from the ambulatory environment, to the
emergency room, to the operating room, to the general floor and on, until the patient is discharged. Radical-7®
delivers the accuracy and reliability of Masimo rainbow SETWith multi-functionality, ease of use and a convenient
upgrade path for existing monitors.

Root®. Root® is a powerful patient monitoring and connectivity platform that integrates our rainbow® and SET®
measurements with multiple additional specialty measurements through Masimo Open Connect'{MOC-9)"in an
integrated, clinician-centric platform. The first two MOC-9'technologies for Root® were SedLine® brain function
monitoring and Phasein'¥apnography. Our third MOC-9'technology for Root®, O5'tegional oximetry, provides for
continuous and simultaneous measurement of tissue oxygen saturation (rSo2) and SpO?2 to help detect regional
hypoxemia that pulse oximetry alone can miss. Iris'¢onnectivity in the Root® device enables third party devices such
as intravenous pumps and ventilators to connect through Root®, which enables display notification and documentation
to the EMR through the Masimo Patient SafetyNet"dpplication.

In June 2015, we announced the release of our Root® connectivity and patient monitoring platform with noninvasive
blood pressure and temperature capabilities. Root® with noninvasive blood pressure from SunTech Medical® enables
clinicians to measure arterial blood pressure for adult, pediatric and neonatal patients, with three distinct measurement
modes: spot-check, automatic interval and stat interval. The temperature module from Welch Allyn® is designed to
measure the temperature of adult, pediatric and neonatal patients. This product has received both CE Mark and FDA
510(k) clearance.

Our Root® platform with capnography, SedLine® brain function monitoring, wireless communication and Iris™
connectivity for third-party medical devices has received FDA clearance. O 'tegional oximetry has received CE Mark,
but is not currently available for sale in the U.S.

Radius-7™, Radius-7"for the Root® patient monitoring and connectivity platform is the first and only wearable,
wireless monitor with our rainbow SET'technology, enabling early identification of clinical deterioration while
offering patients continuous monitoring with freedom of movement. With rainbow SET Honinvasive measurements,
Radius-7"With Root® can alert clinicians at the bedside or remotely, through Masimo Patient SafetyNet, bf critical
changes in a patient’s oxygen saturation and pulse rate, even during states of motion and low perfusion, as well as
respiration through RRa®. Radius-7"With Root® has received both CE Mark and FDA 510(k) clearance.

SatShare®. Our SatShare® technology enables a conventional monitor to receive continuous measurement updates
using Masimo SET® through a simple cable connection from the back of Radical-7® to the sensor input port of the
conventional monitor. No software upgrades or new modules are necessary for the upgrade, which can be completed
in minutes. SatShare® allows hospitals to standardize the technology and sensors used throughout the hospital while
allowing them to gain more accurate monitoring capabilities and additional multi-functionality in a cost-effective
manner. This technology has facilitated many hospital-wide conversions of previously installed competitor monitors
to Masimo SET®. In addition, Masimo rainbow SET theasurements such as hemoglobin are available to clinicians on
the Radical-7® itself while the device is being used in SatShare® mode.
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Pronto®. The Pronto® is a handheld noninvasive multiparameter testing device that uses Masimo rainbow SET™
technology to provide oxygen saturation, pulse rate, perfusion index and spot-checking of hemoglobin levels for both
hospitals (i.e., emergency departments) and remote settings such as physician offices.

Rad-8®. The Rad-8® is a bedside pulse oximeter featuring Masimo SET® (but without rainbow® capability) with a
low cost design and streamlined feature set.

11

26



Edgar Filing: MASIMO CORP - Form 10-K

Table of Contents

Rad-5®. In addition to the bedside monitors, we have developed handheld pulse oximeters using Masimo SET® (but
without rainbow® capability). Our Rad-5® and Rad-5v® handheld oximeters were the first dedicated handhelds with
Masimo SET®.

Rad-57®. The Rad-57® is a fully featured handheld Pulse CO-Oximeter® that provides continuous, noninvasive
measurement of hemoglobin, carboxyhemoglobin and methemoglobin in addition to oxygen saturation, pulse rate and
perfusion index. Its rugged and lightweight design makes it applicable for use in hospital and field settings,
specifically for fire departments and emergency medical service units.

MightySat'Rx. In October 2015, we announced FDA 510(k) clearance for MightySat'Rx, a fingertip pulse oximeter
that incorporates Masimo SET® Measure-through-Motion and Low-Perfusion technology.

SedLine® MOC-9"Module. The SedLine® monitor measures brain function on a continuous basis. The SedLine®
MOC-9"thodule for Root® is an EEG-based brain function monitor that provides information about a patient’s response
to anesthesia.

0;"MOC-9"Module. The O;'MOC-9'thodule for Root® uses near-infrared spectroscopy (NIRS) to detect regional
hypoxemia by continuously measuring tissue oxygen saturation (rSo2), automating the differential analysis of regional
to central oxygen saturation.

Capnography and Gas Monitoring. Our gas analyzers, IRMA and ISA, and emergency capnometer (EMMAY; enable
our customers to benefit from CO,, N,O, O, and anesthetic agent monitoring in many hospital environments.
uSpO,® Cable/Board. Our new SET® technology-in-a-cable contains our low power (MS-2040) technology in a
reduced size, allowing it to be embedded into patient cables as part of the sensor connector.

Sensors

Sensors and Cables. We have developed one of the broadest lines of single-patient-use (disposable), reusable and
rainbow sensors and cables. In total, we have over 100 different types of sensors to meet virtually every clinical need.
Masimo SET® sensors are uniquely designed to reduce interference from physiological and non-physiological noise.
Our proprietary technology platforms operate only with our proprietary sensor lines. However, through the use of
adapter cables, we can connect our sensors to certain competitor pulse oximetry monitors. We sell our sensors and
cables to end-users directly or through our distributors and OEM partners.

Our single-patient-use sensors offer several advantages over reusable sensors, including improved performance,
cleanliness, increased comfort and greater reliability. Our reusable sensors are primarily used for short-term,
spot-check monitoring. Our rainbow ReSposable® sensors are expected to provide performance advantages for
customers currently using reusable and reprocessed sensors.

SofTouch Sensors. We have developed SofTouch sensors, designed with less adhesive or no adhesive at all for
compromised skin conditions. These include single-patient sensors for newborns and multi-site reusable sensors for
pediatrics and adults.

Trauma and Newborn Sensors. We have developed two specialty sensor lines, specifically designed for trauma and
resuscitation situations, as well as for newborns. These sensors contain an identifier that automatically sets the
oximeter to monitor with maximum sensitivity and the shortest-averaging mode and allows for quick application, even
in wet and slippery environments. Additionally, we introduced low-profile sensors to monitor oxygen saturation in
newborns. The newly enhanced low-profile LNCS® and M-LNCS"Neo, NeoPt and Inf Sensors are smaller and
thinner, making them significantly more comfortable for patients and easier to apply for healthcare workers.

Blue Sensors. We believe our Blue Sensors are the first FDA-cleared sensors to accurately monitor arterial blood
oxygen saturation levels in cyanotic infants and children with abnormally low oxygen saturation levels.

E1® Ear Sensor. We believe that our E1® Ear Sensor was the first ever, single-patient-use ear sensor that is placed
securely in the ear conchae, so clinicians can combine Masimo SET® performance and central monitoring to provide
quick access and responsive assessment of oxygenation. The E1® Ear Sensor is designed for field emergency medical
services utilization.

TFA-1"Adhesive Forehead Sensor. We believe our TFA-1"orehead sensor can combine Masimo SET® performance
and central monitoring to provide quick access and responsive assessment of oxygenation, for hospitals desiring
forehead monitoring with a disposable sensor.
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rainbow® Sensors. We have developed proprietary, multi-wavelength sensors for use with our rainbow® Pulse
CO-Oximetry products. In contrast to traditional sensors that only have the capability to monitor arterial blood oxygen

saturation levels and pulse rate, our rainbow® sensors can also monitor carboxyhemoglobin, methemoglobin and
hemoglobin. Our licensed rainbow

12

28



Edgar Filing: MASIMO CORP - Form 10-K

Table of Contents

SET"Sensors are the only sensors that are compatible with our licensed rainbow SET Products. Rainbow® sensors are
available in single-patient-use, rainbow ReSposable® and reusable spot-check sensor types.

The rainbow® DCI-mini'l$ the first noninvasive hemoglobin (SpHb®) spot-check sensor for infants and small children
(weight 3 to 30 kg). Paired with our handheld Pronto® device, the rainbow® DCI-mini'Sensors are designed to help
clinicians quickly and easily spot-check hemoglobin levels in infants and small children, which may facilitate the
identification of anemia. The rainbow® DCI-mini'Has received CE Mark in Japan, but is not currently available for
sale in the U.S. or Europe.

rainbow Acoustic'Sensors. We believe we were the first to market a continuous respiration rate monitoring technology
based on an acoustic sensor placed on the patient’s neck. Our rainbow AcousticSensors detect the sounds associated
with breathing and convert the sounds into continuous respiration rate using proprietary signal processing that is based
on Masimo SET®.

SedLine® Sensor. Used with the SedLine® MOC-9"thodule for the Root® patient monitor, the SedLine® sensor is a
disposable sensor that collects EEG data for our SedLine® monitor.

rainbow® Universal ReSposable SuperSensor:“This sensor, which is not currently available for sale in the U.S., is the
first noninvasive sensor to provide simultaneous monitoring of SpHb®, SpCO®, SpMet®, SpfO,,"SpOC;"PI, PVI® and
Measure-Through-Motion and Low-Perfusion arterial blood oxygen saturation (SpO,) and pulse rate (PR).

0;'8ensor. Used with the O;"MOC-9'thodule for the Root® patient monitor, each O5'Sensor contains four
light-emitting diodes and two detectors to continuously measure rSo2.

Reprocessed Sensors. We offer our customers choices for reducing pollution and waste in our world while also
reducing costs, including Masimo Reprocessed Sensors, the only reprocessing solution that maintains new Masimo
sensor performance specifications, and rainbow ReSposable® sensors, offering unprecedented sustainability with a
lower carbon footprint and greater waste reduction than reprocessed or new sensors. Rainbow ReSposable® sensors
offer equivalent performance and comfort to single-patient- use sensors and a similar sensor price-per-patient to mixed
third-party reprocessed and new sensors.

Remote Alarm and Monitoring Solutions

Masimo Patient SafetyNet."Patient SafetyNet'l$ a remote monitoring and clinician notification system. It instantly
routes bedside-generated alarms through a server to a qualified clinician’s handheld paging device in real-time. Each
system can support up to 200 bedside monitors and can either be integrated into a hospital’s existing IT infrastructure
or operate as a stand-alone wireless network.

Proprietary Measurements

All of our monitors shipped since January 2006, including Radical-7® and certain future OEM products, which
incorporate the MX board will allow purchases of software for rainbow® measurements, as well as other future
measurements or features that can be field-installed. Our current rainbow® measurements include ORI}'PI, PR, PVI®,
RRp,"SpHb®, SpO,, SpCO®, SpMet®, SpOC"ind SpfO,,"as well as rainbow Acoustic Monitoring®, RRa®

Currently, clinicians monitor multiple clinical measurements on each patient and respond independently to each of the
measurements. Halo Index't§ a dynamic indicator that facilitates continuous global trending and assessment of
multiple physiological measurements into a simple and comprehensive assessment within a single index to quantify
changes in patient status, which is displayed on the Patient SafetyNet'femote monitoring and notification system. Halo
IndexHas received CE Mark, but is not currently available for sale in the U.S. In the future, subject to receipt of
regulatory clearance, we expect Halo Index'Will also be available as part of our standalone devices and OEM boards.
As more clinical evidence is collected on Halo Index; its clinical utility in a variety of care areas and patient types will
become more specific.

Eve,"h Newborn Screening Software Application for the Radical-7® Pulse CO-Oximeters®, is designed to help
clinicians more effectively and efficiently screen newborns for critical congenital heart disease (CCHD). In the
Radical-7® Pulse CO-Oximeter®, Eve'utomates the screening steps with animated instruction, including sensor
application, measurement selection and screening result determination. Eve't§ intended to provide consistent
application of the screening protocol to reduce method-and operator-induced variability and improve efficiency by
automating the data capture and comparison between readings. Eve'lias received CE Mark, but is currently not
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available for sale in the U.S.

X-Cal™

Sensor and cable failures can prevent pulse oximeters from providing the patient safety advantages that continuous
pulse oximetry monitoring is intended to provide. Our X-Cal'technology enhances patient safety and improves
clinician efficiency by preserving system quality, performance and reliability and reducing the chances of bad or
inferior sensors and cables being
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used on patients. X-Cal'technology enhances the benefits of Masimo’s pulse oximetry by incorporating the means to
track the expected monitoring life of the pulse oximetry sensors and cables and provides appropriate user messaging
on the host monitor.

X-Cal'lddresses three common problems experienced by clinicians using an integrated Masimo system, including:
Patient safety may be compromised by using imitation Masimo sensors and cables because they are not produced with
comparable components, do not provide proper shielding from ambient interferences, create electrostatic noise caused
by motion, do not have our quality and performance controls, and are not tested or warranted to work within a
Masimo system;

We design our sensors and cables to last well beyond their warranty period and customer feedback indicates our
sensors and cables last significantly longer than competing products, but cable and sensor reliability may still be
compromised when used beyond the life they were designed for, affecting patient care and causing clinicians and
biomedical engineers to spend time troubleshooting intermittent cable and sensor issues; and

We believe that third-party reprocessed pulse oximetry sensors introduce challenges in the clinical environment due to
potential quality issues. In fact, we believe that most third-party reprocessed sensors do not indicate that they are
capable of performing in Measure-Through-Motion or Low-Perfusion conditions or neonatal applications, key
performance requirements available with Masimo SET® sensors. Also, to the best of our knowledge, no third-party
company has attempted to reprocess rainbow SET 'Sensors.

Connectivity

Iris"onnectivity in Root® enables third-party devices such as intravenous pumps and ventilators to connect through
Root® enabling display, notification and documentation to the EMR through Masimo Patient SafetyNet:™

Consumer Products

Our MightySat'tingertip pulse oximeter for personal use provides accurate oxygen saturation and pulse rate
measurements and is designed for those who want accurate measurements even under extreme conditions. In addition
to standard SpO,, PR and PI measurements, MightySat'l$ also available with optional respiration rate (RRp) and
PVI®, a measure of the dynamic changes in the PI that occur during one or more complete respiratory cycles.
MightySat'Provides measurements in a compact, battery-powered design with a large color screen that can be rotated
for real-time display of the pleth waveform as well as measurements. Bluetooth wireless functionality enables
measurement display via a free, downloadable Masimo Personal Health app on iOS and Android mobile devices, as
well as the ability to trend and communicate measurements, including the Apple Health Kit. MightySat'i$ available
online and is intended for general health and wellness use only. MightySat'l$ not intended for medical use.

Cercacor Laboratories, Inc.

Cercacor is an independent entity spun-off from us to our stockholders in 1998. Joe Kiani, our Chairman and Chief
Executive Officer, is also the Chairman and Chief Executive Officer of Cercacor. In addition, Jack Lasersohn, a
member of our board of directors, was a member of the board of directors of Cercacor until April 2, 2015. We are a
party to a cross-licensing agreement with Cercacor, which was amended and restated effective January 1, 2007 (the
Cross-Licensing Agreement), which governs each party’s rights to certain intellectual property held by the two
companies.

The following table outlines our rights under the Cross-Licensing Agreement relating to specific end user markets and
the related technology applications of specific measurements.

End User Markets
Professional Caregiver and . .
Measurements Alternate Care Magrket Patient and Pharmacist
Vital Siens() Masimo Cercacor
& (owns) (non-exclusive license)
Non-Vital Signs® Mas1m9 . Cercacor ..
(exclusive license) (owns or exclusive license)

€]
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Vital Signs measurements include, but are not limited to, SpO,, peripheral venous oxygen saturation, mixed
venous oxygen saturation, fetal oximetry, sudden infant death syndrome, ECG, blood pressure (noninvasive blood
pressure, invasive blood pressure and continuous noninvasive blood pressure), temperature, respiration rate, CO,,
pulse rate, cardiac output, EEG, perfusion index, depth of anesthesia, cerebral oximetry, tissue oximetry and/or
EMG, and associated features derived from these measurements, such as 3-D alarms, PVI® and other features.
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() Non-Vital Signs measurements include the body fluid constituents other than vital signs measurements and
include, but are not limited to, carbon monoxide, methemoglobin, blood glucose, hemoglobin and bilirubin.
Our License to Cercacor. We granted Cercacor an exclusive, perpetual and worldwide license, with sublicense rights,
to use our Masimo SET® technology, including all improvements, for the monitoring of non-vital signs measurements
and to develop and sell devices incorporating Masimo SET® for monitoring non-vital signs measurements in the
“Cercacor Market”. The Cercacor Market consists of any product market in which a product is intended to be used by a
patient or pharmacist rather than a professional medical caregiver regardless of the particular location of the sale,
including sales to doctors, hospitals, alternate care market professionals or otherwise, provided the product is intended
to be recommended, or resold, for use by the patient or pharmacist. We also granted Cercacor a non-exclusive,
perpetual and worldwide license, with sublicense rights, to use Masimo SET® for the measurement of vital signs in
the Cercacor Market. In exchange, Cercacor pays us a 10% royalty on the amount of vital signs sensors and
accessories sold by Cercacor.
Cercacor’s License to us. We exclusively license from Cercacor the right to make and distribute products in the
“Masimo Market” that utilize rainbd%technology for the measurement of carbon monoxide, methemoglobin,
fractional arterial oxygen saturation, and hemoglobin, which includes hematocrit. The Masimo Market consists of any
product market where the product is intended to be used by a professional medical caregiver, including hospital
caregivers, surgicenter caregivers, paramedic vehicle caregivers, doctors’ offices caregivers, alternate care facility
caregivers and vehicles where alternative care services are provided. We also have the option to obtain exclusive
licenses to make and distribute products in the Masimo Market that utilize rainbow® technology for the monitoring of
other non-vital signs measurements, including blood glucose. We have 180 days after proof of feasibility to exercise
the above-referenced option to obtain a license for the measurement of blood glucose for an additional $2.5 million
and licenses for other non-vital signs measurements for an additional $0.5 million each. The licenses are exclusive
until the later of 20 years from the grant of the applicable license or the expiration of the last patent included in the
rainbow® technology related to the applicable measurements. To date, we have developed and commercially released
devices that measure carbon monoxide, methemoglobin and hemoglobin using licensed rainbow® technology. We also
make and distribute products that monitor respiration rate via rainbow Acoustic Monitoring®, which is a
Masimo-developed rainbow® technology and, therefore, is not required to be licensed from Cercacor. During the year
ended December 28, 2013, we exercised our right to license from Cercacor five additional non-vital sign
measurements for $0.5 million each, or $2.5 million in the aggregate. As the result of new data in fiscal 2015 related
to these five additional non-vital sign measurements, we and Cercacor terminated these licenses during fiscal 2015,
and Cercacor agreed to refund the amounts previously paid by us for these licenses.
Our license to rainbow® technology for these measurements in these markets is exclusive on the condition that we
continue to pay Cercacor royalties on our products incorporating rainbow® technology, subject to certain minimum
aggregate royalty thresholds, and that we use commercially reasonable efforts to develop or market products
incorporating the licensed rainbow® technology. The royalty is up to 10% of the rainbow® royalty base, which
includes handhelds, tabletop and multiparameter devices. Handheld products incorporating rainbow® technology carry
a 10% royalty rate. For other products, only the proportional amount attributable to that portion of our devices used to
monitor non-vital signs measurements, rather than to monitoring vital signs measurements, and sensors and
accessories for measuring only non-vital sign parameters are included in the 10% rainbow® royalty base. For
multiparameter devices, the rainbow® royalty base includes the percentage of the revenue based on the number of
rainbow®-enabled measurements. For hospital contracts where we place equipment and enter into a sensor contract,
we pay a royalty to Cercacor on the total sensor contract revenue based on the ratio of rainbow® enabled devices to
total devices. During the year ended January 2, 2016 and going forward, we are subject to certain specific annual
minimum aggregate royalty payment obligations of $5.0 million per year.
Change in Control. The Cross-Licensing Agreement provides that, upon a change in control:
if the surviving or acquiring entity ceases to use “Masimo” as a company name and trademark, all rights to the “Masimo”
trademark will be assigned to Cercacor;
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the option to license technology developed by Cercacor for use in blood glucose monitoring will be deemed
automatically exercised and a $2.5 million license fee for this technology will become immediately payable to
Cercacor; and

the minimum aggregate annual royalties payable to Cercacor for carbon monoxide, methemoglobin, fractional arterial
oxygen saturation, hemoglobin and/or glucose will increase to $15.0 million per year until the exclusivity period of
the agreement ends, plus up to $2.0 million for each additional measurement with no maximum ceiling for non-vital
sign measurements.
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For purposes of the Cross-Licensing Agreement, a change in control includes any of the following with respect to us
or Cercacor:

the sale of all or substantially all of either company’s assets to a non-affiliated third-party;

the acquisition by a non-affiliated third-party of 50% or more of the voting power of either company;

;I oe Kiani, our Chief Executive Officer and the Chief Executive Officer of Cercacor, resigns or is terminated from his
position with either company; or

the merger or consolidation of either company with a non-affiliated third-party.

Ownership of Improvements. Any improvements to Masimo SET® or rainbow® technology made by Cercacor, by us,
or jointly by Cercacor with us or with any third-party that relates to non-vital signs monitoring, and any new
technology acquired by Cercacor, is and will be owned by Cercacor. Any improvements to the Masimo SET®
platform or rainbow® technology made by Cercacor, by us, or jointly by Cercacor with us or with any third-party that
relates to vital signs monitoring, and any new technology acquired by us, is and will be owned by us. However, for
both non-vital signs and vital signs monitoring, any improvements to the technology, excluding acquired technology,
will be assigned to the other party and will be subject to the terms of the licenses granted under the Cross-Licensing
Agreement. Any new non-vital signs monitoring technology utilizing Masimo SET® that we develop will be owned
by Cercacor and will be subject to the same license and option fees as if it had been developed by Cercacor. Also, we
will not be reimbursed by Cercacor for our expenses relating to the development of any such technology.

Cercacor Services Agreement (Services Agreement). We have also entered into a services agreement with Cercacor.
Under this Services Agreement, we provide Cercacor with certain general and administrative services. For each of the
years ended January 2, 2016 and January 3, 2015, Cercacor paid us $0.2 million for such general and administrative
services and we expect Cercacor to continue to engage us to perform these services. However, pursuant to the Services
Agreement, Cercacor may terminate the agreement by providing us a 30 day notice, and we may terminate with a 180
day notice to Cercacor.

Cercacor’s Expenses related to Pronto-P. In February 2009, in order to accelerate the development of the technology
and product development supporting our Pronto-7® device, Cercacor agreed to re-direct a substantial amount of its
engineering development activities to focus on this project and we agreed to fund such expenses. Accordingly, from
April 2009 through June 2010, we agreed to reimburse Cercacor for all third-party engineering materials and supplies
expenses related to Pronto-7® development and 50% of Cercacor’s total engineering and engineering-related payroll
expenses. Subsequent to July 2010, Cercacor continued to assist us with other product development efforts and
charged us accordingly. Beginning in 2012, due to a revised estimate of the support required by us to complete the
various Pronto-7® related projects, our board of directors approved an increase in the percentage of Cercacor’s total
engineering and engineering related payroll expenses funded by us from 50% to 60%. For the year ended January 3,
2015, the total funding for these additional Cercacor expenses was $3.1 million. This arrangement was discontinued
by mutual agreement effective as of January 4, 2015.

During the year ended January 2, 2016, Cercacor completed a review of its fiscal 2014 cross-charges related to
Pronto-7®. Based on this review, it was determined that less than 60% of Cercacor’s total engineering and
engineering-related payroll expenses were attributable to the development of Pronto-7®, resulting in an overpayment
by us to Cercacor of approximately $1.6 million for fiscal 2014. In addition, we and Cercacor agreed to equally share
approximately $1.4 million of previously incurred engineering-related payroll expenses associated with research for a
new LED sensor technology and, as a result, we and Cercacor mutually agreed that Cercacor would refund $0.9
million to us.

Cercacor Consulting Services Agreement (Consulting Agreement). In January 2015, we entered into a consulting
services agreement (Consulting Agreement) with Cercacor that governs certain engineering consulting and clinical
studies support services that Cercacor may provide for us from time-to-time. Expenses incurred by us related to this
Consulting Agreement were $0.3 million for the fiscal year ended January 2, 2016.

Patent Transfer and Licensing Agreement. We entered into a patent transfer and licensing agreement with Cercacor
(the Patent Agreement) effective July 2015, pursuant to which, among other things, we purchased certain patents from
Cercacor (the Purchased Patents) for an aggregate purchase price of $2.4 million. Pursuant to the Patent Agreement,
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we granted Cercacor an irrevocable, non-exclusive, worldwide license with respect to the products and services
covered by the Purchased Patents.

Government Regulation

As a global medical technology company, we are subject to significant government regulation, compliance
requirements, fees and costs, both in the U.S. and abroad. These regulatory requirements subject our products and our
business to numerous risks that are specifically discussed within “Risks Related to Our Regulatory Environment” under
Part I, Item 1A—“Risk Factors”
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within this Annual Report on Form 10-K. A summary of certain critical aspects of our regulatory environment is
included below.

Food and Drug Administration (FDA) Premarket Clearance and Approval Requirements

The FDA, along with other federal, state and local authorities, regulates our products and product-related activities.
Pursuant to the U.S. Food, Drug, and Cosmetic Act (FDCA) and the regulations promulgated under that Act, the FDA
regulates the design, development, clinical trials, testing, manufacture, packaging, labeling, storage, distribution and
promotion of medical devices. We endeavor to ensure that our products and procedures remain in compliance with all
applicable FDA regulations, but the regulations regarding the manufacture and sale of our products are subject to
change. We cannot predict the effect, if any, that these changes might have on our business, financial condition and
results of operations. Unless an exemption applies, each medical device that we wish to market in the U.S. must first
receive from the FDA either 510(k) clearance, by filing a 510(k) pre-market notification, or PMA approval, by filing a
pre-market approval application (PMA).

The FDA’s 510(k) clearance process usually takes from four to twelve months, but it can take longer. The process of
obtaining PMA approval is much more costly, lengthy and uncertain. We cannot be sure that 510(k) clearance or
PMA approval will be obtained for any product we propose to market on a timely basis or at all. In addition, if the
FDA discovers that an applicant has submitted false or misleading information, the FDA may refuse to review
submissions until certain requirements are met pursuant to its Application Integrity Policy.

The FDA decides whether a device must undergo either the 510(k) clearance or PMA approval process based upon
statutory criteria. These criteria include the level of risk that the agency perceives is associated with the device and a
determination of whether the product is a type of device that is similar to devices that are already legally marketed.
Devices deemed to pose relatively less risk are placed in either Class I or II, which generally requires the manufacturer
to submit a pre-market notification requesting 510(k) clearance, unless an exemption applies.

Class I devices are those for which safety and effectiveness can be assured by adherence to the FDA’s general
regulatory controls (General Controls) for medical devices, which include compliance with the applicable portions of
the FDA’s Quality System Regulation (QSR) facility registration and product listing, reporting of adverse medical
events, and appropriate, truthful and non-misleading labeling, advertising and promotional materials. Some Class I
devices also require premarket clearance by the FDA through the 510(k) premarket notification process.

Class II devices are subject to the FDA’s General Controls, the FDA’s QSR, including the Design Control regulations,
and any other special controls deemed necessary by the FDA to ensure the safety and effectiveness of the device.
Premarket review and clearance by the FDA for Class II devices is accomplished through the 510(k) premarket
notification procedure. All of our current regulated devices are classified as Class II devices.

Class III devices are those deemed by the FDA to pose the greatest risk, such as life-sustaining, life-supporting or
implantable devices, or those devices deemed not substantially equivalent to a legally marketed predicate device. The
safety and effectiveness of Class III devices cannot be assured solely by the General Controls and the other
requirements described above. These devices almost always require formal clinical studies to demonstrate safety and
effectiveness and must be approved through the PMA approval process during which the manufacturer must establish
the safety and effectiveness of the device to the FDA’s satisfaction. A PMA application must be supported by valid
scientific evidence, including extensive preclinical (including bench tests and laboratory and animal studies) and
clinical trial data as well as information about the device and its components regarding, among other things, device
design, manufacturing and labeling. Also during the review period, an advisory panel of experts from outside the FDA
may be convened to review and evaluate the application and provide recommendations to the FDA as to the
approvability of the device. As part of the PMA application review, the FDA will conduct a preapproval inspection of
the manufacturing facility to ensure compliance with the FDA’s QSR. If the FDA approves the PMA, it may place
restrictions on the device or the labeling or require additional clinical studies. If the FDA’s evaluation of the PMA
application or the manufacturing facility is not favorable, the FDA may deny approval of the PMA application or issue
a “not approvable” letter. The FDA may also require additional clinical trials, which can delay the PMA approval
process by several years. None of our products are currently approved under the PMA process.
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To obtain 510(k) clearance, a company must submit a premarket notification demonstrating that the proposed device

is “substantially equivalent” in intended use and in technological and performance characteristics to a legally marketed
“predicate device” that is either a Class I, Class II or Class III device that was in commercial distribution before May 28,
1976, for which the FDA has not yet called for submission of a PMA application. After a device receives 510(k)
clearance, any modification that could significantly affect its safety or effectiveness, or that would constitute a major
change in its intended use, requires a new 510(k) clearance or could require a PMA approval. The FDA requires each
manufacturer to make this determination in the first instance, but the FDA can review any decision. If the FDA
disagrees with a manufacturer’s decision not to seek a new 510(k) clearance, the agency may retroactively require the
manufacturer to seek 510(k) clearance or PMA approval. The FDA also
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can require the manufacturer to cease marketing and/or recall the modified device until 510(k) clearance or PMA
approval is obtained.

A clinical trial may be required in support of a 510(k) submission and generally is required for a PMA application.
These trials may require an Investigational Device Exemption (IDE) application approved in advance by the FDA for
a specified number of patients, unless the proposed study is deemed a non-significant risk study, which is eligible for
an exemption from the IDE requirements. The IDE application must be supported by appropriate data, such as animal
and laboratory testing results. Clinical trials may begin if the IDE application is approved by the FDA and the
appropriate institutional review boards (IRBs) at the clinical trial sites. Submission of an IDE application does not
give assurance that the FDA will issue the IDE. If the IDE application is approved, there can be no assurance the FDA
will determine that the data derived from the trials support the safety and effectiveness of the device or warrant the
continuation of clinical trials. An IDE supplement must be submitted to and approved by the FDA before a sponsor or
investigator may make a change to the investigational plan that may affect its scientific soundness, study indication or
the rights, safety or welfare of human subjects. The trial must also comply with the FDA’s regulations, including the
requirement that informed consent be obtained from each subject. Even if a trial is completed, the results of clinical
testing may not adequately demonstrate the safety and efficacy of the device or may otherwise not be sufficient to
obtain FDA clearance to market the product in the U.S.

We believe that our OEM partners may be required to obtain 510(k) premarket clearance from the FDA for certain of
their products that incorporate Masimo SET® technology, Masimo rainbow SET'technology, Masimo Board-in-Cable
technology or Masimo sensors. In order to facilitate our OEM partners in obtaining 510(k) clearance for their products
that incorporate Masimo SET® or Masimo rainbow SET'Boards and sensors, we grant our OEM partners a right to
cross-reference the 510(k) submission files from our cleared Masimo SET® circuit boards, sensors, cables and
notification systems.

We recently launched our MightySat'fingertip pulse oximeter for general health and wellness use. We are marketing
this product in accordance with the FDA’s current policy and enforcement discretion which indicates that pulse
oximeters that are not intended for medical purposes can be marketed directly to consumers without first obtaining
510(k) clearance. We cannot assure you that the FDA will not change its policy regarding the regulation of these
products. If the FDA changes its policy, we may be required to seek 510(k) clearance to market this pulse oximeter.
We also may be required to cease marketing and/or recall the product until we obtain a new 510(k) clearance.

User Fees

Pursuant to the Medical Device User Fee and Modernization Act of 2002 (MDUFMA), the Medical Device User Fee
Amendments of 2012 (MDUPFA III) and provisions of the Food and Drug Administration Safety and Innovation Act
(FDASIA), unless a specific exemption applies, both 510(k) submissions and PMA applications are subject to user
fees. The PMA user fees are significantly higher.

Pervasive and Continuing FDA Regulation

After a device is placed on the market, it continues to be subject to the FDA’s regulatory authority. FDA regulatory
requirements include:

product listing and establishment registration, which helps facilitate FDA inspections and other regulatory action;
QSR and current good manufacturing practices, which requires manufacturers, including third-party manufacturers, to
follow stringent design control, testing, change control, documentation and other quality assurance procedures during
all aspects of the development and manufacturing process, including requirements for packaging, labeling and record
keeping, complaint handling, corrective and preventive actions and internal auditing;

labeling control and advertising regulations, including FDA prohibitions against the promotion of products for
uncleared, unapproved or off-label uses or indications;

clearance of product modifications that could significantly affect safety or efficacy or that would constitute a major
change in intended use of one of our cleared devices;

approval of product modifications that affect the safety or effectiveness of one of our future approved devices;
medical device reporting (MDR), regulations, which require that manufacturers comply with FDA requirements to
report if their device may have caused or contributed to a death or serious injury, or has malfunctioned in a way that
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would likely cause or contribute to a death or serious injury if the malfunction of the device or a similar device were
to recur;
post-approval restrictions or conditions, including post-approval study commitments;

ost-market surveillance requirements, which apply when necessary to protect the public health or to provide
additional safety and effectiveness data for the device;
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the FDA’s recall authority, whereby it can ask, or under certain conditions order, device manufacturers to recall from
the market a product that is in violation of its conditions of approval, governing laws and/or regulations;

regulations pertaining to voluntary recalls; and

notices of corrections or removals.

We must also register with the FDA as a medical device manufacturer, list all products placed in commercial
distribution and obtain all necessary state permits or licenses to operate our business. As a manufacturer, we are
subject to announced and unannounced inspections by the FDA to determine our compliance with the FDA’s QSR and
other regulations. Our OEM partners also are subject to inspection and market surveillance by the FDA to determine
compliance with regulatory requirements.

If the FDA finds that we or one of our OEM partners have failed to comply with the FDA’s QSR, the agency can
institute a wide variety of enforcement and other regulatory actions, including:

an FDA Form 483, which is issued by the FDA at the conclusion of an inspection when an investigator has observed
any conditions that may constitute violations of the FDCA and related Acts;

a public warning letter outlining potential violations of the FDCA;

fines and civil penalties against us and/or OEM partners;

delays in clearing or approving, or refusal to clear or approve, our products;

withdrawal or suspension of clearances and/or approvals of our products or those of our third-party suppliers by the
FDA or other regulatory bodies;

product recall;

product detention or seizure;

tnterruption of production;

refusal to provide Certificates to Foreign Governments (CFGs), which may be necessary to permit the export of
devices from the U.S. to other countries;

operating restrictions;

tnjunctions of future violations (including those agreed to in a consent decree); and

eriminal prosecution.

The FDA also has the authority to request repair, replacement or refund of the cost of any medical device
manufactured or distributed by us.

Advertising and Promotion

Advertising and promotion of medical devices, in addition to being regulated by the FDA, are also regulated by the
Federal Trade Commission (FTC) and by federal and state regulatory and enforcement authorities, including the FDA,
the Department of Justice, the Office of Inspector General of the Department of Health and Human Services, and
various state attorneys general. Although physicians are permitted to use their medical judgment to use medical
devices for indications other than those cleared or approved by the FDA, we may not promote our products for such
“off-label” uses and can only market our products for cleared or approved uses.

Recently, promotional activities for FDA-regulated products of other companies have been the subject of FTC
enforcement actions brought under healthcare reimbursement laws and consumer protection statutes. FTC
enforcement actions often result in consent decrees that constrain future actions. In addition, under the federal Lanham
Act and similar state laws, competitors and others can initiate litigation relating to advertising claims.

Import and Export Requirements

To import a device, the importer must file an entry notice and bond with the United States Bureau of Customs and
Border Protection (CBP). All devices are subject to FDA examination before release from CBP. Any article that
appears to be in violation of the FDCA may be refused admission and a notice of detention and hearing may be issued.
If the FDA ultimately refuses admission, the CBP may issue a notice for redelivery and assess liquidated damages for
up to three times the value of the lot. The CBP also imposes its own regulatory requirements on the import of our
products, including inspection and possible sanctions for noncompliance.
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Products exported from the United States are subject to foreign countries’ import requirements and the exporting
requirements of the FDA or European regulating bodies, as applicable. In particular, international sales of medical
devices manufactured in the United States that are not approved or cleared by the FDA for use in the United States, or
are banned or deviate from lawful performance standards, are subject to FDA export requirements.

Foreign countries often require, among other things, a CFG for export. To obtain a CFG, the device manufacturer
must apply to the FDA. The FDA certifies that the product has been granted clearance or approval in the United States
and that the manufacturing facilities were in compliance with the FDA’s QSR regulations at the time of the last FDA
inspection.

Foreign Regulation Regarding Clearance and Approval

Many foreign countries in which we market or may market our products have regulatory bodies and restrictions
similar to those of the FDA. International sales are subject to foreign government regulation, the requirements of
which vary substantially from country to country. The time required to obtain approval by a foreign country may be
longer or shorter than that required for FDA clearance and the requirements may differ.

In particular, marketing of medical devices in the European Union (EU) is subject to compliance with Council
Directives. Pursuant to such Council Directives, a medical device may be placed on the market within the EU only if
it conforms to certain “essential requirements” and bears the CE Mark. The most fundamental and essential requirement
is that a medical device must be designed and manufactured in such a way that it will not compromise the clinical
condition or safety of patients, or the safety and health of users and others. In addition, the device must achieve the
essential performance(s) intended by the manufacturer and be designed, manufactured and packaged in a suitable
manner.

Manufacturers must demonstrate that their devices conform to the relevant essential requirements through a
conformity assessment procedure. The nature of the assessment depends upon the classification of the device. The
classification rules are mainly based on three criteria: the length of time the device is in contact with the body, the
degree of invasiveness and the extent to which the device affects the anatomy. Conformity assessment procedures for
all but the lowest risk classification of device involve a notified body. Notified bodies are often private entities and are
authorized or licensed to perform such assessments by government authorities. Manufacturers usually have some
flexibility to select conformity assessment procedures for a particular class of device and to reflect their
circumstances, e.g., the likelihood that the manufacturer will make frequent modifications to its products. Conformity
assessment procedures require an assessment of available clinical evidence, literature data for the product and
post-market experience in respect of similar products already marketed. Notified bodies also may review the
manufacturer’s quality systems. If satisfied that the product conforms to the relevant essential requirements, the
notified body issues a certificate of conformity, which the manufacturer uses as a basis for its own declaration of
conformity and application of the CE Mark. Application of the CE Mark allows the product to be distributed
throughout the EU. We maintain CE Marking on all of our products that require such markings.

Other U.S. and Foreign Regulation

We and our OEM partners also must comply with numerous federal, state and local laws relating to matters such as
safe working conditions, manufacturing practices, environmental protection, fire hazard control and hazardous
substance disposal. We cannot be sure that we will not be required to incur significant costs to comply with these laws
and regulations in the future or that these laws or regulations will not hurt our business, financial condition and results
of operations. Unanticipated changes in existing regulatory requirements or adoption of new requirements could hurt
our business, financial condition and results of operations.

The Physician Payment Sunshine Act (Sunshine Act), which was enacted by Congress as part of the Patient Protection
and Affordable Care Act (PPACA) on March 23, 2010, requires medical device companies to track and publicly
report, with limited exceptions, all payments and transfers of value to physicians and teaching hospitals in the U.S.
Implementing regulations for these tracking and reporting obligations were finalized in 2013, and companies are now
required to track payments made and to report such payments to the government by March 31 of each year. In
addition, in December 2005, the International Electrotechnical Commission published a revised version of its standard
for medical electrical equipment, IEC, 60601-1:2005 (3rd edition). In this publication, standards are listed as general
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requirements concerning basic safety and the essential performance of equipment. These new standards were required
to be in place by June 1, 2012 in Europe and by December 31, 2013 in the U.S. for new submissions. Failure to adhere
to this regulation will prevent us from using our equipment in our clinical trials.
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Medical Device Tax

In March 2010, the U.S. Congress adopted and President Obama signed into law comprehensive health care reform
legislation. Among other initiatives, commencing January 1, 2013, these laws imposed significant new taxes on
medical device makers in the form of a 2.3% excise tax on U.S. medical device sales, with certain exemptions. For the
years ended January 2, 2016 and January 3, 2015, we recorded $6.9 million and $6.6 million, respectively, in medical
device taxes that were included in selling, general and administrative expenses. In December 2015, the U.S. Congress
adopted and President Obama signed into law a bill that includes a two-year suspension of the medical device tax
beginning on January 1, 2016. However, such tax may be reimposed on medical device makers beginning on January
1, 2018 if such suspension is not extended or the medical device tax is not permanently repealed.

Conflict Minerals and Supply Chain

We are subject to SEC rules adopted pursuant to the Dodd-Frank Wall Street Reform and Consumer Protection Act
concerning “conflict minerals” (generally tin, tantalum, tungsten and gold) and similar rules are under consideration by
the European Union (EU). Certain of these conflict minerals are used in the manufacture of our products. Although
the rules are being challenged in court, in their present form they require us to investigate the source of any conflict
minerals necessary to the production or functionality of our products. If any such conflict minerals originated in the
Democratic Republic of the Congo or adjoining countries (the DRC region), we must undertake comprehensive due
diligence to determine whether such minerals financed or benefited armed groups in the DRC region. Since our supply
chain is complex, our ongoing compliance with these rules could affect the pricing, sourcing and availability of
conflict minerals used in the manufacture of our products.

We are also subject to disclosure requirements regarding abusive labor practices in portions of our supply chain under
the California Transparency in Supply Chains Act.

Environmental

Our manufacturing processes involve the use, generation and disposal of solid wastes, hazardous materials and
hazardous wastes, including silicone adhesives, solder and solder paste, sealants, epoxies and various solvents such as
methyl ethyl ketone, acetone and isopropyl alcohol. As such, we are subject to stringent federal, state and local laws
relating to the protection of the environment, including those governing the use, handling and disposal of hazardous
materials and wastes. Products that we sell in Europe are subject to regulation in EU markets under the Restriction of
Hazardous Substances Directive (RoHS). RoHS prohibits companies from selling products which contain certain
hazardous materials, including lead, mercury, cadmium, chromium, polybrominated biphenyls and polybrominated
diphenyl ethers, in EU member states. In addition, the EU’s Regulation-Registration, Evaluation, Authorization, and
Restriction of Chemicals Directive also restricts substances of very high concern in products.

Future environmental laws may require us to alter our manufacturing processes, thereby increasing our manufacturing
costs. We believe that our products and manufacturing processes at our facilities comply in all material respects with
applicable environmental laws and worker health and safety laws; however, the risk of environmental liabilities
cannot be completely eliminated.

Health Care Fraud and Abuse

In the U.S., there are federal and state anti-kickback laws that generally prohibit the payment or receipt of kickbacks,
bribes or other remuneration in exchange for the referral of patients or other health-related business. For example, the
Federal Anti-Kickback Statute (42 U.S.C. § 1320a-7b(b)) prohibits anyone from, among other things, knowingly and
willfully offering, paying, soliciting or receiving any bribe, kickback or other remuneration intended to induce the
referral of patients for, or the purchase, order or recommendation of, health care products and services reimbursed by
a federal health care program, including Medicare and Medicaid. Recognizing that the federal anti-kickback law is
broad and potentially applicable to many commonplace arrangements, Congress and the Office of Inspector General
within the Department of Health and Human Services (OIG) have created statutory “exceptions” and regulatory “safe
harbors”. Exceptions and safe harbors exist for a number of arrangements relevant to our business, including, among
other things, payments to bona fide employees, certain discount and rebate arrangements, and certain payment
arrangements involving GPOs. Although an arrangement that fits into one or more of these exceptions or safe harbors
is immune from prosecution, arrangements that do not fit squarely within an exception or safe harbor do not
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necessarily violate the law, but the OIG or other government enforcement authorities may examine the practice to
determine whether it involves the sorts of abuses that the statute was designed to combat. Violations of this federal
law can result in significant penalties, including imprisonment, monetary fines and assessments, and exclusion from
Medicare, Medicaid and other federal health care programs. Exclusion of a manufacturer, like us, would preclude any
federal health care program from paying for its products. In addition to the federal anti-kickback law, many states
have their own laws that parallel and implicate anti-kickback restrictions analogous to the federal anti-kickback law,
but may apply regardless of
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whether any federal health care program business is involved. Federal and state anti-kickback laws may affect our
sales, marketing and promotional activities, educational programs, pricing and discount practices and policies, and
relationships with health care providers by limiting the kinds of arrangements we may have with hospitals, alternate
care market providers, GPOs, physicians and others in a position to purchase or recommend our products.

Federal and state false claims laws prohibit anyone from presenting, or causing to be presented, claims for payment to
third-party payers that are false or fraudulent. For example, the Federal Civil False Claims Act (31 U.S.C. § 3729 et
seq.) imposes liability on any person or entity who, among other things, knowingly and willfully presents, or causes to
be presented, a false or fraudulent claim for payment by a federal health care program, including Medicaid and
Medicare. Some suits filed under the False Claims Act, known as “qui tam” actions, can be brought by a “whistleblower”,
or “relator” on behalf of the government and such individuals may share in any amounts paid by the entity to the
government in fines or settlement. Manufacturers, like us, can be held liable under false claims laws, even if they do
not submit claims to the government, where they are found to have caused submission of false claims by, among other
things, providing incorrect coding or billing advice about their products to customers that file claims, or by engaging
in kickback arrangements with customers that file claims. A number of states also have false claims laws, and some of
these laws may apply to claims for items or services reimbursed under Medicaid and/or commercial insurance.
Sanctions under these federal and state laws may include civil monetary penalties, exclusion from government health
care programs and imprisonment.

The Health Insurance Portability and Accountability Act of 1996 (HIPAA) created new federal crimes, including
health care fraud and false statements related to health care matters. The health care fraud statute prohibits, among
other things, knowingly and willfully executing a scheme to defraud any health care benefit program, including
private payers. The false statements statute prohibits, among other things, knowingly and willfully falsifying,
concealing or covering up a material fact or making any materially false, fictitious or fraudulent statement in
connection with the delivery of or payment for health care benefits, items or services. A violation of either statute is a
felony and may result in fines, imprisonment and exclusion from government health care programs.

The Foreign Corrupt Practices Act of 1977 and similar worldwide anti-bribery laws in non-U.S. jurisdictions generally
prohibit companies and their intermediaries from making improper payments to non-U.S. officials for the purpose of
obtaining or retaining business.

Due to the breadth of some of these laws, it is possible that some of our current or future practices might be
challenged under one or more of these laws. In addition, there can be no assurance that we would not be required to
alter one or more of our practices to be in compliance with these laws. Evolving interpretations of current laws or the
adoption of new federal or state laws or regulations could adversely affect many of the arrangements we have with
customers and physicians. Therefore, our risk of being found in violation of these laws is increased by the fact that
some of these laws are broad and open to interpretation.

Privacy and Security of Health Information

Numerous federal, state and international laws and regulations, including HIPAA, govern the collection, use and
disclosure of patient-identifiable or protected health information (PHI). HIPAA applies to covered entities, which
include most healthcare facilities that purchase and use our products. The HIPAA Privacy Rule restricts the use and
disclosure of PHI, and requires covered entities and business associates under business associate agreements to
safeguard that information and to provide certain rights to individuals with respect to that information. The HIPAA
Security Rule establishes detailed requirements for safeguarding PHI transmitted or stored electronically. Although
we are not a covered entity, we are sometimes deemed to be a business associate of covered entities due to activities
that we perform for or on behalf of covered entities, which sometimes requires covered entities to contractually bind
us, as a business associate, to protect the privacy and security of PHI we may encounter during activities such as
training customers on the use of our products or investigating product performance.

Enacted in February 2009, the Health Information Technology for Economic and Clinical Health Act (HITECH) made
significant amendments to the HIPAA Privacy and Security Rules. Under HIPAA and HITECH, business associates
must comply with a number of HIPAA Privacy Rule requirements and all of the HIPAA Security Rule provisions, and
business associates are directly subject to HIPAA civil and criminal enforcement and the associated penalties for
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violation of the Privacy and Security Rule requirements.

The HIPAA standards also apply to the use and disclosure of PHI for research and generally require the covered entity
performing the research to obtain the written authorization of the research subject (or an appropriate waiver) before
providing that subject’s PHI to sponsors like us for purposes related to the research. These covered entities also
typically impose contractual limitations on our use and disclosure of the PHI they disclose to us. We may be required
to make costly system modifications to comply with the privacy and security requirements that will be imposed on us
and our failure to comply may result in liability and adversely affect our business.
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Numerous other federal and state laws protect the confidentiality of PHI, including state medical privacy laws and
federal and state consumer protection laws. These various laws in many cases are not preempted by the HIPAA rules
and may be subject to varying interpretations by the courts and government agencies, creating complex compliance
issues for us and our customers and potentially exposing us to additional expense, adverse publicity and liability.
Other countries also have, or are developing, laws governing the collection, use and transmission of health
information and these laws could create liability for us or increase our cost of doing business.

Third-Party Reimbursement

Health care providers, including hospitals, that purchase our products generally rely on third-party payers, including
the Medicare and Medicaid programs and private payers, such as indemnity insurers and managed care plans, to cover
and reimburse all or part of the cost of the products and the procedures in which they are used. As a result, demand for
our products is dependent in part on the coverage and reimbursement policies of these payers. No uniform coverage or
reimbursement policy for medical technology exists among all third-party payers, and coverage and reimbursement
can differ significantly from payer to payer.

The Centers for Medicare and Medicaid Services (CMS), the federal agency responsible for administering the
Medicare program, along with its contractors, establish coverage and reimbursement policies for the Medicare
program. Because a large percentage of the hospitals using our products treat elderly or disabled individuals who are
Medicare beneficiaries, Medicare’s coverage and reimbursement policies are particularly significant to our business. In
addition, private payers often follow the coverage and reimbursement policies of Medicare. We cannot assure you that
government or private third-party payers will cover and reimburse the procedures using our products in whole or in
part in the future or that payment rates will be adequate.

In general, Medicare will cover a medical product or procedure when the product or procedure is reasonable and
necessary for the diagnosis or treatment of an illness or injury, or to improve the functioning of a malformed body
part. Even if the medical product or procedure is considered medically necessary and coverage is available, Medicare
may place restrictions on the circumstances where it provides coverage. For example, several Medicare local
contractors have issued policies that restrict coverage for pulse oximetry in hospital inpatient and outpatient settings to
a limited number of conditions, including limiting coverage to patients who (i) exhibit signs of acute respiratory
dysfunction, (ii) have chronic lung disease, severe cardiopulmonary disease or neuromuscular disease involving the
muscles of respiration, (iii) are under treatment with a medication with known pulmonary toxicity, or (iv) have
sustained multiple trauma or complaints of acute chest pain.

Reimbursement for our products may vary not only by the type of payer involved but also based upon the setting in
which the product is furnished and utilized. For example, Medicare payment may be made, in appropriate cases, for
patient stays in the hospital inpatient and outpatient settings involving the use of our products. Medicare generally
reimburses hospitals based upon prospectively determined amounts. For hospital inpatient stays, the prospective
payment generally is determined by the patient’s condition and other patient data and procedures performed during the
inpatient stay, using a classification system known as Medicare Severity Diagnosis-Related Groups (MS-DRGs).
Prospective rates are adjusted for, among other things, regional differences, co-morbidity and complications. Hospitals
generally do not receive separate Medicare reimbursement for the specific costs of purchasing our products for use in
the inpatient setting. Rather, Medicare reimbursement for these costs is deemed to be included within the prospective
payments made to hospitals for the inpatient services in which the products are utilized.

In contrast, some differences may be seen in the reimbursement for use of our products in hospital outpatient
departments. In this setting, Medicare payments also are generally made under a prospective payment system based on
the ambulatory payment classifications (APCs) under which individual items and procedures are categorized.
Hospitals receive the applicable APC payment rate for the procedure regardless of the actual cost for such treatment.
Some outpatient services such as oximetry services do not receive separate reimbursement. Rather, their
reimbursement is deemed packaged into the APC for an associated procedure and the payment for that APC does not
vary whether or not the packaged procedure is performed. Some procedures also are paid through Composite APCs,
which are APCs that establish a payment rate that applies when a specific combination of services is provided.
Reimbursement for certain pulse oximetry monitoring services, including those using our products, may be separately
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payable when they are the only service provided to the patient on that day, packaged if provided with certain critical
care services, or reimbursed through a composite APC when provided in connection with certain other services.
Because payments through the Prospective Payment System in both the hospital inpatient and outpatient settings are
based on predetermined rates and may be less than a hospital’s actual costs in furnishing care, hospitals have incentives
to lower their operating costs by utilizing products that will reduce the length of inpatient stays, decrease labor or
otherwise lower their costs. If hospitals cannot obtain adequate coverage and reimbursement for our products, or the
procedures in which they are used, we
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cannot be certain that they will purchase our products, despite the clinical benefits and opportunity for cost savings
that we believe can be derived from their use.

Our success with rainbow SET'technologies in U.S. care areas with reimbursable monitoring procedures, such as
hospital emergency departments, hospital procedure labs, and the physician office may largely depend on the ability
of providers to receive reimbursement for such procedures. While private insurance payers generally follow Medicare
coding and payment, we cannot be certain of this and, in many cases, cannot control the coverage or payment rates
that private insurance payers put in place. In addition, the PPACA could affect future Medicare payment for services
involving the use of our products.

Our success in non-U.S. markets depends largely upon the availability of coverage and reimbursement from the
third-party payers through which health care providers are paid in those markets. Health care payment systems in
non-U.S. markets vary significantly by country, and include single-payer government managed systems, as well as
systems in which private payers and government managed systems exist side-by-side. Our ability to achieve market
acceptance or significant sales volume in international markets we enter will be dependent in large part on the
availability of reimbursement for procedures performed using our products under health care payment systems in such
markets.

Competition

The medical device industry is highly competitive and many of our competitors have substantially greater financial,
technical, marketing and other resources than we do. While we regard any company that sells pulse oximeters as a
potential customer, we also recognize that the companies selling pulse oximeters on an OEM basis and/or pulse
oximetry sensors are also potential competitors. Our primary competitor, Medtronic plc (Medtronic, formerly
Covidien Ltd.), currently holds a substantial share of the pulse oximetry market. Medtronic sells its own brand of
Nellcor pulse oximeters to end-users, sells pulse oximetry modules to other monitoring companies on an OEM basis,
and licenses to certain OEMs the right to make their pulse oximetry platforms compatible with their sensors. We also
face substantial competition from larger medical device companies, including companies that develop products that
compete with our proprietary Masimo SET® and our OEM partners. We believe that a number of companies have
announced products that claim to offer motion-tolerant accuracy. Based on those announcements and our
investigations, we further believe that many of these products include technology that infringes our intellectual
property rights. We have settled claims against some of these companies and intend to vigorously enforce and protect
our proprietary rights with respect to the others whom we believe are infringing our technology.

We believe that the principal competitive factors in the market for pulse oximetry products include:

accurate monitoring during both patient motion and low perfusion;

ability to introduce other clinically beneficial measurements related to oxygenation and respiration, such as
noninvasive and continuous hemoglobin and acoustic respiration rate;

competitive pricing, including bundling practices;

brand recognition and perception of innovation abilities;

sales and marketing capability;

access to hospitals which are members of GPOs;

recent proliferation of integrated delivery networks;

access to OEM partners; and

patent protection.

Seasonality

The healthcare business in the United States and overseas is typically subject to quarterly fluctuations in hospital and
other alternative care admissions. Historically, our third fiscal quarter revenues have generally experienced a
sequential decline from our second fiscal quarter revenues. We believe this is primarily due to the summer vacation
season during which people tend to avoid elective procedures. Another factor affecting the seasonality of our quarterly
revenues is the traditional “flu season” that often increases hospital and acute care facility admissions in the first and
fourth calendar quarters. Because our non-sales variable operating expenses often do not fluctuate in the same manner
as our quarterly product sales, this may cause fluctuations in our quarterly operating income that are disproportionate
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to fluctuations in our quarterly revenue.
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Sales and Marketing

We have sales and marketing employees in the U.S. and abroad. We expect to moderately increase our worldwide
sales and sales support organizations as we continue to expand our presence throughout both the U.S. and the world,
including Europe, the Middle East, Asia, Latin America, Canada and Australia. We currently sell all of our medical
products both directly to hospitals and the alternate care market via our sales force and certain distributors. We sell
our non-medical/consumer products through e-commerce Internet sites such as Amazon.com.

The primary focus of our sales representatives is to facilitate the conversion of competitor accounts to our Masimo
SET® and rainbow SET Bulse oximetry products, to expand the use of Masimo SET® and Patient SafetyNet'n the
general floor and to create and expand the use of rainbow® measurements in both critical care and non-critical care
areas. In addition to sales representatives, we employ clinical specialists to work with our sales representatives to
educate end-users on the benefits of Masimo SET® and assist with the introduction and implementation of our
technology and products to their sites. Our sales and marketing strategy for pulse oximetry has been and will continue
to be focused on building end-user awareness of the clinical and cost-saving benefits of our Masimo SET® platform.
More recently, we have expanded this communication and educational role to include our Masimo rainbow® Pulse
CO-Oximetry and rainbow Acoustic Monitoring® products, including hemoglobin, carboxyhemoglobin,
methemoglobin, PVI®, acoustic respiration rate and Halo Index 'In addition, we have also built a dedicated worldwide
blood management sales force whose primary focus has been to work with hospitals to identify new opportunities to
deploy our SpHb® technology.

For the year ended January 2, 2016, two just-in-time distributors, Owens & Minor and Cardinal Health, represented
approximately 14.6% and 11.7%, respectively, of our total revenue. These were the only two customers that
represented 10% or more of our revenue for the year ended January 2, 2016. Importantly, these two distributors take
and fulfill orders from our direct customers, many of which have signed long-term sensor purchase agreements with
us. As a result, in the event a specific just-in-time distributor is unable to fulfill these orders, the orders would be
redirected to other distributors or fulfilled directly by us.

Additionally, we sell certain of our products through our OEM partners who both incorporate our boards into their
monitors and resell our sensors to their customers’ installed base of Masimo SE products. Our OEM agreements
allow us to expand the availability of Masimo SET® through the sales and distribution channels of each OEM partner.
To facilitate clinician awareness of Masimo SET® installations, all of our OEM partners have agreed to place the
Masimo SET® logo prominently on their instruments.

In order to facilitate our U.S. direct sales to hospitals, we have signed contracts with what we believe to be the five
largest national GPOs in the U.S., based on the total volume of negotiated purchases. In return for the GPOs putting
our products on contract, we have agreed to pay the GPOs a percentage of our revenue from their member hospitals.
In 2015 and 2014, revenue from the sale of our pulse oximetry products to hospitals that are associated with GPOs
amounted to $337.4 million and $309.9 million, respectively.

Our marketing efforts are designed to build end-user awareness through digital and print advertising, direct mail and
trade shows. In addition, we distribute published clinical studies, provide product education for doctors, nurses,
biomedical engineers and respiratory therapists and assist with product evaluations.

Intellectual Property

We believe that in order to maintain a competitive advantage in the marketplace, we must develop and maintain
protection of the proprietary aspects of our technology. We rely on a combination of patent, trademark, trade secret,
copyright and other intellectual property rights and measures to protect our intellectual property.

We have developed a patent portfolio internally, and, to a lesser extent, through acquisitions and licensing, that covers
many aspects of our product offerings. As of January 2, 2016, we had 536 issued patents and 338 pending applications
in the U.S., Europe, Japan, Australia, Canada and other countries throughout the world. Our issued U.S. patents have
expiration dates (not including any patent term extensions) from 2016 to 2034. Additionally, as of January 2, 2016, we
owned 64 U.S. registered trademarks and 216 foreign registered trademarks, as well as trade names that we use in
conjunction with the sale of our products. Our trademarks are perpetually renewable.
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Under the Cross-Licensing Agreement, we and Cercacor have agreed to allocate proprietary ownership of technology
developed based on the functionality of the technology. We will have proprietary ownership, including ownership of
all patents, copyrights and trade secrets, of all technology related to the noninvasive monitoring of vital signs
measurements, and Cercacor will have proprietary ownership of all technology related to the noninvasive monitoring
of non-vital signs measurements. We also rely upon trade secrets, continuing technological innovations and licensing
opportunities to develop and maintain our competitive position. We seek to protect our trade secrets and proprietary
know-how, in part, with confidentiality agreements
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with consultants, vendors and employees, although we cannot be certain that the agreements will not be breached or
that we will have adequate remedies for any breach.

There are risks related to our intellectual property rights. For further detail on these risks, see “Risks Related to Our
Intellectual Property” under Item 1A—*“Risk Factors” in this on Form 10-K.

Research and Product Development

We believe that ongoing research and development efforts are essential to our success. Our research and development
efforts focus primarily on continuing to enhance our technical expertise in pulse oximetry, expanding our noninvasive
monitoring of other measurements and developing remote alarm and monitoring solutions.

Although we and Cercacor each have separate research and development projects, we collaborate with Cercacor on
multiple research and development activities related to rainbow® technology and other technologies. Under the
Cross-Licensing Agreement, the parties have agreed to allocate proprietary ownership of technology developed by
either party based on the functionality of the technology. We will have proprietary rights to all technology related to
the noninvasive measurement of vital signs measurements, and Cercacor will have proprietary ownership of all
technology related to the noninvasive monitoring of non-vital signs measurements.

Our total research and development expenditures for fiscal year 2015 were $56.6 million, which included $6.3 million
related to expenses incurred by Cercacor pursuant to the Cross-Licensing Agreement. In fiscal year 2014, our total
research and development expenditures were $56.6 million, which included $3.1 million related to expenses incurred
by Cercacor. We expect our research and development expenses to increase moderately in fiscal year 2016 and
beyond as we expand our research and development staff, enhance our existing products and technologies and develop
new products for market introduction.

Manufacturing

Our strategy is to manufacture products in-house when it is efficient and cost-effective for us to do so. We currently
manufacture our bedside and handheld pulse oximeters, our full line of disposable and reusable sensors and most of
our patient cables in-house. We maintain an approximate 15,000 square foot manufacturing area in our facility in
Irvine, California, and an approximate 149,000 square foot manufacturing facility in Mexicali, Mexico, both of which
are International Organization for Standardization (ISO) 13485:2012 certified. We also maintain an approximate
90,000 square foot facility in Hudson, New Hampshire, a portion of which is used to manufacture advanced light
emitting diodes and other advanced component-level technologies. In addition, we maintain an ISO 13485:2012
certified facility approximating 16,400 square feet in Danderyd, Sweden, a portion of which is used to manufacture
ultra-compact mainstream and sidestream capnography and gas monitoring technologies. We will continue to utilize
third-party contract manufacturers for products and subassemblies that can be more efficiently manufactured by these
parties, such as our circuit boards. We monitor our third-party manufacturers and perform inspections and product
tests at various steps in the manufacturing cycle to ensure compliance with our specifications. We also do full
functional testing of our circuit boards.

For raw materials, we and our contract manufacturers rely on sole source suppliers for some components, including
digital signal processor chips and analog to digital converter chips. We and our contract manufacturers have taken
steps to minimize the impact of a shortage or stoppage of shipments of digital signal processor chips or analog to
digital converter chips, including maintaining a safety stock of inventory and designing software that may be easily
ported to another digital signal processor chip. We believe that our sources of supply for components and raw
materials are adequate. In the event of a delay or disruption in the supply of sole source components, we believe that
we and our contract manufacturers will be able to locate additional sources of these sole source components on
commercially reasonable terms and without experiencing material disruption in our business or operations.

We have agreements with certain major suppliers and each agreement provides for varying terms with respect to
contract expiration, termination and pricing. Most of these agreements allow for termination upon specified notice,
ranging from four to twelve months, to the non-terminating party. Certain of these agreements with our major
suppliers allow for pricing adjustments, each agreement provides for annual pricing negotiation, and one agreement
also guarantees us the most favorable pricing offered by the supplier to any of its other customers.

Employees
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As of January 2, 2016, we had approximately 1,300 full-time employees and approximately 2,400 dedicated contract
employees worldwide.
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Address

Our principal executive offices are located at 52 Discovery, Irvine, California 92618, and our telephone number at that
address is (949) 297-7000. Our website address is www.masimo.com. Our annual reports on Form 10-K, quarterly
reports on Form 10-Q, proxy statements, current reports on Form 8-K and amendments to those reports filed or
furnished pursuant to Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended, are available free of
charge at www.masimo.com as soon as reasonably practicable after electronically filing such reports with the SEC.
Any information contained on, or that can be accessed through, our website is not incorporated by reference into, nor
is it in any way a part of, this Annual Report on Form 10-K.
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ITEM 1A.RISK FACTORS

The following risk factors and other information included in this Annual Report on Form 10-K should be carefully
considered. The risks and uncertainties described below are not the only ones we face. Additional risks and
uncertainties not presently known to us or that we presently deem less significant may also impair our business
operations. If any of the following risks come to fruition, our business, financial condition, results of operations and
future growth prospects would likely be materially and adversely affected. In these circumstances, the market price of
our stock could decline, and you could lose all or part of your investment.

Risks Related to Our Revenues

We currently derive substantially all of our revenue from our Masimo SET® platform, Masimo rainbow SET'Platform
and related products. If this technology and the related products do not continue to achieve market acceptance, our
business, financial condition and results of operations would be adversely affected.

We are dependent upon the success and market acceptance of our proprietary Masimo SET® technology. Currently,
our primary product offerings are based on the Masimo SET® platform. Continued market acceptance of products
incorporating Masimo SET® will depend upon our ability to continue providing evidence to the medical community
that our products are cost-effective and offer significantly improved performance compared to conventional pulse
oximeters. Health care providers that currently have significant investments in competitive pulse oximetry products
may be reluctant to purchase our products. If hospitals and other health care providers do not believe our Masimo
SET® platform is cost-effective, safe or more accurate or reliable than competitive pulse oximetry products, they may
not buy our products in sufficient quantities to enable us to generate revenue growth from the sale of these products.
In addition, allegations regarding the safety and effectiveness of our products, whether or not substantiated, may
impair or impede the acceptance of our products. If we are unable to achieve additional market acceptance of our core
technology or products incorporating Masimo SET®, we will not generate significant revenue growth from the sale of
our products, which would adversely affect our business, financial condition and results of operations.

Some of our products, including those based on licensed rainbow® technology, are in development or have been
recently introduced into the market and may not achieve market acceptance, which could limit our growth and
adversely affect our business, financial condition and results of operations.

Products that we have introduced into the market in recent years, including, but not limited to, those based on
rainbow® technology, a technology that we license, may not be accepted in the market. If our products do not gain
market acceptance or if our customers prefer our competitors’ products, our potential revenue growth would be limited,
which would adversely affect our business, financial condition and results of operations.

Given that certain rainbow® technology products are relatively new to the marketplace, we do not know to what
degree the market will accept these products, if at all. Even if our customers recognize the benefits of our products, we
cannot assure you that our customers will purchase them in quantities sufficient for us to be profitable or successful.
We are continuing to invest in significant sales and marketing resources to achieve market acceptance of these
products with no assurance of success. The degree of market acceptance of these products will depend on a number of
factors, including:

perceived clinical benefits from our products;

perceived cost effectiveness of our products;

perceived safety and effectiveness of our products;

reimbursement available through Centers for Medicare and Medicaid Services (CMS) programs for using some of our
products; and

tntroduction and acceptance of competing products or technologies.

In general, our recent noninvasive measurement technologies are considered disruptive. These recent technologies
have performance levels that we believe are acceptable for many clinical environments but may be insufficient in
others. In addition, these technologies may perform better in some patients and settings than others. Over time, we
hope to continue to improve the performance of these technologies and, if we do, we expect them to become more
useful in more environments and to become more widely adopted. While this is the adoption pattern experienced
historically with other new noninvasive measurements, such as oxygen saturation, we are unable to guarantee that
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such adoption pattern will apply to our recent and future technologies.

Our ability to commercialize new products, new or improved technologies and additional applications for Masimo
SET® and our licensed rainbow® technology is limited to certain markets by our Cross-Licensing Agreement with
Cercacor Laboratories, Inc. (Cercacor), which may impair our growth and adversely affect our business, financial
condition and results of operations.
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In May 1998, we spun off a newly-formed entity, Cercacor, and provided it rights to use Masimo SET® to
commercialize non-vital signs monitoring applications, while we retained the rights to Masimo SET® to
commercialize vital signs monitoring applications. On May 2, 1998, we entered into a cross-licensing agreement with
Cercacor, which has been amended several times, most recently in an Amended and Restated Cross-Licensing
Agreement, effective January 1, 2007 (the Cross-Licensing Agreement). Under the Cross-Licensing Agreement, we
granted Cercacor:

an exclusive, perpetual and worldwide license, with sublicense rights, to use all Masimo SET® owned by us,
including all improvements on this technology, for the monitoring of non-vital signs parameters and to develop and
sell devices incorporating Masimo SET® for monitoring non-vital signs parameters in any product market in which a
product is intended to be used by a patient or pharmacist rather than by a professional medical caregiver, which we
refer to as the Cercacor Market; and

a non-exclusive, perpetual and worldwide license, with sublicense rights, to use all Masimo SET® for measurement of
vital signs in the Cercacor Market.

Non-vital sign measurements consist of body fluid constituents other than vital sign measurements, including, but not
limited to, carbon monoxide, methemoglobin, blood glucose, hemoglobin and bilirubin. Under the Cross-Licensing
Agreement, we are only permitted to sell devices utilizing Masimo SET® for the monitoring of non-vital signs
parameters in markets where the product is intended to be used by a professional medical caregiver, including, but not
limited to, hospital caregivers and alternate care facility caregivers, rather than by a patient or pharmacist, which we
refer to as the Masimo Market. Accordingly, our ability to commercialize new products, new or improved
technologies and additional applications for Masimo SET® is limited. In particular, our inability to expand beyond the
Masimo Market may limit our ability to maintain or increase our revenue and impair our growth.

Pursuant to the Cross-Licensing Agreement, we have licensed from Cercacor the right to make and distribute products
in the Masimo Market that utilize rainbow® technology for certain noninvasive measurements. As a result, the
opportunity to expand the market for our products incorporating rainbow® technology is also limited, which could
limit our ability to maintain or increase our revenue and impair our growth.

We face competition from other companies, many of which have substantially greater resources than we do. If we do
not successfully develop and commercialize enhanced or new products that remain competitive with products or
alternative technologies developed by others, we could lose revenue opportunities and customers, and our ability to
grow our business would be impaired, adversely affecting our financial condition and results of operations.

The medical device industry is intensely competitive and is significantly affected by new product introductions and
other market activities of industry participants. A number of our competitors have substantially greater capital
resources, larger customer bases and larger sales forces, have established stronger reputations with specific customers,
and have built relationships with Group Purchasing Organizations (GPOs) that are more effective than ours. Our
Masimo SET® platform faces additional competition from companies developing products for use with third-party
monitoring systems, as well as from companies that currently market their own pulse oximetry monitors.

Rapid product development and technological advances within the medical device industry place our products at risk
of obsolescence. Our long-term success depends upon the development and successful commercialization of new
products, new or improved technologies and additional applications for Masimo SET® and licensed rainbow®
technology. The research and development process is time-consuming and costly and may not result in products or
applications that we can successfully commercialize. In particular, we may not be able to successfully commercialize
our products for applications other than arterial blood oxygen saturation and pulse rate monitoring, including
respiration rate, hemoglobin, carboxyhemoglobin and methemoglobin monitoring. If we do not successfully adapt our
products and applications both within and outside these measurements, we could lose revenue opportunities and
customers. Furthermore, one or more of our competitors may develop products that are substantially equivalent to our
U.S. Food and Drug Administration (FDA) cleared products, or those of our original equipment manufacturer (OEM)
partners, whereby they may use our products or those of our OEM partners as predicate devices to more quickly
obtain FDA clearance of their competing products. Competition could result in pressure from our customers to reduce
the price of our products and fewer orders for our products, which could, in turn, cause a reduction in our revenues
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and product gross margins, thereby adversely impacting our business, financial condition and results of operations.
We depend on our domestic and international OEM partners for a portion of our revenue. If they do not devote
sufficient resources to the promotion of products that use Masimo SET® and licensed rainbow® technology, our
business would be harmed.

We are, and will continue to be, dependent upon our domestic and international OEM partners for a portion of our
revenue through their marketing, selling and distribution of certain of their products that incorporate Masimo SET®

and licensed rainbow® technology. Although we expect that our OEM partners will accept and actively market, sell
and distribute products
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that incorporate licensed rainbow® technology, they may not elect, and have no contractual obligation, to do so.
Because products that incorporate our technologies may represent a relatively small percentage of business for some
of our OEM partners, they may have less incentive to promote these products over other products that do not
incorporate these technologies. In addition, some of our OEM partners offer products that compete with ours.
Therefore, we cannot guarantee that our OEM partners, or any company that may acquire any of our OEM partners,
will vigorously promote products incorporating Masimo SET® and licensed rainbow® technology. The failure of our
OEM partners to successfully market, sell or distribute products incorporating these technologies, the termination of
OEM agreements, the loss of OEM partners or the inability to enter into future OEM partnership agreements would
have a material adverse effect on our business, financial condition and results of operations.

Medtronic may seek to avoid paying any royalties to us, which would significantly reduce our royalty revenues and
adversely affect our business, financial condition and results of operations.

Pursuant to our settlement agreement with Medtronic plc (Medtronic, formerly Covidien Ltd.), we earn royalties on
Medtronic’s total U.S. based pulse oximetry sales. For the years ended January 2, 2016, January 3, 2015 and
December 28, 2013, our royalties from the Medtronic agreement totaled approximately $30.8 million, $29.9 million
and $29.8 million, respectively. Because these royalty payments do not carry any significant cost, they result in
significant improvements to our reported gross profit, operating income levels and earnings per share. As a result, an
elimination of royalties that we earn under the settlement agreement in the future would have a significant impact on
our revenue, gross margins, operating income and earnings per share.

On January 28, 2011, we entered into a second amendment to the settlement agreement, which became effective on
March 15, 2011. Pursuant to the second amendment, in exchange for a specified royalty payment, we agreed not to
sue Medtronic for its current pulse oximetry products, but not for any other technologies that Medtronic may add. On
October 21, 2015, Medtronic filed three separate inter partes review petitions with the Patent Trial and Appeal Board
of the U.S. Patent and Trademark Office (PTAB), challenging several of the claims of two U.S. patents titled “Signal
processing apparatus” that are owned by us. Medtronic has the right to stop paying us royalties, subject to certain notice
requirements, and has informed us that it will terminate the covenants it received from us under the settlement
agreement and stop paying royalties to us when it feels it has reached an appropriate point in the process. If Medtronic
ceases paying royalties to us under the settlement agreement, our revenue, gross margins, operating income and
earnings per share would be materially and adversely affected.

If we fail to maintain or develop relationships with GPOs, sales of our products would decline.

Our ability to sell our products to U.S. hospitals depends, in part, on our relationships with GPOs. Many existing and
potential customers for our products are members of GPOs. GPOs negotiate beneficial pricing arrangements and
contracts, which are sometimes exclusive, with medical supply manufacturers and distributors.

These negotiated prices are made available to a GPO’s affiliated hospitals and other members. If we are not one of the
providers selected by a GPO, the GPO’s affiliated hospitals and other members may be less likely or unlikely to
purchase our products. If a GPO has negotiated a strict sole source, market share compliance or bundling contract for
another manufacturer’s products, we may be prohibited from making sales to members of such GPO for the duration of
such contractual arrangement. For the years ended January 2, 2016, January 3, 2015 and December 28, 2013,
shipments of our pulse oximetry products to customers that are members of GPOs represented approximately $337.4
million, $309.9 million and $287.9 million, respectively, of our revenue from sales to U.S. hospitals. Our failure to
renew our contracts with GPOs may cause us to lose market share and could have a material adverse effect on our
business, financial condition and results of operations. In addition, if we are unable to develop new relationships with
GPOs, our competitive position would likely suffer and our opportunities to grow our revenues and business would be
harmed.

Certain GPOs are creating, coordinating and facilitating regional purchasing coalition (RPC) supply chain networks
that include anti-competitive practices such as sole sourcing and bundling. These RPCs circumvent and potentially
violate rules of conduct for GPOs and have the effect of reducing product purchasing decisions available to the
hospitals that belong to these regional organizations. If the GPOs and RPCs are permitted to continue practices that
limit, reduce or eliminate competition, we could lose customers who are no longer able to choose to purchase our
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products, resulting in lower sales that could adversely affect our business, financial condition and results of
operations.

Inadequate levels of coverage or reimbursement from governmental or other third-party payers for our products, or for
procedures using our products, may cause our revenue to decline.

Sales of our products depend in part on the reimbursement and coverage policies of governmental and private health
care payers. The ability of our health care provider customers, including hospitals, to obtain adequate coverage and
reimbursement for our products or the procedures in which our products are used may impact our customers’
purchasing decisions. Therefore,
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our customers’ inability to obtain adequate coverage and reimbursement for our products or reimbursement for the
procedures in which our products are used would have a material adverse effect on our business.
Third-party payers have adopted, and are continuing to adopt, health care policies intended to curb rising health care
costs. These policies include, among others:
controls on reimbursement for health care services and price controls on medical products and services;

limitations on coverage and reimbursement for new medical technologies and

procedures; and
the introduction of managed care and prospective payment systems in which health care providers contract to provide
comprehensive health care for a fixed reimbursement amount per person or per procedure.
We cannot guarantee that governmental or third-party payers will reimburse, or continue to reimburse, a customer for
the cost of our products or the procedures in which our products are used. In fact, some payers have indicated that they
are not willing to reimburse for certain of our products or for the procedures in which our products are used. For
example, some insurance carriers have issued policies denying coverage for transcutaneous hemoglobin measurement
on the grounds that the technology is investigational in the outpatient setting. Other payers are continuing to
investigate our products to determine if they will provide reimbursement to our customers. While we are working with
these payers to obtain reimbursement, we may not be successful. These trends could lead to pressure to reduce prices
for our current and future products and could cause a decrease in the size of the market or a potential increase in
competition that could have a material adverse effect on our business, financial condition and results of operations.
Our customers may reduce, delay or cancel purchases due to a variety of factors, such as lower hospital census levels
or third-party guidelines, or may require that we reduce the price of our products, which could adversely affect our
business, financial condition and results of operations.
Our customers are facing growing levels of uncertainties, such as lower overall hospital census for paying patients and
the impact of that lower census on hospital budgets. In addition, although not yet fully understood, the impact of the
Patient Protection and Affordable Care Act may force hospitals to reevaluate their entire cost structure, including the
amount of capital they allocate to medical device technologies and products. Such developments could have a
significant negative impact on our OEM customers who, due to their traditionally larger capital equipment sales
model, could see declines in purchases from their hospital customers. This, in turn, could reduce our board sales to our
OEM customers. In addition, certain of our products, including our rainbow® measurements such as carbon monoxide,
methemoglobin and hemoglobin, that are sold with upfront license fees and more complex and expensive sensors
could also be impacted by hospital budget reductions.
In addition, states and other local regulatory authorities may issue guidelines regarding the appropriate scope and use
of our products from time to time. For example, some of our noninvasive monitoring devices may be subject to
authorization by individual states as part of the Emergency Medical Services scope of practice procedures. Although
a lack of inclusion into scope of practice procedures does not prohibit usage, it may limit adoption.
Additionally, as a result of the continued consolidation in the health care industry, we may experience decreasing
prices for our products due to the potential increased market pricing power of our health care provider customers. If
these and other competitive forces drive down the price of our products, and we are not able to counter that pressure
with cost reductions to our existing products or the introduction of new higher priced products, our product gross
profit margins will decline. This, in turn, could have a material adverse effect on our business, financial condition and
results of operations.
The loss of any large customer or distributor, or any cancellation or delay of a significant purchase by a large
customer, could reduce our net sales and harm our operating results.
We have a concentration of OEM, distribution and direct customers. If for any reason we were to lose our ability to
sell to a specific group or class of customers, or through a distributor, we could experience a significant reduction in
revenue, which would adversely impact our operating results. Also, we cannot provide any assurance that we will
retain our current customers, groups of customers or distributors, or that we will be able to attract and retain additional
customers in the future. For the years ended January 2, 2016, January 3, 2015 and December 28, 2013, we had sales
through two just-in-time distributors, which in total represented approximately 26.3%, 25.1% and 23.9% of our total
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revenue, respectively. Some of our just-in-time distributors have been demanding higher fees, which we may be
forced to pay in order to continue to offer products to our customers or which may force us to distribute our products
directly to our customers. The loss of any large customer or distributor, or an increase in distributor fees, could have a
material adverse effect on our business, financial condition and results of operations.
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Imitation Masimo sensors and third-party medical device reprocessors that reprocess our single-patient-use sensors
may harm our reputation. Also, these imitation and third-party reprocessed sensors, as well as genuine Masimo
reprocessed sensors, are sold at lower prices than new Masimo sensors and could cause our revenue to decline, which
may adversely affect our business, financial condition and results of operations.

We are aware that other organizations are manufacturing and selling imitation Masimo sensors. In addition, we are
aware that certain medical device reprocessors have been collecting our used single-patient-use sensors from hospitals
and then reprocessing, repackaging and reselling those sensors to hospitals. These imitation and third-party
reprocessed sensors are sold at lower prices than new Masimo sensors. Our experience with both these imitation
sensors and third-party reprocessed sensors is that they provide inferior performance, increased sensor utilization,
reduced comfort and a number of monitoring problems. Notwithstanding these limitations, some of our customers
have indicated a willingness to consider purchasing some of their sensor requirements from these imitation
manufacturers and third-party reprocessors in an effort to reduce their sensor costs. These imitation and reprocessed
sensors have led and may continue to lead to confusion with our genuine Masimo products; have reduced and may
continue to reduce our revenue; and, in some cases, have harmed and may continue to harm our reputation if
customers conclude incorrectly that these imitation or reprocessed sensors are original Masimo sensors. In addition,
we have expended a significant amount of time and expense investigating issues caused by imitation and reprocessed
sensors, troubleshooting problems stemming from such sensors, educating customers about why imitation and
reprocessed sensors do not perform to their expectations, enforcing our proprietary rights against the imitation
manufacturers and reprocessors, and enforcing our contractual rights under our customer contracts.

In response to these imitation sensors and third-party reprocessors, we offer to our customers our own Masimo
reprocessed sensors, which we re-manufacture and test to ensure that they meet the same performance specifications
as our new Masimo sensors. In addition, we have incorporated X-Cal'technology into certain products to ensure our
customers get the performance they expect by using genuine Masimo sensors and that such sensors do not continue to
be used beyond their useful life. We believe this technology will help ensure that hospitals, clinicians and, ultimately,
their patients receive true Masimo measurement quality and performance, and will curtail some of the harm to us that
results when customers experience performance and other problems with imitation and reprocessed sensors. However,
some customers may object to the X-Cal'technology, potentially resulting in the loss of customers and revenues. In
addition, reprocessed sensors sold by us are generally offered at a lower price and, therefore, may reduce certain
customer demand for our new sensors. As a result, increased sales of genuine Masimo reprocessed sensors may result
in lower revenues, which could negatively impact our business, financial condition and results of operations.

From time to time, we may carry out strategic initiatives that may not be viewed favorably by our customers, or that
could negatively impact our business, financial condition and results of operations.

We expect to continue to carry out strategic initiatives and investments that we believe are necessary to grow our
revenues and expand our business, both in the U.S. and abroad. For example, since 2013, we have made investments
in a new worldwide blood management sales force whose primary focus is to work with hospitals to identify new
opportunities for our noninvasive hemoglobin measurement, SpHb ®. Although we believe strategic initiatives and
investments, including our investment in the new worldwide blood management sales force, are, and will continue to
be, in the long-term best interests of Masimo and our stockholders, there are no assurances that such initiatives and
investments will yield favorable results for us. Accordingly, if these initiatives and investments are not viewed
favorably by our customers, our business, financial condition and results of operations could be adversely affected.
Risks Related to Our Intellectual Property

If the patents we own or license, or our other intellectual property rights, do not adequately protect our technologies,
we may lose market share to our competitors and be unable to operate our business profitably.

Our success depends significantly on our ability to protect our rights to the technologies used in our products,
including Masimo SET® and licensed rainbow® technology. We rely on patent protection, trade secrets and a
combination of copyright and trademark laws, as well as nondisclosure, confidentiality and other contractual
arrangements, to protect our technology and rights. However, these legal means afford only limited protection and
may not adequately protect our rights or permit us to gain or maintain any competitive advantage. In addition, we
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cannot be assured that any of our pending patent applications will result in the issuance of a patent to us. The U.S.
Patent and Trademark Office (PTO) may deny or require a significant narrowing of claims in our pending patent
applications, and patents issued as a result of the pending patent applications, if any, may not provide us with
significant commercial protection or be issued in a form that is advantageous to us. We could also incur substantial
costs in proceedings before the PTO.
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As part of the Leahy-Smith America Invents Act (the Leahy-Smith Act), which was enacted in 2011, the PTO has
introduced procedures that provide additional administrative pathways for third parties to challenge issued patents.
Inter partes review (IPR) is one of these procedures. The number of IPR challenges filed is increasing, and in many
cases, the PTO is canceling or significantly narrowing issued patent claims. Accordingly, even if a patent is granted by
the PTO, there is a risk that it may not withstand an IPR challenge. IPR challenges could increase the uncertainties
and costs associated with the maintenance, enforcement and defense of our issued and future patents and could have a
material adverse effect on our business, financial condition and results of operations. In addition, recent case law has
increased uncertainty regarding the availability of patent protection for certain technologies and the costs associated
with obtaining patent protection for those technologies.

On October 21, 2015, Medtronic filed three separate inter partes review petitions (the Petitions) with the PTAB,
challenging several of the claims of certain of our U.S. patents. A patentability trial will commence if the PTAB
decides to institute the inter partes review proceedings after considering the Petitions and our preliminary response to
the Petitions. If the PTAB institutes the proceedings, we intend to defend the patents. The Petitions are described in
Note 15 to our accompanying consolidated financial statements under the caption “Litigation” included in Part IV, Item
15(a) of this Annual Report on Form 10-K. There is no guarantee that we will prevail in these proceedings or receive
any reimbursement of expenses or other relief if we do prevail.

Some of our patents related to our Masimo SET® algorithm technology began to expire in March 2011. Additionally,
upon expiration of other issued or licensed patents, we may lose some of our rights to exclude competitors from
making, using, selling or importing products using the technology based on the expired patents. While we seek to
offset potential losses relating to important expiring patents by securing additional patents on commercially desirable
improvements, there can be no assurance that we will be successful in securing such additional patents, or that such
additional patents will adequately offset the effect of expiring patents. For example, the U.S. Supreme Court has ruled
on several patent cases in recent years, either narrowing the scope of patent protection available in certain
circumstances or weakening the rights of patent owners in certain situations. In addition to increasing uncertainty with
regard to our ability to obtain patents in the future, this combination of events has created uncertainty with respect to
the value of patents once obtained. Depending on decisions by the U.S. Congress, the federal courts and the PTO, the
laws and regulations governing patents could change in unpredictable ways that would weaken our ability to obtain
new patents or to enforce patents that we might obtain in the future. Additionally, there is no assurance that
competitors will not be able to design around our patents.

We also rely on contractual rights with the third parties that license technology to us to protect our rights in such
licensed technology. In addition, we rely on unpatented proprietary technology. We cannot assure you that we can
meaningfully protect all of our rights in our unpatented proprietary technology or that others will not independently
develop substantially equivalent proprietary products or processes or otherwise gain access to our unpatented
proprietary technology.

We seek to protect our know-how and other unpatented proprietary technology with confidentiality agreements and
intellectual property assignment agreements with our employees, OEM partners, independent distributors and
consultants. However, such agreements may not be enforceable or may not provide meaningful protection for our
proprietary information in the event of unauthorized use or disclosure or other breaches of the agreements or in the
event that our competitors discover or independently develop similar or identical designs or other proprietary
information. In addition, we rely on the use of registered and common law trademarks with respect to the brand names
of some of our products. Common law trademarks provide less protection than registered trademarks. Loss of rights in
our trademarks could adversely affect our business, financial condition and results of operations.

Furthermore, the laws of foreign countries may not protect our intellectual property rights to the same extent as the
laws of the U.S. If we fail to apply for intellectual property protection or if we cannot adequately protect our
intellectual property rights in these foreign countries, our competitors may be able to compete more effectively against
us, which could adversely affect our competitive position, as well as our business, financial condition and results of
operations.
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If third parties claim that we infringe their intellectual property rights, we may incur liabilities and costs and may have
to redesign or discontinue selling certain products.

Companies in the medical device industry have used intellectual property litigation to gain a competitive advantage in
the marketplace. We face the risk of claims that we have infringed on third parties’ intellectual property rights.
Searching for existing intellectual property rights may not reveal important intellectual property and our competitors
may also have filed for patent protection, which is not publicly-available information, or claimed trademark rights that
have not been revealed through our searches. In addition, some of our employees were previously employed at other
medical device companies. We may be subject to claims that our employees have disclosed, or that we have used,
trade secrets or other proprietary information of our employees’ former employers. Our efforts to identify and avoid
infringing on third parties’ intellectual property rights may not always be successful. Any claims of patent or other
intellectual property infringement against us, even those without merit, could:

tncrease the cost of our products;
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be expensive and time consuming to defend;

result in us being required to pay significant damages to third

parties;
force us to cease making or selling products that incorporate the challenged intellectual property;
require us to redesign, reengineer or rebrand our products, product candidates and technologies;
require us to enter into royalty or licensing agreements in order to obtain the right to use a third-party’s intellectual
property on terms that may not be favorable or acceptable to us;
require us to indemnify third parties pursuant to contracts in which we have agreed to provide indemnification for
intellectual property infringement claims;
divert the attention of our management and other key employees;
result in our customers or potential customers deferring or limiting their purchase or use of the affected products
impacted by the claims until the claims are resolved; and
otherwise have a material adverse effect on our business, financial condition and results of operations.
In addition, new patents obtained by our competitors could threaten the continued commercialization of our products
in the market even after they have already been introduced. Philips Electronics North America Corporation and
Shenzhen Mindray Bio-Medical Electronics Co., Ltd. have each filed antitrust and patent infringement counterclaims
against us, as further described in Note 15 to our accompanying consolidated financial statements under the caption
“Litigation” included in Part IV, Item 15(a) of this Annual Report on Form 10-K.
We believe competitors may currently be violating and may in the future violate our intellectual property rights, and
we may bring additional litigation to protect and enforce our intellectual property rights, which may result in
substantial expense and may divert management’s attention from implementing our business strategy.
We believe that the success of our business depends, in significant part, on obtaining patent protection for our
products and technologies, defending our patents and preserving our trade secrets. We were previously involved in
significant litigation to protect our patent position and may be required to engage in further litigation. In 2006, we
settled a costly, six-year lawsuit against Mallinckrodt, Inc., part of Tyco Healthcare, and one of its subsidiaries,
Nellcor Puritan Bennett, Inc., in which we claimed infringement of some of our pulse oximetry signal processing
patents. In November 2015, we settled multiple litigations with Mindray DS USA, Inc., Shenzhen Mindray
Bio-Medical Electronics Co., Ltd. and Mindray Medical International Ltd.
In February 2009, we filed a patent infringement suit against Philips Electronics North America Corporation and
Philips Medizin Systeme Boblingen GmbH (collectively, Philips) related to Philips’ FAST pulse oximetry technology
and certain of Philips’ patient monitors. This suit is described in Note 15 to our accompanying consolidated financial
statements under the caption “Litigation” included in Part IV, Item 15(a) of this Annual Report on Form 10-K. Philips is
an OEM partner of ours. There is no guarantee that we will prevail in this suit or receive any damages or other relief if
we do prevail.
Our ongoing and future litigation could result in significant additional costs and further divert the attention of our
management and key personnel from our business operations and the implementation of our business strategy and
may not be adequate to protect our intellectual property rights.
Risks Related to Our Regulatory Environment
Our failure to obtain and maintain FDA clearances or approvals on a timely basis, or at all, would prevent us from
commercializing our current or upgraded products in the U.S., which could severely harm our business.
Each medical device that we wish to market in the U.S. generally must first undergo premarket review by the FDA
and receive clearance or approval pursuant to the Federal Food, Drug, and Cosmetic Act (FDCA) by receiving
clearance of a 510(k) pre-market notification, receiving clearance through the de novo review process, or obtaining
approval of a pre-market approval (PMA) application. Even if regulatory clearance or approval of a product is
granted, the FDA may clear or approve our products only for limited indications for use, which would limit our ability
to market the product to only such indications for use. We cannot guarantee that the FDA will grant 510(k) clearance
on a timely basis, if at all, for new products or uses that we propose for Masimo SET® or licensed rainbow®
technology. The traditional FDA 510(k) clearance process for our products has generally taken between three to six
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months. However, over the past few years, we have experienced a significantly longer 510(k) clearance review
process. Our more recent experience and interactions with the FDA, along with information we have received from
other medical device manufacturers, suggests that, in some cases, the FDA is requiring applicants to provide much
more or different information and data for 510(k) clearance than it had previously required; and that the FDA may not
rely on approaches that it had previously accepted to support 510(k) clearance, thereby leading to more review cycles
or to
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decisions by the FDA that our products are not substantially equivalent or require greater amounts of information to
demonstrate substantial equivalence. As a result, we have experienced lengthier FDA 510(k) review periods over the
past few years, which have delayed the 510(k) clearance process for our products over this period as compared to prior
periods.

In connection with a recent FDA 510(k) filing for certain improvements to our Pronto-7® product, the FDA expressed
concerns and requested additional information regarding the methods we used to validate the SpHb® parameter. We
responded to the FDA’s request for additional information on March 25, 2014. The FDA responded that the remaining
issues would not likely be resolved in the time remaining, so we voluntarily withdrew the application on March 31,
2014. We have since had further submissions and meetings with the FDA and believe we have a better understanding
of the FDA’s expectations on validation methodologies for future 510(k) filings for SpHb spot-check devices such as
Pronto® and Pronto-7®. We intend to work with the FDA to address their remaining concerns, but we cannot be sure
we will be able to resolve all such concerns.

To date, the FDA has regulated pulse oximeters incorporating Masimo SET® and licensed rainbow® technology,
patient monitor devices, sensors, cables and other products under the 510(k) process. Although 510(k) clearances have
been obtained for such products, if safety or effectiveness problems are identified with our devices, we may need to
initiate a recall of such devices. Furthermore, our new products or significantly modified marketed products could be
denied 510(k) clearance and be required to undergo the more burdensome PMA or de novo review processes. The
process of obtaining clearance of a de novo request or approval of a PMA is much more costly, lengthy and uncertain
than the process for obtaining 510(k) clearance. Clearance of a de novo request generally takes six months to one year
from the time of submission of the de novo request, although it can take longer. Approval of a PMA generally takes
one to three years from the time of submission of the PMA, but may be longer.

We sell consumer versions of our iSpO,® and MightySat'Bulse oximeters that are not intended for medical use. We
are marketing these products in accordance with the FDA’s current policy for products that are intended for wellness or
fitness uses. In addition, some of our products may also be exempted from the 510(k) process in accordance with
specific FDA guidance and policies, such as the FDA guidance related to mobile medical applications. We cannot
assure you that the FDA will not change its policy regarding the regulation of these products. If the FDA changes its
policy or concludes that our marketing of these products is not in accordance with its current policy, we may be
required to seek clearance or approval of these devices through the 510(k), de novo or PMA processes.

The failure of our OEM partners to obtain required FDA clearances or approvals for products that incorporate our
technologies could have a negative impact on our revenue.

Our OEM partners are required to obtain their own FDA clearances for products incorporating Masimo SET® and
licensed rainbow® technology to market these products in the U.S. We cannot guarantee that the FDA clearances we
have obtained will make it easier for our OEM partners to obtain clearances of products incorporating these
technologies, or that the FDA will grant clearances on a timely basis, if at all, for any future product incorporating
Masimo SET® and licensed rainbow® technology that our OEM partners propose to market.

If we or our suppliers fail to comply with ongoing regulatory requirements, or if we experience unanticipated
problems with our products, these products could be subject to restrictions or withdrawal from the market.

Our products, along with the manufacturing processes, labeling and promotional activities for our products, are
subject to continual review and periodic inspections by the FDA and other regulatory bodies. Among other
requirements, we and our suppliers are required to comply with the FDA’s Quality System Regulation (QSR), which
covers the methods and documentation of the design, control testing, production, component suppliers control, quality
assurance, complaint handling, labeling control, packaging, storage and shipping of our products. The FDA enforces
the QSR through announced and unannounced inspections. We are also subject to similar state requirements and
licenses.

In 2013, the FDA inspected our facility in Irvine, California and issued an FDA Form 483 listing observations the
investigator believed may constitute violations of statutes or regulations administered by the FDA, including
observations relating to complaint handling, medical device reporting and corrective and preventative action (CAPA)
procedures. In 2014, the FDA also inspected our facility in Mexicali, Mexico and issued a Form 483 listing

72



Edgar Filing: MASIMO CORP - Form 10-K

observations relating to our CAPA procedures, documentation practices associated with our device history records and
procedures for employee training. We submitted responses to both Form 483s. In August 2014, we received from the
FDA a final inspection report closing out the Mexicali inspection and a warning letter (the Warning Letter) related to
the Irvine inspection. We submitted a response (the Response Letter) to the Warning Letter on September 5, 2014 and
attended a regulatory meeting with the FDA on September 19, 2014. At the meeting, in addition to discussing our
Response Letter, the FDA raised issues beyond the scope of the Warning Letter in the areas of Good Manufacturing
Practices, quality, bioresearch monitoring and labeling/promotion. We have been in communication with the FDA
since the meeting and are working to resolve the issues raised by the FDA. Although the FDA has yet to close out the
Warning Letter, the FDA resumed issuing CFGs for products manufactured in our Irvine, California facility in
January 2016, which allows us to continue to register and import products into certain countries that require CFGs.
We do
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not know what further actions, if any, the FDA will take in connection with these issues. If we are unable to resolve
the issues raised by the FDA, our business, financial condition and results of operations could be adversely affected.
In December 2014, the California Department of Public Health, Food and Drug Branch (Food and Drug Branch)
conducted an inspection of our facility in Irvine, California, and issued a Notice of Violation listing observations
relating to complaint handling and CAPA procedures that the investigator believed may constitute violations of
California statutes or regulations. We responded to the Notice of Violation in January 2015 and have completed
various actions to address and resolve the issues raised by the Food and Drug Branch. As of January 2016, the Food
and Drug Branch has not responded to our communications from January 2015. We do not know what further actions,
if any, the Food and Drug Branch will take in connection with these issues.
Failure by us or one of our suppliers to comply with statutes and regulations administered by the FDA and other
regulatory bodies or failure to adequately respond to any FDA Form 483 observations, any Food and Drug Branch
notices of violation or any similar reports could result in, among other things, any of the following items:
warning letters or untitled letters issued by the FDA;
fines, civil penalties, in rem forfeiture proceedings, injunctions, consent decrees and criminal prosecution;
tmport alerts;
uananticipated expenditures to address or defend such actions;
delays in clearing or approving, or refusal to clear or approve, our products;
withdrawal or suspension of clearance or approval of our products or those of our third-party suppliers by the FDA or
other regulatory bodies;
product recall or seizure;
orders for physician notification or device repair, replacement or refund;

interruption of production or inability to export to certain foreign countries;

and
operating restrictions.
If any of these items were to occur, it would harm our reputation and adversely affect our business, financial condition
and results of operations.
Failure to obtain regulatory approval in foreign jurisdictions will prevent us from marketing our products abroad.
We currently market and intend to continue to market our products internationally. Outside of the U.S., we can market
a product only if we receive a marketing authorization and, in some cases, pricing approval, from the appropriate
regulatory authorities. The regulatory registration/licensing process varies among international jurisdictions and may
require additional product testing. The time required for international registration of new products may differ from
that required for obtaining FDA clearance. The foreign registration/licensing process may include similar risks to
those associated with obtaining FDA clearance in addition to other risks. We may not obtain foreign regulatory
registration/licensing on a timely basis, if at all. FDA clearance does not ensure new product registration/licensing by
foreign regulatory authorities. Clearance by one foreign regulatory authority does not ensure clearance by any other
foreign regulatory authority or by the FDA. If we fail to receive necessary approvals to commercialize our products in
foreign jurisdictions on a timely basis, or at all, our business, financial condition and results of operations could be
adversely affected.
Modifications to our marketed devices may require new regulatory clearances or premarket approvals, or may require
us to cease marketing or to recall the modified devices until clearances or approvals are obtained.
We have made modifications to our devices in the past and we may make additional modifications in the future. Any
modifications to an FDA-cleared device that could significantly affect its safety or effectiveness or that would
constitute a major change in its intended use would require a new 510(k) clearance or possibly a de novo or PMA. We
may not be able to obtain such clearances or approvals in a timely fashion, or at all. Delays in obtaining future
clearances would adversely affect our ability to introduce new or enhanced products in a timely manner, which in turn
would have an adverse effect on our business, financial condition and results of operations. The standards for
determining which modifications require a new 510(k) clearance are ambiguous, and the FDA may disagree with our
conclusions. For those modifications that we conclude do not require a new 510(k), if the FDA disagrees with our
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conclusion and requires new clearances or approvals for the modifications, we may be required to recall and to stop
marketing the modified devices, which could have an adverse effect on our business, financial condition and results of
operations.
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Federal regulatory reforms may make it difficult to maintain or attain approval to develop and commercialize our
products and technologies.

From time to time, legislation is drafted and introduced in Congress that could significantly change the statutory
provisions governing the clearance or approval, manufacture and marketing of medical devices. In addition, FDA
regulations and guidance are often revised or reinterpreted by the FDA in ways that may significantly affect our
business and our products. It is impossible to predict whether legislative changes will be enacted or FDA regulations,
guidance or interpretations will be changed, and what the impact of such changes, if any, may be. However, any future
regulatory changes could make it more difficult for us to maintain or attain approval to develop and commercialize
our products and technologies.

If our products cause or contribute to a death or serious injury, or malfunction in a way that would likely cause or
contribute to a death or serious injury, we will be subject to medical device reporting regulations, which can result in
voluntary corrective actions or agency enforcement actions, including recall of our products.

Under the FDA medical device reporting regulations, we are required to report to the FDA any incident in which a
product of ours may have caused or contributed to a death or serious injury or in which a product of ours
malfunctioned and, if the malfunction were to recur, would likely cause or contribute to death or serious injury. In
addition, all manufacturers placing medical devices in European Union (EU) markets are legally required to report any
serious or potentially serious incidents involving devices produced or sold by the manufacturer to the relevant
authority in those jurisdictions where any such incident occurred.

The FDA and similar foreign governmental authorities have the authority to require the recall of our commercialized
products in the event of material deficiencies or defects in, for example, design, labeling or manufacture. In the case of
the FDA, the authority to require a recall generally must be based on an FDA finding that there is a reasonable
probability that the device would cause serious injury or death. Manufacturers may, under their own initiative, recall a
product if any material deficiency in a device is found or they become aware of a safety issue involving a marketed
product. A government-mandated or voluntary recall by us or by one of our distributors could occur as a result of
component failures, manufacturing errors, design or labeling defects or other deficiencies and issues.

We may initiate certain field actions, such as a correction or removal of our products in the future. A correction is a
repair, modification, adjustment, relabeling, destruction or inspection of a device, without its physical removal from
its point of use to some other location. A removal is the physical removal of a device from its point of use to some
other location for repair, modification, adjustment, relabeling, destruction or inspection. If a correction or removal is
initiated to reduce a health risk posed by our device, or to remedy a violation of the FDCA caused by the device that
may present a risk to health, the recall must be reported to the FDA. Recalls of any of our products would divert
managerial and financial resources and have an adverse effect on our financial condition and results of operations.
From time to time, we have initiated various field actions related to our products as required by applicable law and
regulations, including device corrections and removals, none of which were material to our operating results. Some of
these field actions involved “reportable events” that were reported to the FDA and other foreign regulatory agencies
within the appropriate regulatory timeframes. Because of our dependence upon patient and physician perceptions, any
negative publicity associated with these or any future voluntary recalls could materially and adversely affect our
business, financial condition, results of operations and growth prospects.

Promotion of our products using claims that are off-label, unsubstantiated, false or misleading could subject us to
substantial penalties.

Obtaining 510(k) clearance permits us to promote our products for the uses cleared by the FDA. Use of a device
outside its cleared or approved indications is known as “off-label” use. Physicians may use our products off-label
because the FDA does not restrict or regulate a physician’s choice of treatment within the practice of medicine.
Although we may request additional cleared indications for our current products, the FDA may deny those requests,
require additional expensive clinical data to support any additional indications or impose limitations on the intended
use of any cleared product as a condition of clearance. If the FDA determines that we or our OEM partners have
promoted our products for off-label use or have made false or misleading or inadequately substantiated promotional
claims, it could request that we or our OEM partners modify those promotional materials or take regulatory or

76



Edgar Filing: MASIMO CORP - Form 10-K

enforcement actions, including the issuance of an untitled letter, warning letter, injunction, seizure, civil fine and
criminal penalties. It is also possible that other federal, state or foreign enforcement authorities may take action if they
consider our promotional or training materials to constitute promotion of an uncleared or unapproved use, which could
also result in significant fines or penalties under other statutory authorities, such as laws prohibiting false claims for
reimbursement. In either event, in addition to potential extensive fines and penalties, our reputation could be damaged
and adoption of our products would be impaired. Although our policy is to refrain from statements that could be
considered off-label promotion of our products, the FDA or another regulatory agency could conclude that we have
engaged in off-label promotion.
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In addition to promoting our products in a manner consistent with our clearances, we must have adequate
substantiation for the claims we make for our products. If any of our claims are determined to be either false,
misleading or deceptive, our products could be considered to be misbranded under the FDCA or to violate the Federal
Trade Commission Act.
We may be subject to or otherwise affected by federal and state health care laws, including fraud and abuse and health
information privacy and security laws, and could face substantial penalties if we are unable to fully comply with these
laws.
Although we do not provide health care services or receive payments directly from Medicare, Medicaid or other
third-party payers for our products or the procedures in which our products are used, health care regulation by federal
and state governments will impact our business. Health care fraud and abuse laws potentially applicable to our
operations include, but are not limited to:
the Federal Anti-Kickback Statute, which prohibits, among other things, knowingly and willfully offering, paying,
soliciting or receiving any bribe, kickback or other remuneration intended to induce the purchase, order or
recommendation of an item or service reimbursable under a federal health care program (such as the Medicare or
Medicaid programs);

the Federal False Claims Act and other federal laws which prohibit, among other things, knowingly and
. willfully presenting, or causing to be presented, claims for payment from Medicare, Medicaid or other

third-party payers that are false or fraudulent;
the provisions of the federal Health Insurance Portability and Accountability Act of 1996 (HIPAA), which established
federal crimes for knowingly and willfully executing a scheme to defraud any health care benefit program or making
false statements in connection with the delivery of or payment for health care benefits, items or services; and
state laws analogous to each of the above federal laws, such as state anti-kickback and false claims laws that may
apply to items or services reimbursed by governmental programs and non-governmental third-party payers, including
commercial insurers, and state laws governing the privacy of certain patient identifiable health information (PHI).
Federal and state false claims laws prohibit anyone from presenting, or causing to be presented, claims for payment to
third-party payers that are false or fraudulent. For example, the federal Civil False Claims Act imposes liability on any
person or entity that, among other things, knowingly and willfully presents, or causes to be presented, a false or
fraudulent claim for payment by a federal health care program, including Medicaid and Medicare. Some suits filed
under the Civil False Claims Act, known as “qui tam” actions, can be brought by a private individual, referred to as a
“whistleblower” or “relator,” on behalf of the government, and such individuals may share in any amounts paid by the
entity to the government in fines or settlement. Such complaints are filed under seal and remain sealed until the
applicable court orders otherwise. In recent years, the number of suits brought by private individuals has increased
dramatically. Manufacturers, like us, can be held liable under false claims laws, even if they do not submit claims to
the government, if they are found to have caused medical care providers to have submitted claims to the government
for payment for a service or the use of a device that is not properly covered for government reimbursement. A number
of states also have false claims laws, and some of these laws may apply to claims for items or services reimbursed
under Medicaid and/or commercial insurance. Sanctions under these federal and state laws may include civil monetary
penalties, exclusion of a manufacturer’s products from reimbursement under government programs and imprisonment.
In particular, when an entity is determined to have violated the federal Civil False Claims Act, it may be required to
pay up to three times the actual damages sustained by the government, plus civil penalties of $5,500 to $11,000 for
each separate false claim.
In April 2011, we were informed by the U.S. Attorney’s Office for the Central District of California, Civil Division,
that a qui tam complaint had been filed against us in the U.S. District Court for the Central District of California by
three of our former physician office sales representatives. The qui tam complaint alleged, among other things, that our
noninvasive hemoglobin products failed to meet their accuracy specifications, and that we misled the FDA and
customers regarding the accuracy of the products. In November 2011, the U.S. declined to intervene in the case, and in
October 2013, the District Court granted summary judgment in our favor. The former sales representatives appealed
the District Court’s decision and an argument on the appeal was held in the Ninth Circuit Court of Appeals on
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February 1, 2016. On February 19, 2016, the Ninth Circuit Court of Appeals affirmed the summary judgment of the
District Court.

In the third quarter of 2013, we were notified that the FDA and the U.S. Attorney’s Office for the Central District of
California, Criminal Division (USAQO) were investigating the allegations regarding our noninvasive hemoglobin
products. In the second quarter of 2014, we received grand jury subpoenas requesting documents pertaining to, among
other things, the testing, marketing and sales of our Pronto® and Pronto-7® products. On May 7, 2015, we received a
letter from the USAO stating that, as of the date of the letter, the USAO had decided not to initiate any criminal
charges against us or any of our current or former employees in connection with its investigation. The USAO reserved
the right to revisit its decision at any time.
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We have certain arrangements with hospitals that may be affected by health care fraud and abuse laws. For instance,
under our standard customer arrangements, we provide hospitals with free pulse oximetry monitoring devices in
exchange for their agreement to purchase future pulse oximetry sensor requirements from us. In addition, we
occasionally provide our customers with rebates in connection with their annual purchases. While we believe that
these arrangements are structured such that we are currently in compliance with applicable federal and state health
care laws, one or more of these arrangements may not meet the Federal Anti-Kickback Statute’s safe harbor
requirements, which may result in increased scrutiny by government authorities that are responsible for enforcing
these laws.

There can be no assurance that we will not be found to be in violation of any of such laws or other similar
governmental regulations to which we are directly or indirectly subject and, as a result, we may be subject to
penalties, including civil and criminal penalties, damages, fines, exclusion of our products from reimbursement under
Medicare, Medicaid and other federal health care programs, and the curtailment or restructuring of our operations.
Any penalties could adversely affect our ability to operate our business and our financial results. Any action against us
for violation of these laws, even if we successfully defend against such action, could cause us to incur significant legal
expenses and divert our management’s attention from the operation of our business.

Further, we are required to comply with federal and state laws governing the transmission, security and privacy of
individually identifiable PHI that we may obtain or have access to in connection with the manufacture and sale of our
products. We may be required to make costly system modifications to comply with the HIPAA privacy and security
requirements. In addition, if we do not properly comply with existing or new laws and regulations related to the
protection of health information, we could be subject to criminal or civil sanctions, the potential enforcement of which
is greater as a result of the Health Information Technology of Economic and Clinical Health Act.

Numerous other federal and state laws protect the confidentiality of PHI, including state medical information privacy
laws, state social security number protection laws and state and federal consumer protection laws. In some cases, more
protective state privacy and security laws are not preempted by HIPAA and may be subject to interpretation by
various governmental authorities and courts, resulting in potentially complex compliance issues for us and our
customers.

In addition, state and federal human subject protection laws apply to our receipt of individually identifiable PHI in
connection with clinical research. These laws could create liability for us if one of our research collaborators uses or
discloses research subject information without authorization and in violation of applicable laws.

We may incur significant costs and potential liabilities in defending our new products and technologies in various
legal and other proceedings.

Our noninvasive measurement technologies are new and not yet widely understood or accepted. These new
technologies may become the subject of various legal and other proceedings. We may incur significant costs in
explaining and defending our new products and technologies in these proceedings, often to non-technical audiences.
The outcomes of these proceedings are unpredictable and may result in significant liabilities, regardless of the merits
of the claims made in the proceedings.

Legislative and regulatory changes in the health care industry could have a negative impact on our financial
performance. Furthermore, our business, financial condition, results of operations and cash flows could be
significantly and adversely affected by health care reform legislation in the U.S. or if reform programs are adopted in
our key international markets.

Changes in the health care industry in the U.S. and elsewhere could adversely affect the demand for our products as
well as the way in which we conduct our business. In 2010, President Obama signed health care reform legislation
into law that required most individuals to have health insurance, established new regulations on health plans, created
insurance pooling mechanisms and reduced Medicare spending on services provided by hospitals and other providers.
Beginning on January 1, 2013, this legislation also imposed significant new taxes on medical device makers in the
form of a 2.3% excise tax on U.S. medical device sales, as well as related compliance and reporting obligations. For
the fiscal years ended January 2, 2016, January 3, 2015 and December 28, 2013 our medical device tax was $6.9
million, $6.6 million and $6.3 million, respectively. In December 2015, President Obama signed into law a bill that
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included a two-year suspension of the medical device tax beginning January 1, 2016. However, such tax may be
reimposed on medical device makers beginning on January 1, 2018 if such suspension is not extended or the medical
device tax is not permanently repealed.

Moreover, the Physician Payment Sunshine Act (the Sunshine Act), which was enacted by Congress as part of the
Patient Protection and Affordable Care Act on March 23, 2010, requires medical device companies to track and
publicly report, with limited exceptions, all payments and transfers of value to physicians and teaching hospitals in the
U.S. Implementing regulations for these tracking and reporting obligations were finalized in 2013, and companies are
now required to track payments made since August 1, 2013. If we fail to comply with the data collection and reporting
obligations imposed by the Sunshine Act, we may be subject to substantial civil monetary penalties.
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In general, an expansion in the government’s role in the U.S. health care industry may lower reimbursements for our
products, reduce demand for innovative products, reduce medical procedure volumes and adversely affect our
business and results of operations, possibly in a material manner. In addition, as a result of the continued focus on
health care reform, there is a risk that Congress may implement changes in laws and regulations governing health care
service providers, including measures to control costs or reductions in reimbursement levels, which could result in
pricing pressures, have an adverse effect on the demand for our products and/or negatively impact the prices that the
market is willing to accept for our current and future products. We cannot predict the effect any future legislation or
regulation will have on us or what health care initiatives, if any, will be implemented at the state level. Furthermore,
many private payers look to Medicare’s coverage and reimbursement policies in setting their coverage policies and
reimbursement amounts such that federal reforms could influence the private sector as well. Finally, many states also
may attempt to reform their Medicaid programs such that either coverage for certain items or services may be
narrowed or reimbursement for them could be reduced. These health care reforms may adversely affect our business.
Consistent with or in addition to Congressional or state reforms, CMS, the federal agency that administers the
Medicare and Medicaid programs, could change its current policies that affect coverage and reimbursement for our
products. CMS determined in 2007 that certain uses of pulse oximetry monitoring are eligible for separate Medicare
payment in the hospital outpatient setting when no separately payable hospital outpatient services are reported on the
same date of service. Each year, however, CMS re-examines the reimbursement rates for hospital inpatient and
outpatient and physician office settings and could either increase or decrease the reimbursement rate for procedures
utilizing our products. We are unable to predict when legislation or regulation that affects our business may be
proposed or enacted in the future or what effect any such legislation or regulation would have on our business. Any
such legislation, regulation or policies that affect the coverage and reimbursement of our current or future products, or
the procedures utilizing our current or future products, could cause our sales to decrease and our revenue to decline.
Our success in international markets also may depend upon the eligibility of reimbursement for our products through
government-sponsored health care payment systems and other third-party payers. Outside of the U.S., reimbursement
systems vary by country. These systems are often subject to the same pressures to curb rising health care costs and
control health care expenditures as those in the U.S. In addition, as economies of emerging markets develop, these
countries may implement changes in their health care delivery and payment systems. If adequate levels of
reimbursement from third-party payers outside of the U.S. are not obtained, sales of our products outside of the U.S.
may be adversely affected.

In addition, the requirements or restrictions imposed on us or our products may change, either as a result of
administratively adopted policies or regulations or as a result of the enactment of new laws. Our medical devices and
business activities are subject to rigorous regulation by the FDA and other federal, state and international
governmental authorities. These authorities and members of Congress have been increasing their scrutiny over the
medical device industry. In recent years, the U.S. Congress, Department of Justice, the Office of Inspector General of
the Department of Health and Human Services, and the Department of Defense have issued subpoenas and other
requests for information to medical device manufacturers, primarily related to financial arrangements with health care
providers, regulatory compliance and marketing and product promotional practices. Furthermore, certain state
governments have enacted legislation to increase transparency of interactions with health care providers, pursuant to
which we are required by law to disclose payments and other transfers for value to health care providers licensed by
certain states. We anticipate that the government will continue to scrutinize our industry closely, and any new
regulations or statutory provisions could result in delays or increased costs during the periods of product development,
clinical trials and regulatory review and approval, as well as increased costs to assure compliance.

Risks Related to Our Business and Operations

We may experience conflicts of interest with Cercacor with respect to business opportunities and other matters.

Prior to our initial public offering in August 2007, our stockholders owned 99% of the outstanding shares of capital
stock of Cercacor and we believe that, as of January 2, 2016, a number of our stockholders, including certain of our
directors and executive officers, continue to own shares of Cercacor stock. Joe Kiani, our Chairman and Chief
Executive Officer, is also the Chairman and Chief Executive Officer of Cercacor.
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Due to the interrelated nature of Cercacor with us, conflicts of interest will arise with respect to transactions involving
business dealings between us and Cercacor, potential acquisitions of businesses or products and the development and
ownership of technologies and products, the sale of products, markets and other matters in which our best interests
and the best interests of our stockholders may conflict with the best interests of the stockholders of Cercacor. In
addition, we and Cercacor may disagree regarding the interpretation of certain terms in the Cross-Licensing
Agreement. We cannot guarantee that any conflict of interest will be resolved in our favor, or that, with respect to our
transactions with Cercacor, we will negotiate terms that are as favorable to us as if such transactions were with another
third-party.
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We will be required to assign to Cercacor and pay Cercacor for the right to use certain products and technologies we
develop that relate to the monitoring of non-vital sign parameters, including improvements to Masimo SET®,

Under the Cross-Licensing Agreement, if we develop certain products or technologies that relate to the noninvasive
monitoring of non-vital sign parameters, including improvements to Masimo SET® for the noninvasive monitoring of
non-vital sign parameters, we would be required to assign these developments to Cercacor and then license the
technology back from Cercacor in consideration for upfront payments and royalty obligations to Cercacor. Therefore,
these products and technologies would be deemed to have been developed or improved exclusively by Cercacor. In
addition, we will not be reimbursed by Cercacor for our expenses relating to the development or improvement of any
such products or technologies, which expenses may be significant. As a result of these terms, we may not generate any
revenue from the further development of certain products and technologies for the monitoring of non-vital sign
parameters, including improvements to Masimo SET®- which could adversely affect our business, financial condition
and results of operations.

We are required to pay royalties to Cercacor for all products sold that contain certain rainbow® technologies,
including certain annual minimum royalty payments, and this may impact our reported gross margins if we
discontinue consolidating Cercacor within our financial statements.

The Cross-Licensing Agreement requires us to pay Cercacor a royalty for all products that we sell which include its
proprietary rainbow® technology. This includes handheld, table-top and multiparameter products that incorporate
licensed rainbow® technology. Beginning in 2009, for hospital contracts where we place equipment and enter into a
sensor contract, we pay a royalty to Cercacor on the total sensor contract revenue based on the ratio of rainbow®
enabled devices to total devices. The agreement also requires that we make available to Cercacor, at its request, up to
10% of our annual board and sensor production volume at our total manufactured cost. In addition to these specific
royalty and product obligations, our Cross-Licensing Agreement requires that we pay Cercacor specific annual
minimum royalty payments.

Currently, we are required to consolidate Cercacor within our financial statements. Accordingly, the royalties that we
owe to Cercacor are eliminated in our consolidated financial statements presented within this Annual Report on Form
10-K and our other periodic reports, and the gross profit margins reported in our consolidated financial results do not
include the royalty expense that we pay to Cercacor. We are also obligated to include, and have included, Cercacor’s
engineering and administrative expenses in our reported engineering and administrative expenses. If our financial
statements were not consolidated with Cercacor, our reported cost of goods sold would increase and our reported
engineering and administrative expenses would decrease. In the future, depending upon the success of rainbow®
products and the royalties earned by Cercacor on those revenues, it is possible that the royalty expense will grow at a
rate higher than the growth of engineering and administrative expenses. Should this occur, and if we also were no
longer required to consolidate Cercacor’s financial results within our financial statements, our unconsolidated cost of
goods sold could grow at a faster rate than that at which our unconsolidated engineering expenses decrease.

Despite describing and reflecting this Cercacor consolidation requirement within our financial statements, failure to
understand or appreciate the significance of our consolidation of Cercacor’s financial statements may lead current and
prospective investors to draw inaccurate perspectives and conclusions regarding our historical and future financial
condition and results of operations.

In the event that the Cross-Licensing Agreement is terminated for any reason, or Cercacor grants a license to
rainbow® technology to a third-party, our business would be materially and adversely affected.

Cercacor owns all of the proprietary rights to certain rainbow® technology developed with our proprietary Masimo
SET® for products intended to be used in the Cercacor Market, and all rights to any non-vital signs measurement for
which we do not exercise an option pursuant to the Cross-Licensing Agreement. In addition, Cercacor has the right to
terminate the Cross-Licensing Agreement or grant licenses covering rainbow® technology to third parties if we breach
certain terms of the agreement, including any failure to meet our minimum royalty payment obligations or failure to
use commercially reasonable efforts to develop or market products incorporating licensed rainbow® technology. If we
lose our exclusive license to rainbow® technology, we would lose the ability to prevent others from making, using,
selling or importing products using rainbow® technology in our market. As a result, we would likely be subject to
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increased competition within our market, and Cercacor or competitors who obtain a license to rainbow® technology
from Cercacor would be able to offer related products.

We may not be able to commercialize our products incorporating licensed rainbow® technology cost-effectively or
successfully.

As a result of the royalties that we must pay to Cercacor, it is generally more expensive for us to make products that
incorporate licensed rainbow® technology than products that do not include licensed rainbow® technology. We cannot
assure you that we will be able to sell products incorporating licensed rainbow® technology at a price the market is
willing to accept. If we cannot commercialize our products incorporating licensed rainbow® technology successfully,
we may not be able to generate sufficient product revenue from these products to be profitable, which could adversely
affect our business, financial condition and results of operations.
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Rights provided to Cercacor in the Cross-Licensing Agreement may impede a change in control of our company.
Under the Cross-Licensing Agreement, a change in control includes the resignation or termination of Joe Kiani from
his position as Chief Executive Officer of either Masimo or Cercacor. A change in control also includes other
customary events, such as the sale or merger of our company or Cercacor to a non-affiliated third-party or the
acquisition of 50% or more of the voting power of our company or Cercacor by a non-affiliated third-party. In the
event we undergo a change in control, we are required to immediately pay a $2.5 million fee to exercise an option to
license technology developed by Cercacor for use in blood glucose monitoring. Additionally, our per product royalties
payable to Cercacor will become subject to specified minimums, and the minimum aggregate annual royalties for
licensed rainbow® measurements payable to Cercacor related to carbon monoxide, methemoglobin, fractional arterial
oxygen saturation, hemoglobin and blood glucose will increase to $15.0 million, plus up to $2.0 million for other
rainbow® measurements. Also, if the surviving or acquiring entity ceases to use “Masimo” as a company name and
trademark following a change in control, all rights to the “Masimo” trademark will automatically be assigned to
Cercacor. This could delay or discourage transactions involving an actual or potential change in control of us,
including transactions in which our stockholders might otherwise receive a premium for their shares over our
then-current trading price. In addition, our requirement to assign all future improvements for non-vital signs to
Cercacor could impede a change in control of our company.

We may experience significant fluctuations in our quarterly results in the future, we may not maintain our current
levels of profitability, and changes to existing accounting pronouncements or taxation rules may affect how we
conduct our business and our results of operations.

Our operating results have fluctuated in the past and are likely to fluctuate in the future. We may experience
fluctuations in our quarterly results of operations as a result of:

delays or interruptions in manufacturing and shipping of our products;

varying demand for and market acceptance of our technologies and products;

delayed acceptance of our new products, negatively impacting the carrying value of our inventory;

design, technology or other market changes that could negatively impact the carrying value of our inventory;

the effect of competing technological and market developments resulting in lower selling prices or significant
promotional costs;

changes in the timing of product orders and the volume of sales to our OEM partners;

actions taken by GPOs;

delays in hospital conversions to our products and declines in hospital patient census;

our legal expenses, particularly those related to litigation matters;

changes in our product or customer mix;

movements in foreign currency exchange rates;

market seasonality of our sales due to quarterly fluctuations in hospital and other alternative care admissions;

our ability to renew existing long-term sensor contract commitments;

changes in the total dollar amount of annual contract renewal activities;

changes in the mix and, therefore, the related costs of products that we supply at no upfront costs to our customers as
part of their long-term sensor commitments;

changes in hospital and other alternative care admission levels;

our inability to efficiently scale operations and establish processes to accommodate business growth;

unanticipated delays or problems in the introduction of new products, including delays in obtaining clearance or
approval from the FDA;

high levels of returns and repairs; and

changes in reimbursement rates for SpHb®, SpCO® and SpMet® parameters.

In addition, a change in accounting pronouncements or taxation rules or practices, or the interpretation of them by the
SEC or other regulatory bodies, could have a significant effect on our reported results and may even affect our
reporting of transactions completed before the change is effective. New accounting pronouncements or taxation rules
and varying interpretations of accounting pronouncements or taxation practice have occurred and may occur in the
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future. Changes to existing rules, the adoption of new rules, changes in tax laws, or the expiration of existing
favorable tax holidays may adversely affect our reported financial results or the way we conduct our business.
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If our operating results fail to meet or exceed the expectations of securities analysts or investors, our stock price could
drop suddenly and significantly. Our expense levels are based, in part, on our expectations regarding future revenue
levels and are relatively fixed in the short term. As a result, if our revenue for a particular period was below our
expectations, we would not be able to proportionately reduce our operating expenses for that period. Any revenue
shortfall would have a disproportionately negative effect on our operating results for the period. Due to these and
other factors, you should not rely on our results for any one quarter as an indication of our future performance.

Our results of operations could vary as a result of the methods, estimates and judgments that we use in applying our
accounting policies.

The methods, estimates and judgments that we use in applying our accounting policies have a significant impact on
our results of operations. Such methods, estimates and judgments are, by their nature, subject to substantial risks,
uncertainties and assumptions and factors may arise over time that lead us to change our methods, estimates and
judgments. Changes in those methods, estimates and judgments could significantly affect our results of operations.
See “Critical Accounting Estimates” contained in Part II, Item 7 of this Annual Report on Form 10-K.

If we lose the services of our key personnel, or if we are unable to attract and retain other key personnel, we may not
be able to manage our operations or meet our growth objectives.

We are highly dependent on our senior management, especially Joe Kiani, our Chief Executive Officer, and other key
officers. We are also heavily dependent on our engineers and field sales team, including sales representatives and
clinical specialists. Our success will depend on our ability to retain our current management, engineers and field sales
team and, in order to manage current operations and growth effectively, to attract and retain qualified personnel in the
future, including scientists, clinicians, engineers and other highly skilled personnel. As competition for senior
management, engineers and field sales personnel is intense, we may not be able to retain our personnel. In addition,
some of our key personnel hold stock options with an exercise price that is greater than our recent closing prices,
which may minimize the retention value of these options. The loss of the services of members of our key personnel, or
the inability to attract and retain qualified personnel in the future, could prevent the implementation and completion of
our objectives, including the development and introduction of our products. In general, our key personnel may
terminate their employment at any time and for any reason without notice.

Existing or future acquisitions of businesses could negatively affect our business, financial condition and results of
operations if we fail to integrate the acquired businesses successfully into our existing operations or if we discover
previously undisclosed liabilities.

We have acquired six businesses since our inception and we may acquire additional businesses in the future.
Successful acquisitions depend upon our ability to identify, negotiate, complete and integrate suitable acquisitions and
to obtain any necessary financing. Even if we complete acquisitions, we may experience:

difficulties in integrating any acquired companies, personnel, products and other assets into our existing business;
delays in realizing the benefits of the acquired company, products or other assets;

diversion of our management’s time and attention from other business concerns;

{imited or no direct prior experience in new markets or countries we may enter;

higher costs of integration than we anticipated;

difficulties in retaining key employees of the acquired business who are necessary to manage these acquisitions; and
changes in the overall financial model as certain acquired companies may have a different revenue, gross profit
margin or operating expense profile.

In addition, an acquisition could materially impair our operating results by causing us to incur debt or requiring us to
amortize acquisition expenses and acquired assets. We may also discover deficiencies in internal controls, data
adequacy and integrity, product quality, regulatory compliance and product liabilities that we did not uncover prior to
our acquisition of such businesses, which could result in us becoming subject to penalties or other liabilities. Any
difficulties in the integration of acquired businesses or unexpected penalties or liabilities in connection with such
businesses could have a material adverse effect on our business, financial condition and results of operations.

The risks inherent in operating internationally and the risks of selling and shipping our products and purchasing our
components and products internationally may adversely impact our business, financial condition and results of
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operations.

We derive a portion of our net sales from international operations. In the years ended January 2, 2016, January 3, 2015
and December 28, 2013 approximately 29.7%, 31.7% and 30.1%, respectively, of our product revenue was derived
from our international operations. In addition, we purchase a portion of our raw materials and components on the
international market.
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The sale and shipping of our products across international borders, as well as the purchase of materials and
components from international sources, subject us to extensive U.S. and foreign governmental trade regulations.
Compliance with such regulations is costly and we could be exposed to potentially significant penalties if we are
found not to be in compliance with such regulations. Any failure to comply with applicable legal and regulatory
obligations could impact us in a variety of ways that include, but are not limited to, significant criminal, civil and
administrative penalties, including imprisonment of individuals, fines and penalties, denial of export privileges,
seizure of shipments, restrictions on certain business activities, and exclusion or debarment from government
contracting. Also, the failure to comply with applicable legal and regulatory obligations could result in the disruption
of our shipping, manufacturing and sales activities. Any material decrease in our international sales would adversely
affect our business, financial condition and results of operations.

In addition, our international sales operations expose us and our representatives, agents and distributors to risks
inherent in operating in foreign jurisdictions. These risks include, but are not limited to:

the imposition of additional U.S. and foreign governmental controls or regulations;

the imposition of costly and lengthy new export licensing requirements;

a shortage of high-quality sales people and distributors;

the loss of any key personnel that possess proprietary knowledge, or who are otherwise important to our success in
certain international markets;

changes in duties and tariffs, license obligations and other non-tariff barriers to trade;

the imposition of new trade restrictions;

the imposition of restrictions on the activities of foreign agents, representatives and distributors;

scrutiny of foreign tax authorities which could result in significant fines, penalties and additional taxes being imposed
on us;

pricing pressure that we may experience internationally;

changes in foreign currency exchange rates;

{aws and business practices favoring local companies;

political instability and actual or anticipated military or political conflicts;

financial and civil unrest worldwide;

fonger payment cycles; and

difficulties in enforcing or defending intellectual property rights.

The U.S. Foreign Corrupt Practices Act and similar worldwide anti-bribery laws in non-U.S. jurisdictions generally
prohibit companies and their intermediaries from promising or making improper payments to non-U.S. officials for
the purpose of obtaining an advantage to secure or retain business. Because of the predominance of
government-sponsored health care systems around the world, many of our customer relationships outside of the U.S.
are with governmental entities and are therefore subject to such anti-bribery laws. Our policies mandate compliance
with these anti-bribery laws. Despite our training and compliance programs, our internal control policies and
procedures may not always protect us from reckless or criminal acts committed by our employees or agents.
Violations of these laws, or allegations of such violations, could subject us to cash and non-cash penalties, disrupt our
operations, involve significant management distraction and result in a material adverse effect on our business,
financial condition and results of operations.

Our operations may be adversely impacted by our exposure to risks related to foreign currency exchange rates.

We market our products in certain foreign markets through our subsidiaries and other international distributors. The
related sales agreements may provide for payments in a foreign currency. While a majority of our sales are transacted
in U.S. Dollars, some of our sales agreements with foreign customers provide for payment in currencies other than the
U.S. Dollar. These foreign currency revenues, when converted into U.S. Dollars, can vary depending on average
exchange rates during a respective period. Specifically, during the fiscal year ended January 2, 2016, we estimate that
the strengthening of the U.S. Dollar, relative to the Euro, Japanese Yen, Swedish Krona, Canadian Dollar, British
Pound and Australian Dollar, negatively impacted our foreign currency revenues by $18.6 million, of which
approximately $4.2 million occurred during the fourth fiscal quarter. Similarly, certain of our foreign sales support
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subsidiaries transact business in their respective country’s local currency, which is also their functional currency. As a
result, expenses of these foreign subsidiaries when converted into U.S. Dollars can vary depending on average
monthly exchange rates during a respective period. We are also exposed to foreign currency gains or losses on
outstanding foreign currency denominated receivables and payables. When converted to U.S. Dollars, these
receivables and payables can vary depending on the monthly exchange rates at the end of the period. In addition,
certain intercompany transactions may give rise to realized and unrealized foreign currency gains or losses based on
the currency
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underlying such intercompany transactions. Accordingly, our operating results are subject to fluctuations in foreign
currency exchange rates.

The balance sheets of our foreign subsidiaries whose functional currency is not the U.S. Dollar are translated into U.S.
Dollars at the rate of exchange at the balance sheet date and the statements of operations and cash flows are translated
into U.S. Dollars using the average monthly exchange rate during the period. Any foreign exchange gain or loss as a
result of translating the balance sheets of our foreign subsidiaries whose functional currency is not the U.S. Dollar is
included in equity as a component of accumulated other comprehensive income (loss).

We currently do not hedge our foreign currency exchange rate risk. Should we decide in the future to hedge such
exchange rate risk by entering into forward contracts, these contracts may not mitigate the potential adverse impact on
our financial results due to the variability of timing and amount of payments under these contracts. In addition, our
failure to sufficiently hedge, forecast or otherwise manage such foreign currency risks properly could have a material
adverse effect on our business, financial condition and results of operations.

We currently manufacture our products at several locations and any disruption to or expansion of our manufacturing
operations could adversely affect our business, financial condition and results of operations.

We rely on our manufacturing facilities in Mexicali, Mexico; Irvine, California; Hudson, New Hampshire; and
Danderyd, Sweden. These facilities and the manufacturing equipment we use to produce our products would be
difficult to replace and could require substantial time to repair. Our facilities may be affected by natural or man-made
disasters. Earthquakes are of particular significance since some of our facilities are located in an earthquake-prone
area. We are also vulnerable to damage from other types of disasters, including power loss, attacks from extremist or
terrorist organizations, epidemics, communication failures, fire, floods and similar events. In the event that one of our
facilities was affected by a natural or man-made disaster, we would be forced to rely on third-party manufacturers if
we could not shift production to our other manufacturing facilities. Furthermore, our insurance for damage to our
property and the disruption of our business from casualties may not be sufficient to cover all of our potential losses
and may not continue to be available to us on acceptable terms, or at all. If we are forced to seek alternative facilities,
or if we voluntarily expand one or more of our manufacturing operations to new locations, we may incur additional
transition costs and we may experience a disruption in the supply of our products until the new facilities are available
and operating.

We also purchase materials and components from international sources. Any disruption in the supply of such
materials, including transportation or port delays, could adversely impact our manufacturing operations. Disruptions
may also occur as a result of local, regional and worldwide health risks. Such disruptions may include the inability to
manufacture and distribute our products due to the direct effects of illness on individuals or due to constraints on
supply and distribution that may result from either voluntary or government imposed restrictions.

Any disruption or delay at our manufacturing facilities, any expansion of our operations to additional locations, or any
changes in market conditions could create operational hurdles and have an adverse impact on our ability to produce
sufficient inventory of our products or may require us to incur additional expenses in order to produce sufficient
inventory, depending on changes in product demand. Furthermore, if we are unable to meet the demand of our
customers, our customers may cancel orders or purchase products from our competitors, which could adversely affect
our business, financial condition and results of operations. Conversely, if product demand decreases, we may be
unable to timely adjust our manufacturing cost structure, resulting in excess capacity, which would lower gross
product margins. Similarly, if we are unable to forecast demand accurately, we could be required to record charges
related to excess or obsolete inventory, which would also lower our gross margin.

Our suppliers may not supply us with a sufficient amount of materials and components or materials and components
of adequate quality.

We depend on sole or limited source suppliers for key materials and components of our noninvasive blood constituent
patient monitoring solutions, and if we are unable to obtain these components on a timely basis, we will not be able to
deliver our noninvasive blood constituent patient monitoring solutions to customers. Also, we cannot guarantee that
any of the materials or components that we purchase, if available at all, will be of adequate quality. From time to time,
there are industry-wide shortages of several electronic components that we use in our noninvasive blood constituent
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patient monitoring solutions. We may experience delays in production of our products if we fail to identify alternate
vendors for materials and components, or any parts supply is interrupted or reduced or there is a significant increase in
production costs, each of which could adversely affect our business, financial condition and results of operations.
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If we fail to comply with the reporting obligations of the Securities Exchange Act of 1934, as amended, and

Section 404 of the Sarbanes-Oxley Act of 2002, as amended, or if we fail to maintain adequate internal control over
financial reporting, our business, results of operations and financial condition and investors’ confidence in us could be
materially and adversely affected.

As a public company, we are required to comply with the periodic reporting obligations of the Securities Exchange
Act of 1934, as amended (the Exchange Act), including preparing annual reports, quarterly reports and current reports.
Our failure to prepare and disclose this information in a timely manner and meet our reporting obligations in their
entirety could subject us to penalties under federal securities laws and regulations of The NASDAQ Stock Market
LLC expose us to lawsuits and restrict our ability to access financing on favorable terms, or at all.

In addition, pursuant to Section 404 of the Sarbanes-Oxley Act of 2002, as amended (the Sarbanes-Oxley Act), we are
required to evaluate and provide a management report on our systems of internal control over financial reporting, and
our independent registered public accounting firm is required to attest to our internal control over financial reporting.
During the course of the evaluation of our internal control over financial reporting, we may identify areas requiring
improvement and may be required to design enhanced processes and controls to address issues identified through this
review. This could result in significant delays and costs to us and require us to divert substantial resources, including
management time, from other activities. In addition, if we fail to maintain the adequacy of our internal controls over
financial reporting, we may not be able to ensure that we can conclude on an ongoing basis that we have effective
internal control over financial reporting in accordance with the Sarbanes-Oxley Act. Moreover, effective internal
controls are necessary for us to produce reliable financial reports and are important to help prevent fraud. Any failure
to maintain compliance with the requirements of Section 404 of the Sarbanes-Oxley Act could result in the loss of
investor confidence in the reliability of our financial statements, which in turn could harm our business, negatively
impact the trading price of our stock, and adversely affect investors’ confidence in our company and our ability to
access capital markets for financing.

Changing laws and increasingly complex corporate governance and public disclosure requirements could have an
adverse effect on our business and operating results.

Changing laws, regulations and standards relating to corporate governance and public disclosure, including the
Sarbanes-Oxley Act, the Dodd-Frank Wall Street Reform and Consumer Protection Act (Dodd-Frank Act), the
California Transparency in Supply Chains Act, the UK Modern Slavery Act and new regulations issued by the SEC
and The NASDAQ Stock Market LLC, have and will create additional compliance requirements for companies such
as ours. To maintain high standards of corporate governance and public disclosure, we have invested in, and intend to
continue to invest in, reasonably necessary resources to comply with evolving standards.

For example, the Dodd-Frank Act includes provisions regarding “conflict minerals” (generally tin, tantalum, tungsten
and gold) that are mined in the Democratic Republic of Congo and adjoining countries (the DRC region), and similar
rules have been proposed in the European Union. Since certain of these conflict minerals are used in the manufacture
of our products, the Dodd-Frank Act provisions require us to undertake comprehensive due diligence to determine
whether conflict minerals used in our products, including any portion of our products manufactured by third parties,
financed or benefited armed groups in the DRC region. The rules also require us to file conflict mineral reports with
the SEC annually. We have incurred, and expect to continue to incur, additional costs to comply with these rules,
including costs related to determining the source of origin of conflict minerals used in our products. Given the
complexity of our supply chain, we may face difficulties if our suppliers are unwilling or unable to verify the origin of
all conflict minerals used in our products. Furthermore, our ongoing compliance with these rules could affect the
pricing, sourcing and availability of minerals used in the manufacture of our products. We may also encounter
challenges with our customers and stockholders if we are unable to certify that our products are free of conflict
minerals. To maintain high standards of corporate governance and public disclosure, we have invested in, and intend
to continue to invest in, reasonably necessary resources to comply with such evolving standards. These investments
have resulted in increased general and administrative expenses and a diversion of management time and attention
from revenue-generating activities and may continue to do so in the future.
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In addition, stockholder litigation surrounding executive compensation and disclosure of executive compensation has
increased with the passage of the Dodd-Frank Act. Furthermore, in recent years, our stockholders have not approved
our advisory vote on named executive officer compensation that is required to be voted on by our stockholders
annually pursuant to the Dodd-Frank Act. If we are involved in a lawsuit related to compensation matters or any other
matters not covered by our directors’ and officers’ liability insurance, we may incur significant expenses in defending
against such lawsuits, or be subject to significant fines or required to take significant remedial actions, each of which
could adversely affect our business, financial condition and results of operations.
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If product liability claims are brought against us, we could face substantial liability and costs.

The manufacture and sale of products using Masimo SET® and licensed rainbow® technology expose us to product
liability claims and product recalls, including, but not limited to, those that may arise from unauthorized off-label use,
which is use of a device in a manner outside the indications for use cleared by the FDA, malfunctions, design flaws or
manufacturing defects related to our products or the use of our products with incompatible components or systems.
For example, on April 21, 2014, an amended putative class action complaint was filed against us alleging product
liability and negligence claims in connection with pulse oximeters that we modified and provided at the request of the
study investigators for use in a randomized trial at the University of Alabama. On August 13, 2015, the Court granted
summary judgment in favor of Masimo, rejecting the claims. The plaintiffs have appealed the Court’s decision. While
we believe we have good and substantial defenses to the claims, there is no guarantee that we will ultimately prevail.
In addition, we cannot be certain that our product liability insurance will be sufficient to cover any or all damages or
claims asserted in this case or any other product liability claims that may be brought against us in the future.
Furthermore, we may not be able to obtain or maintain insurance in the future at satisfactory rates or in adequate
amounts to protect us against any product liability claims. Any losses that we may suffer from product liability claims,
and the effect that any product liability litigation may have upon the reputation and marketability of our technology
and products, together with the corresponding diversion of the attention of our key employees, may subject us to
significant damages and could adversely affect our business, financial condition and results of operations.

We may incur environmental and personal injury liabilities related to certain hazardous materials used in our
operations.

Our manufacturing processes involve the use, generation and disposal of certain hazardous materials and wastes,
including silicone adhesives, solder and solder paste, sealants, epoxies and various solvents such as methyl ethyl
ketone, acetone and isopropyl alcohol. As a result, we are subject to stringent federal, state and local laws relating to
the protection of the environment, including those governing the use, handling and disposal of hazardous materials
and wastes. We may incur significant costs to comply with environmental regulations.

Products that we sell in Europe are subject to regulation in the EU markets under the Restriction of the Use of
Hazardous Substances Directive (RoHS). RoHS prohibits companies from selling products that contain certain
hazardous materials, including lead, mercury, cadmium, chromium, polybrominated biphenyls and polybrominated
diphenyl ethers, in EU member states. In addition, the EU’s Registration, Evaluation, Authorization, and Restriction of
Chemicals Directive also restricts substances of very high concern in products. Complying with this regulation may
result in significant product transition costs, including potential risk to the carrying value of the related inventory, or
delays in sales of our products in the EU.

From time to time, new regulations are enacted and it is difficult to anticipate how such regulations will be
implemented and enforced. We continue to evaluate the necessary steps for compliance with environmental
regulations as they are enacted. Future environmental laws may significantly affect our operations by, for example,
requiring our manufacturing processes to be altered or requiring us to use different types of materials in manufacturing
our products. Any changes to our operations may increase our manufacturing costs, detrimentally impact the
performance of our products, add greater testing lead-times for product introductions or have other similar effects. In
our research and manufacturing activities, we use, and our employees may be exposed to, materials that are hazardous
to human health, safety or the environment. These materials and various wastes resulting from their use are stored at
our facility pending ultimate use and disposal. The risk of accidental injury to our employees or contamination from
these materials cannot be eliminated. In the event of such an accident, we could be held liable for any resulting
damages and any such liability could exceed our reserves. Although we maintain general liability insurance, we do not
specifically insure against environmental liabilities. If an enforcement action were to occur, our reputation and our
business and financial condition may be harmed, even if we were to prevail or settle the action on terms favorable to
us.

We rely significantly on information technology and any failure, inadequacy, interruption or security lapse of that
technology, including any cybersecurity incidents, could harm our ability to operate our business effectively.
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Increased global cybersecurity vulnerabilities, threats and more sophisticated and targeted cybersecurity attacks pose a
risk to the security of Masimo’s and our customers’, partners’, suppliers’ and third-party service providers’ products,
systems and networks, and the confidentiality, availability and integrity of any underlying information and data. Our
ability to effectively manage and maintain our internal business information, and to ship products to customers and
invoice them on a timely basis, depends significantly on our enterprise resource planning system and other
information systems. Portions of our information technology systems may experience interruptions, delays or
cessations of service or produce errors in connection with ongoing systems implementation work. In addition,
interfaces between our products and our customers’ computer network could provide additional opportunities for
cybersecurity attacks on us and our customers. The techniques used to attack computer systems are sophisticated,
change frequently and may originate from less regulated and remote areas of the world. Cybersecurity attacks in
particular are evolving and include, but are not limited to, malicious software, attempts to gain unauthorized access to
data and other electronic security breaches that could lead to disruptions in systems, misappropriation of confidential
or otherwise protected information and corruption of data. As a result, there can be no assurance that our protective
measures will prevent or
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detect security breaches that could have a significant impact on our business, reputation, financial condition and
results of operations. The failure of these systems to operate or integrate effectively with other internal, customer,
supplier or third-party service provider systems and protect the underlying information technology system and data
integrity, including from cyber-attacks, intrusions or other breaches or unauthorized access of these systems, or any
failure by us to remediate any such attacks or breaches, may also result in damage to our reputation or
competitiveness, delays in product fulfillment and reduced efficiency of our operations, and could require significant
capital investments to remediate any such failure, problem or breach, all of which could adversely affect our business,
financial condition and results of operations.

Our operating results may be adversely affected by unfavorable economic and market conditions.

Many of the countries in which we operate, including the U.S. and several of the members of the EU, have
experienced and continue to experience uncertain economic conditions. Our business or financial results may be
adversely impacted by these uncertain economic conditions, including: adverse changes in interest rates, foreign
currency exchange rates, tax laws or tax rates; inflation; contraction in the availability of credit in the marketplace due
to legislation or other economic conditions, which may potentially impair our ability to access the capital markets on
terms acceptable to us or at all; and the effects of government initiatives to manage economic conditions. In addition,
we cannot predict how future economic conditions will affect our critical customers, suppliers and distributors and any
negative impact on our critical customers, suppliers or distributors may also have an adverse impact on our results of
operations or financial condition.

Our Amended and Restated Credit Agreement contains certain covenants and restrictions that may limit our flexibility
in operating our business.

Our credit agreement dated January 8, 2016 (Amended and Restated Credit Agreement), contains various affirmative
covenants and restrictions that limit our ability to engage in specified types of transactions, including:

tncurring specified types of additional indebtedness (including guarantees or other contingent obligations);

paying dividends on, repurchasing or making distributions in respect of our common stock or making other
restricted payments, subject to specified exceptions;

making specified investments (including loans and advances);

selling or transferring certain assets;

ereating certain liens;

consolidating, merging, selling or otherwise disposing of all or substantially all of our assets; and

entering into certain transactions with any of our affiliates.

In addition, under our Amended and Restated Credit Agreement, we are required to satisfy and maintain specified
financial ratios and other affirmative covenants. Our ability to meet those financial ratios and affirmative covenants
could be affected by events beyond our control and, therefore, we cannot be assured that we will be able to continue to
satisfy these requirements. A breach of any of these ratios or covenants could result in a default under the Amended
and Restated Credit Agreement. Upon the occurrence of an event of default, our lenders could elect to declare all
amounts outstanding under our Amended and Restated Credit Agreement to be immediately due and payable,
terminate all commitments to extend further credit and pursue legal remedies for recovery, all of which could
adversely affect our business and financial condition. As of January 2, 2016, we had $185.0 million outstanding under
the Amended and Restated Credit Agreement and were in compliance with all applicable covenants.

Risks Related to Our Stock

Our stock price may be volatile, and your investment in our stock could suffer a decline in value.

There has been significant volatility in the market price and trading volume of equity securities, which is often
unrelated to the financial performance of the companies issuing the securities. These broad market fluctuations may
negatively affect the market price of our stock. From January 5, 2015 to December 31, 2015, our closing stock price
ranged from $25.52 to $43.61 per share. You may not be able to resell your shares at or above the price you paid for
them due to fluctuations in the market price of our stock caused by changes in our operating performance or prospects
and other factors.
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In addition to the other risk factors previously discussed above, there are many other factors that we may not be able
to control that could have a significant effect on our stock price. These include, but are not limited to:

actual or anticipated fluctuations in our operating results or future prospects;

our announcements or our competitors’ announcements of new products;

the public’s reaction to our press releases, our other public announcements and our filings with the SEC;
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strategic actions by us or our competitors, such as acquisitions or restructurings;

new laws or regulations or new interpretations of existing laws or regulations applicable to our business;

changes in accounting standards, policies, guidance, interpretations or principles;

changes in our growth rates or our competitors’ growth rates;

developments regarding our patents or proprietary rights or those of our competitors;

ongoing legal proceedings;

our inability to raise additional capital as needed;

eoncerns or allegations as to the safety or efficacy of our products;

changes in financial markets or general economic conditions, including the effects of recession or slow economic
growth in the U.S. and abroad;

sales of stock by us or members of our management team, our board of directors (Board) or certain institutional
stockholders; and

changes in stock market analyst recommendations or earnings estimates regarding our stock, other comparable
companies or our industry generally.

Concentration of ownership among our existing directors, executive officers and principal stockholders may prevent
new investors from influencing significant corporate decisions.

As of January 2, 2016, our current directors and executive officers and their affiliates, in the aggregate, beneficially
owned approximately 15.6% of our outstanding stock. Subject to any fiduciary duties owed to our other stockholders
under Delaware law, these stockholders may be able to exercise significant influence over matters requiring
stockholder approval, including the election of directors and approval of significant corporate transactions, and will
have some control over our management and policies. Some of these persons or entities may have interests that are
different from yours. For example, these stockholders may support proposals and actions with which you may
disagree or which are not in your best interests. The concentration of ownership could delay or prevent a change in
control of us, or otherwise discourage a potential acquirer from attempting to obtain control of us, which in turn could
reduce the price of our stock. In addition, these stockholders could use their voting influence to maintain our existing
management and directors in office or support or reject other management and Board proposals that are subject to
stockholder approval, such as amendments to our employee stock plans and approvals of significant financing
transactions.

You could experience substantial dilution of your investment as a result of subsequent exercises of our outstanding
options, vesting of outstanding restricted stock units (RSUs) or the grant of future equity awards by us.

As of January 2, 2016, approximately 15.9 million shares of our common stock were reserved for future issuance
under our two equity incentive plans, approximately 9.2 million of which were subject to options outstanding as of
that date at a weighted-average exercise price of $25.46 per share and approximately 2.7 million of which were
subject to outstanding RSUs. To the extent outstanding options are exercised or outstanding RSUs vest, our existing
stockholders may incur dilution. We rely on equity awards to motivate current employees and to attract new
employees. The grant of future equity awards by us to our employees and other service providers may further dilute
our stockholders.

Future resales of our stock, including those by our insiders and a few investment funds, may cause our stock price to
decline.

A significant portion of our outstanding shares are held by our directors, our executive officers and a few investment
funds. Resales by these stockholders of a substantial number of such shares, announcements of any proposed resale of
substantial amounts of our stock or the perception that substantial resales may be made, could significantly reduce the
market price of our stock. Some of our directors and executive officers have entered into Rule 10b5-1 trading plans
pursuant to which they have arranged to sell shares of our stock from time to time in the future. Generally, these sales
require public filings. Actual or potential sales by these insiders, including those under a pre-arranged Rule 10b5-1
trading plan, could be interpreted by the market as an indication that the insider has lost confidence in our stock and
reduce the market price of our stock.
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We have registered and expect to continue to register shares reserved under our equity plans pursuant to Registration
Statements on Form S-8. All shares issued pursuant to a Registration Statement on Form S-8 can be freely sold in the
public market upon issuance, subject to restrictions on our affiliates under Rule 144. If a large number of these shares
are sold in the public market, the sales could reduce the trading price of our stock.
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Our corporate documents and Delaware law contain provisions that could discourage, delay or prevent a change in
control of our company, prevent attempts to replace or remove current management and reduce the market price of our
stock.

Provisions in our amended and restated certificate of incorporation and amended and restated bylaws may discourage,
delay or prevent a merger or acquisition involving us that our stockholders may consider favorable. For example, our
amended and restated certificate of incorporation authorizes our Board to issue up to 5.0 million shares of “blank check”
preferred stock. As a result, without further stockholder approval, our Board has the authority to attach special rights,
including voting and dividend rights, to this preferred stock, including pursuant to a stockholder rights plan. With
these rights, preferred stockholders could make it more difficult for a third-party to acquire us. In addition, our
amended and restated certificate of incorporation provides for a staggered board of directors, whereby directors serve
for three year terms, with one-third of the directors coming up for reelection each year. A staggered Board will make it
more difficult for a third-party to obtain control of our Board through a proxy contest, which may be a necessary step
in an acquisition of us that is not favored by our Board.

We are also subject to anti-takeover provisions under the General Corporation Law of the State of Delaware. Under
these provisions, if anyone becomes an “interested stockholder,” we may not enter into a “business combination” with that
person for three years without special approval, which could discourage a third-party from making a takeover offer
and could delay or prevent a change in control of us. For purposes of these provisions, an “interested stockholder”
generally means someone owning 15% or more of our outstanding voting stock or an affiliate of ours that owned 15%
or more of our outstanding voting stock during the past three years, subject to certain exceptions as described in the
General Corporation Law of the State of Delaware.

We may elect not to declare cash dividends on our stock, may elect to only pay dividends on an infrequent or irregular
basis, or may elect not to make any additional stock repurchases. As a result, any return on your investment may be
limited to the value of our stock. In addition, the payment of any future dividends or the repurchase of our stock might
limit our ability to pursue other growth opportunities.

Our Board may from time to time declare, and we may pay, dividends on our outstanding shares in the manner and
upon the terms and conditions provided by law. However, we may elect to retain all future earnings for the operation
and expansion of our business, rather than paying cash dividends on our stock. Any payment of cash dividends on our
stock will be at the discretion of our Board and will depend upon our results of operations, earnings, capital
requirements, financial condition, business prospects, contractual restrictions and other factors deemed relevant by our
Board. In addition, under certain circumstances, our Amended and Restated Credit Agreement may limit or restrict
our ability to pay cash dividends. In the event our Board declares any dividends, there is no assurance with respect to
the amount, timing or frequency of any such dividends.

In September 2015, our Board authorized a new stock repurchase program, whereby we may purchase up to 5.0
million shares of our common stock over a period of up to three years. As of January 2, 2016, approximately 4.4
million shares remained available for repurchase under this program. Any repurchase of our common stock will be at
the discretion of a committee comprised of our Chief Executive Officer and Chief Financial Officer, and will depend
on several factors, including, but not limited to, results of operations, capital requirements, financial conditions,
available capital from operations or other sources and the market price of our common stock. Therefore, there is no
assurance with respect to the amount, price or timing of any such repurchases. We may elect to retain all future
earnings for the operation and expansion of our business, rather than repurchasing additional outstanding shares. In
addition, under certain circumstances, our Amended and Restated Credit Agreement may limit or restrict our ability to
repurchase our stock. In the event we pay dividends, or make any stock repurchases in the future, our ability to finance
any material expansion of our business, including through acquisitions, investments or increased capital spending, or
to fund our operations, may be limited. In addition, any repurchases we may make in the future may not prove to be at
optimal prices. Our Board may modify or amend our stock repurchase program at any time at its discretion without
stockholder approval.

ITEM 1B.UNRESOLVED STAFF COMMENTS

None.
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ITEM 2.PROPERTIES

We own an approximate 213,400 square foot property located in Irvine, California that houses our corporate
headquarters and U.S. research and development activities. We continue to lease and occupy various buildings in
Irvine, California approximating a total of 147,700 square feet for product manufacturing, warehousing, distribution
and sales support operations. These leases expire from November 2016 through November 2026. We also operate
approximately 149,000 square feet of space in Mexicali, Mexico, for the manufacture of our products under a shelter
labor agreement with Industrial Vallera de Mexicali, S.A. de C.V. IVEMSA). IVEMSA leases this manufacturing
space directly from the owner of the property under an agreement that expires in December 2020.
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In June 2015, we completed the purchase of a previously leased 90,000 square foot facility in Hudson, New
Hampshire, which is used to manufacture advanced light emitting diodes and other advanced component-level
technologies, as well as warehousing and administrative operations.

Our international headquarters are located in approximately 10,000 square feet of leased office space in Neuchatel,
Switzerland. This office space is focused on operations that include sales, marketing, customer service and other
administrative functions. In addition, we currently lease approximately 18,200 square feet of space in Montreal,
Canada, which we use primarily for research, development, sales and marketing activities. We also lease
approximately 16,400 square feet in Danderyd, Sweden, primarily for manufacturing, research, development and
administrative functions related to our capnography and gas monitoring products. Our operations in Tokyo, Japan, are
located in approximately 12,000 square feet of leased space that we use for sales, marketing, customer service,
administrative and warehousing operations. We also maintain a number of small sales offices throughout Europe,
Asia, India and Australia. We believe that our existing facilities are adequate to meet our needs and that existing needs
and future growth can be accommodated by leasing alternative or additional space.

ITEM 3.LEGAL PROCEEDINGS

The information set forth in Note 15 to our accompanying consolidated financial statements under the caption
“Litigation” included in Part IV, Item 15(a) of this Annual Report on Form 10-K is incorporated herein by reference.
ITEM 4.MINE SAFETY DISCLOSURES

Not applicable.
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PART II

MARKET FOR REGISTRANT’S COMMON EQUITY, RELATED STOCKHOLDER MATTERS AND
ISSUER PURCHASES OF EQUITY SECURITIES

Market Information

Our stock is traded on the NASDAQ Global Select Market under the symbol “MASI”. The following table sets forth the
high and low closing sales price of our stock for the periods indicated.

ITEM 5.

Fiscal 2015 Fiscal 2014
High Low High Low
Fiscal:
First Quarter $33.45 $25.52 $31.88 $25.37
Second Quarter $39.73 $33.76 $27.90 $22.03
Third Quarter $43.61 $37.61 $24.64 $20.69
Fourth Quarter $43.12 $38.12 $27.00 $21.07

The above quotations reflect inter-dealer prices, without retail markup, markdown or commission, and may not
necessarily represent actual transactions.

As of February 5, 2016, the closing price of our stock on the NASDAQ Global Select Market was $35.19 per share,
and the number of stockholders of record was 35. We believe that the number of beneficial owners is substantially
greater than the number of record holders because a large portion of our stock is held of record through brokerage
firms in “street name.”

Stock Performance Graph

The following stock performance graph and related information shall not be deemed “soliciting material” or to be “filed”
with the SEC, nor shall such information be incorporated by reference into any future filing under the Securities Act
or Exchange Act, except to the extent that we specifically incorporate it by reference into such filing.

The following stock performance graph compares total stockholder returns for Masimo Corporation from January 1,
2011 through January 2, 2016 against the NASDAQ Market Composite Index and NASDAQ Medical Equipment
Index, assuming a $100 investment made on January 1, 2011. Each of the two comparative measures of cumulative
total return assumes reinvestment of dividends. The stock performance shown on the graph below is not necessarily
indicative of future price performance.
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COMPARISON OF 5 YEAR CUMULATIVE TOTAL RETURN*

Among Masimo Corporation, the NASDAQ Market Composite Index, and

the NASDAQ Medical Equipment Index

*$100 invested on 01/01/11 in stock or 01/04/10 in index, including reinvestment of dividends. Indexes calculated on
month-end basis.

Dividend Policy

Future determination as to the payment of cash (or stock) dividends will be at the discretion of our board of directors
(Board) and will depend upon our results of operations, earnings, capital requirements, financial condition, business
prospects, contractual restrictions and other factors deemed relevant by our Board.

Stock Repurchase Program

In February 2013, our Board authorized the repurchase of up to 6.0 million shares of common stock under a stock
repurchase program. In October 2014, our Board increased the number of shares of our common stock authorized for
repurchase by 3.0 million shares, bringing the total number of shares of our common stock authorized for repurchase
under such program to 9.0 million. This repurchase program terminated pursuant to its terms in September 2015 when
all of the authorized 9.0 million shares had been repurchased.

In September 2015, our Board authorized a new stock repurchase program, whereby we may purchase up to 5.0
million shares of our common stock over a period of up to three years. The stock repurchase program may be carried
out at the discretion of a committee comprised of our Chief Executive Officer and Chief Financial Officer through
open market purchases, one or more Rule 10b5-1 trading plans, block trades and in privately negotiated transactions.
Any repurchases will be subject to the availability of stock, general market conditions, the trading price of the stock,
available capital, alternative uses for capital and our financial performance. We paid for prior repurchases of stock
with available cash and cash equivalents as well as borrowings under our revolving credit agreement.
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During the year ended January 2, 2016, we repurchased approximately 4.1 million shares under our stock repurchase
programs at an average cost of $37.36 per share, totaling approximately $155.0 million. The total remaining shares
authorized for repurchase under this stock repurchase program approximated 4.4 million shares as of January 2, 2016.
The following table provides the stock repurchase activities for the three months ended January 2, 2016 and January 3,
2015; and for the years ended January 2, 2016, January 3, 2015 and December 28, 2013 (in thousands, except per
share amounts):

Three Months Ended Twelve Months Ended

January 2, 2016 January 3, 2015 January 2, 2016 January 3, 2015 12)()elc3ember 28,
Shares repurchased) 603 28 4,148 4,455 1,000
Average cost per share $41.15 $21.01 $37.36 $23.00 $19.79
Value of shares $24.810 $581 $154,967 $102.453 $19,791

repurchased)

()’ Amounts in thousands.

The following table provides the stock repurchase activities for each fiscal month during the three months ended
January 2, 2016:
Total Number  Maximum

of Shares Number of
Total Number Average Price Purchased as Shares that May
Period of Shares Per Share( Part of Publicly Yet Be
Purchased® Announced Purchased
Plans or Under the Plans
Programs®) or Programs())
October 4, 2015 to October 31, 2015 — $— — 5,000
November 1, 2015 to November 28, 2015 — — — 5,000
November 29, 2015 to January 2, 2016 603 41.15 603 4,397
Total 603 $41.15 603 4,397

()" Amounts in thousands.

(@) Price shown includes commissions and any other costs incurred to purchase the shares.

3) In September 2015, our Board authorized a stock repurchase program whereby we may purchase up to 5.0 million
shares of our common stock over a period of three years.

ITEM 6.SELECTED FINANCIAL DATA

The following tables reflect selected financial data derived from our consolidated financial statements for each of the

last five years. The consolidated statement of operations data for the years ended January 2, 2016, January 3, 2015 and

December 28, 2013 and the consolidated balance sheet data as of January 2, 2016 and January 3, 2015 were derived

from our audited consolidated financial statements included in this Annual Report on Form 10-K. The consolidated

statement of comprehensive income data for the years ended December 29, 2012 and December 31, 2011, and the

consolidated balance sheet data as of December 28, 2013, December 29, 2012 and December 31, 2011 were derived

from our audited consolidated financial statements that are not included in this Annual Report on Form 10-K.

Historical results are not necessarily indicative of future results. The selected financial data set forth below should be

read in conjunction with our consolidated financial statements, the related notes and Item 7 - “Management’s Discussion

and Analysis of Financial Condition and Results of Operations” included elsewhere in this Annual Report on Form

10-K.
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Year ended Yearended Year ended
Year ended Year ended
December  December  December
January 2,  January 3,
2016 2015 28, 29, 31,
2013 2012 2011
(dollars in thousands)
Statement of Operations():
Revenue:
Product $599,334 $556,764 $517,429 $464,928 $406,487
Royalty 30,777 29,879 29,816 28,305 32,501
Total revenue 630,111 586,643 547,245 493,233 438,988
Cost of goods sold 220,128 195,864 188,418 166,982 144,854
Gross profit 409,983 390,779 358,827 326,251 294,134
Operating expenses:
Selling, general and administrative 252,725 241,016 215,469 193,948 169,205
Research and develo