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SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS

The following discussion and analysis should be read in conjunction with our audited consolidated financial statements and the related notes that appear
elsewhere in this Annual Report on Form 10-K. This Annual Report on Form 10-K contains “forward-looking statements” within the meaning of Section 21E
of'the Securities Exchange Act of 1934, as amended, or the Exchange Act, particularly in Part I, Item 1: “Business,” Part I, Item 1 A: “Risk Factors” and Part 2,
Item 7: “Management’s Discussion and Analysis of Financial Condition and Results of Operations.” These statements are often identified by the use of words
such as “may,” “will,” “expect,” “believe,” “anticipate,” “intend,” “could,” “should,” “estimate,” “plan” or “continue,” and similar expressions or variations.
All statements other than statements of historical fact could be deemed forward-looking, including, but not limited to: any projections of financial
information; any statements about historical results that may suggest trends for our business; any statements of the plans, strategies, and objectives of
management for future operations; any statements of expectation or beliefregarding future events, technology developments, our products, product sales,
expenses, liquidity, cash flow, market growth rates or enforceability of our intellectual property rights and related litigation expenses; and any statements of
assumptions underlying any of the foregoing. Such forward-looking statements are subject to risks, uncertainties and other factors that could cause actual
results and the timing of certain events to differ materially from future results expressed or implied by such forward-looking statements. Accordingly, we
caution you not to place undue reliance on these statements. Particular uncertainties that could affect future results include: our ability to achieve or maintain
profitability; our ability to obtain substantial additional capital that may be necessary to expand our business; our ability to maintain internal control over
financial reporting; our dependence on, and need to attract and retain, key management and other personnel; our ability to obtain, protect and enforce our
intellectual property rights; potential advantages that our competitors and potential competitors may have in securing funding or developing products;
business interruptions such as earthquakes and other natural disasters; our ability to comply with laws and regulations; potential product liability claims; and
our ability to use our net operating loss carryforwards to offset future taxable income. For a discussion of some of the factors that could cause actual results to
differ materially from our forward-looking statements, see the discussion on risk factors that appear in Part I, Item 1A: “Risk Factors” of this Annual Report on
Form 10-K and other risks and uncertainties detailed in this and our other reports and filings with the Securities and Exchange Commission, or SEC. The
forward-looking statements in this Annual Report on Form 10-K represent our views as of the date of this Annual Report on Form 10-K. We anticipate that
subsequent events and developments will cause our views to change. However, while we may elect to update these forward-looking statements at some point
in the future, we have no current intention of doing so except to the extent required by applicable law. You should, therefore, not rely on these forward-
looking statements as representing our views as of any date subsequent to the date of this Annual Report on Form 10-K.

” 2



PART I

ITEM 1. BUSINESS
BUSINESS

Company Overview

We are a diversified healthcare company that develops and commercializes innovative diagnostics, devices and therapeutics addressing unmet
medical needs. We have a number of commercial products based on our proprietary technologies, including those which utilize precision metering of gas
flow. Our most recent product to launch commercially is Serenz® Allergy Relief, or Serenz, which has a CE Mark certification for sale in the European Union,
or E.U. Serenz is a proprietary handheld device that delivers non-inhaled CO2 topically to the nasal mucosa. Serenz is used only when needed, and does not
need to be used on a regular basis. We are also selling the CoSense® End-Tidal Carbon Monoxide (ETCO) Monitor, or CoSense, measures ETCO and aids in
the detection of excessive hemolysis, a condition in which red blood cells degrade rapidly. When present in neonates with jaundice, excessive hemolysis is a
dangerous condition which can lead to adverse neurological outcomes. CoSense is 510(k) cleared for sale in the U.S. and received CE Mark certification for
sale in the E.U.

We also develop and market innovative pulmonary resuscitation solutions for the inpatient and ambulatory neonatal markets through our wholly
owned subsidiary NeoForce, Inc., or NFL. NFI’s primary product is the NeoPip T-piece resuscitator and related consumable, which delivers consistent pre-set
inspiratory pressure and positive end-expiratory pressures. Other products include temperature probes, scales, surgical tables and patient surfaces.

Our therapeutic technology involves the use of precisely metered nasal carbon dioxide, or CO2, for the potential relief of symptoms related to
various diseases. Several randomized placebo controlled trials have shown its efficacy in the symptomatic treatment of allergic rhinitis, and we continue to
evaluate our options to further develop this product. In addition, we are pursuing new initiatives for the development of this technology for the treatment of
trigeminally-mediated pain disorders such as cluster headache and trigeminal neuralgia, or TN. We also have orphan drug designation for our nasal, non-
inhaled CO2 technology for the treatment of TN. We have filed an investigational new drug, or IND, application with the U.S Food and Drug Administration,
or FDA, and started enrolling TN patients in a pilot clinical trial in 2016.

Our research and development efforts are primarily focused on additional products based on our Sensalyze Technology Platform, a portfolio of
proprietary methods and algorithms which enables CoSense and can be applied to detect a variety of analytes in exhaled breath, as well as other products for
the neonatology market. Our current development pipeline includes proposed diagnostic devices for asthma in children, assessment of blood CO2
concentration in neonates and malabsorption. We may also license elements of our Sensalyze Technology Platform to other companies that have
complementary development or commercial capabilities.

Serenz Allergy Relief

Allergic rhinitis, or AR, which is commonly and colloquially referred to as “allergies,” is characterized by symptoms that are often episodic and
include nasal congestion, itching, sneezing and runny nose. It is one of the most common ailments in the western world and is growing rapidly, making AR
one of the largest potential pharmaceutical markets. There are approximately 39 million sufferers in the U.S. and 48 million in France, Germany, Italy, Spain
and the United Kingdom, and an additional 36 million in Japan, according to research firm GlobalData. Prevalence of AR is growing rapidly in the developed
world. The most common AR drug therapies include antihistamines and intranasal steroids. Leukotriene inhibitors and other drugs are also currently
prescribed to AR patients. Several of these drugs have generated sales in excess of $1 billion per year as branded products. However, these products have
significant limitations and AR sufferers remain dissatisfied with the available treatments. Thus, there is a need for a more effective treatment with a faster
onset of action and improved safety profile.

AR is a cause of significant morbidity in spite of available treatments. According to the Allergies In America Survey conducted in 2006, most AR
sufferers reported themselves to be less than “very satisfied” with the products they were taking for allergy relief. Fifty-two percent reported they had suffered
from impaired work performance or missed work due to their AR symptoms even though 69% had used medication at some point in the prior four weeks.
Current treatments provide incomplete relief from symptoms and have significant side effects such as drowsiness.



Serenz is based upon the observation that non inhaled CO2 delivered at a low-flow rate into the nasal cavity, alleviates the symptoms of AR by
cleansing the nasal mucosa. Serenz is a convenient, hand-held device that delivers low-flow CO2 to the nasal mucosa. It contains a pressurized canister of
gas, with approximately enough gas to dose as-needed for one to two weeks. The device is disposable and engineered for ease of use. Our proprietary
technology ensures very precise control of aspects such as flow rate and volume, which we believe are both critical to achieve the desired clinical
performance.

In our clinical trials to date, Serenz has shown a statistically significant effect within 30 minutes and is well tolerated. We believe that such a
therapeutic benefit will position Serenz to be a potential first-line treatment for any AR sufferer. Contrary to dosing with commonly used medications such as
antihistamines and nasal steroids, which must be dosed on a regular basis regardless of the presence of symptoms, Serenz is used on an as-needed basis and
only when symptoms are present.

One Serenz device contains enough gas for approximately 20 doses, which we believe will treat AR for an average of one to two weeks, depending
on frequency of use. We have not determined final pricing for Serenz, but expect to price it at a premium to existing therapies for AR due to the benefits we
believe the product provides to patients over such therapies.

Based on clinical trials to date, we believe Serenz exhibits the ideal characteristics of an AR therapeutic, including:

. Rapid relief

. Relief from all nasal symptoms

. Mild side effect profile

. No known long-lasting side effects
. Locally acting

. Non-sedating

. Non-steroidal

. Usable on an as-needed basis

Clinical Trials of Serenz in Allergic Rhinitis

We have conducted six randomized, controlled clinical trials involving 975 patients, testing the safety and effectiveness of nasal CO, in treating the
symptoms of AR. Four of these clinical trials were in patients with seasonal AR, or SAR, and two of these clinical trials was in patients with perennial AR, or
PAR. In addition, GlaxoSmithKline conducted a trial in 147 patients to assess the consumer appeal of Serenz for patients with nasal congestion. The trials
using the as-needed approach showed statistically significant and clinically meaningful effects in both SAR and PAR. The effect is seen on each of the
individual nasal and non-nasal symptoms, with as little as a 10 second per nostril application of Serenz. Given the rapid onset and generally mild side effect
profile, we believe Serenz is ideally suited for marketing to patients for use on an as-needed basis.

These studies show statistically significant and clinically meaningful effects in both SAR and PAR. The effect is seen on each of the individual nasal
and non-nasal symptoms, with as little as a 10 sec/nostril application. The magnitude of the effect appears to be substantially larger than that of
antihistamines and in the range of that seen with intranasal corticosteroids. Given the rapid onset and benign side effect profile, Serenz is ideally suited for
use on an as-needed basis.

The As-Needed Only Treatment Paradigm

The traditional therapeutics used for the symptomatic treatment of AR have left a significant unmet need in this population. These agents (mostly
antihistamines and nasal steroids) are approved for use on a scheduled basis (once a day, twice a day, etc.). This is counter-intuitive given that the symptoms
of AR are typically episodic (such as when a subject is exposed to a pollen when they step outdoors in allergy season). The reason for chronic treatment of
this episodic disorder is that the available treatments for AR take too long to act. Antihistamines typically take hours to have an effect. They are not very
effective and the efficacy decreases further over time for patients and as exposure to allergens continues (whether seasonal or perennial). In addition,
antihistamines in general do not have any effect on congestion. Nasal steroids can take days before onset of effect. While they are more efficacious than
antihistamines, they must be taken regularly during the allergy season (or indefinitely for perennial allergies). In addition, they have bothersome side effects
and are associated with the perception issues



that relate to steroid use in general. What is needed is a treatment that can act rapidly — so that it can be taken only when needed. In addition, it should not
have any lasting or significant side effects. Serenz has the characteristics of such a treatment.

Serenzg as an As-Needed Only Application

The targeted indication as-needed use is supported by the following studies:

SAR-2005—This was the first randomized, placebo-controlled trial in subjects with SAR. Symptomatic subjects were treated with a single
application of active (nasal CO,) or placebo 60 sec/nostril one time. Symptoms were measured just before and at several time points after
the treatment. Statistically significant improvements in symptoms were noted as early as 10 minutes, lasting for as long as 24 hours.

C211 (PAR)—This was a randomized, placebo-controlled trial in subjects with PAR. Symptomatic subjects were treated with a single
application of active or placebo. Subjects were assigned to one of six treatment groups: CO, at 5 mL/sec for 10 sec/nostril, CO, at 10
mL/sec for 10 sec/nostril, CO, at 5 mL/sec for 30 sec/nostril, CO, at 10 mL/sec for 30 sec/nostril, placebo for 10 sec/nostril, and placebo for
30 sec/nostril in a 2:2:2:2:1:1 ratio. Symptoms were measured just before and at several time points after the treatment. Statistically
significant improvements in symptoms were noted at 30 minutes in the CO, at 10 mL/sec for 10 sec/nostril group. There was sustained (4-6
hours) relief of symptoms in this group.

C216 (SAR)—This was the first multi-application, randomized, placebo-controlled trial in which the nasal CO, device was used as needed
in subjects with SAR. Subjects applied active or placebo 10 sec/nostril only as needed up to six times a day for 14 days. Symptoms were
measured just before and at 30 minutes after each treatment during the 14-day treatment period. Statistically significant improvements
(p<0.0001) in symptoms were noted at 30 minutes after each treatment during the 14-day treatment period. These results show that the nasal
CO; device is effective for the prn treatment of SAR symptoms. The effect is rapid and the effect size is large.

Scheduled Dosing Studies with Serenz

Other studies conducted for AR have evaluated the more traditional paradigm of scheduled dosing. Effectiveness measurements in these studies,
based on a Guidance Document published by the FDA, are recorded in the moming and evening, regardless of the time of the treatment or pre-treatment
symptoms. These measurements therefore reflect the overall symptomatic relief during the day as opposed to measuring the true effect of a treatment.
Measurement of post-treatment scores in this scheduled dosing paradigm show the efficacy to be predictably lacking since pretreatment scores are low
(subjects treat when they are scheduled to, regardless of whether they need to based on worse symptoms). The following two studies evaluated twice a day
and four times a day scheduled dosing in subjects with SAR:

Safety of Serenz

C215 (SAR)—This was the first multi-application, randomized, placebo-controlled trial in subjects with SAR.Significantly symptomatic
subjects were treated with a multi-application of active or placebo 10 sec/nostril two times a day for 14 days. Symptoms were measured just
before the treatment. Prior to initiating the 14-day treatment period, subjects applied either active or placebo 10 sec/nostril in the clinic.
Symptoms were measured just before and at several time points after this initial application. There were no statistically significant
improvements in TNSS during the 14-day treatment period. However, a statistically significant improvement in symptoms was noted at 30
minutes and persisted for 6 hours after the first application, once again supporting the paradigm of as needed only use.

C218 (SAR)—This was a multi-application, randomized, placebo-controlled trial in which the nasal CO2 device was used four times a day
in subjects with SAR. Significantly symptomatic subjects applied active or placebo 10 sec/nostril four times a day for 14 days. Symptoms
were measured just before and at 30 minutes after the treatment during the 14-day treatment period. There were no statistically significant
improvements in TNSS during the 14-day treatment period. Predictably, the average pre-treatment symptoms were low in this study- which
may have been the primary driver of the lack of response.

There were no application-related or device-related serious adverse events in any of the clinical trials conducted. Adverse events were generally mild
and application-related, and resolved immediately upon cessation of application. The most common adverse events were transient nasal sensation and tearing
of'the eyes, or lacrimation, that lasted for the duration ofthe application only.



The nasal sensation commonly encountered during these clinical trials was described by patients differently, and ranges from tingling to burning to
pain. We also observed that these sensations were generally not severe enough for patients to discontinue use of nasal CO,, and for more than 1,000 patients
treated in all of the AR clinical trials, only six patients discontinued use of nasal CO, due to an adverse event. We believe that these clinical trials provide
evidence that gentle cleansing of the nasal mucosa with Serenz is safe, acts locally and provides rapid relief of allergy symptoms.

Serenz Regulatory Status
We have CE Mark certification for Serenz.

The approval route for Serenz in the U.S. may be through a drug-device combination approval ora device approval. In the case of a drug-device
combination, a new drug application, or NDA, filing with the FDA will be required. Additional randomized, controlled clinical trials may be necessary to
obtain approval. Ifit is a device approval pathway, it may be either via the premarket approval application process, a de novo 510(k) pathway, or traditional
510(k). We are currently reviewing regulatory pathway options including the possibility of marketing Serenz as a Class I, 510(k) exempt device in the U.S.

Market opportunity

Independent market research has confirmed that nearly 23% of the population in the U.K., France, Germany, Italy and Spain suffers from AR. An
estimated 9% of'the population is being treated by their physician, and 2% self-treats for allergies. Greater than 75% of physician-treated patients and 100%
of self- treated individuals use over the counter, or OTC, allergy products as part of their regimen, resulting in the OTC market segment for adults aged 18 or
older at approximately 25 million people in these five countries. Quantitative market research in three major European countries was conducted to determine
the level of consumer interest in an OTC allergy relief product with the benefits of Serenz. Despite many lower priced treatment options available to
consumers, approximately 27% of those surveyed indicated a willingness to pay a premium for a product like Serenz. We believe that the population of
consumers willing to pay a premium for an OTC allergy product to be the market opportunity for Serenz.

The length of allergy season varies across Europe, but on average, it ranges from April to September. Allergy season is weather dependent, and a
cold, rainy season can naturally improve symptoms for many sufferers, reducing the need for OTC
treatments. Based on our research, we expect that consumers will treat themselves two to three times per day during the course of allergy season. Both
previous market research and current experience with our UK. pilot test market show strong product satisfaction and repurchase rates. We expect
approximately 75% of individuals who try Serenz to repurchase the product throughout the duration of allergy season.

Although some allergy sufferers experience symptoms throughout the year, we plan to focus our sales and marketing efforts on seasonal AR which
represents the vast majority of treatment needs. We plan to generate awareness through direct to consumer, or DTC, marketing through internet and social
media advertising campaigns and through pharmacy marketing channels. We do not have plans for physician marketing in 2017, which may limit our ability
to create demand with physician-treated patients. We have seen positive feedback from DTC customers in the U.K. who value the format and delivery system
of Serenz for rapid allergy relief, and we believe we can reach a significant portion of the OTC audience through the DTC and pharmacy channels.

Sales and Marketing

In the second quarter of 2016, we initiated a pilot launch of Serenz in the U.K and Ireland. We entered into distribution
agreements with UK-based pharmacy chains, Paydens Group and Weldricks Pharmacy Limited, providing access to more than
retail pharmacy locations in the UK, as well as through their respective online website sales channel.

In Ireland, we entered into a distribution agreement with Medinutrix, a leading developer of OTC health products and natural therapies. Under the
terms of the agreement, Medinutrix is initially providing Serenz to 25 community pharmacies as part of the pilot launch in Ireland.

Serenz market segmentation will focus on allergy sufferers who wish to try a solution that is:
. Local topical and safe treatment

. Only used as needed



. Well-tolerated side effect profile (side effects, if they occur, are transient and resolve once cleansing is done

. Rapid relief
. Portable and convenient
. Affordable

We plan to pursue additional pilot sales launches in select geographies through leading local and regional distributors and retailers. We also plan to
engage consumers with geography-focused, direct to consumer marketing efforts utilizing digital and traditional media to optimize our media mix and
consumer messaging.

Pricing

Since Serenz offers a number of benefits to allergy sufferers over existing treatment regiments, we plan to price the product at a premium relative to
other OTC therapies. Our market research has identified a large segment of allergy sufferers who are willing to pay a premium for rapid, as needed relief with
convenient, no-mess delivery. Our marketing efforts will focus on targeting and growing awareness with the segment of allergy sufferers willing to pay a
premium. In some of the E.U. markets such as the UK., consumers pay very little out-of-pocket for allergy medication, which may slow our ability to grow
uptake with a premium price. Our commercial strategy will focus on out-of-pocket OTC sales, with no plans to apply for reimbursement until 2018.

Competition

The main competitors in the space are oral and nasal antihistamines and nasal steroids. Oral antihistamines (such as Claritin, Clarinex, Cetrizine,
etc.) account for a substantial proportion ofthe OTC market. Prescription as well as OTC nasal steroids (Rhinocort, Budesonide, Nasocort, etc.) are commonly
used as well. Other pharmaceutical products such as leukotriene inhibitors are also prescribed and nasal saline rinses are are also widely available OTC.

CoSense

CoSense is our first Sensalyze Technology Platform product to receive 510(k) clearance from the FDA and CE Mark
certification. CoSense measures ETCO, which can be elevated due to endogenous causes such as excessive breakdown ofred blood cells, or hemolysis, or
exogenous causes such as CO poisoning and smoke inhalation. Our first target market is for the use of ETCO measurements to aid in detection of hemolysis
in neonates, a disorder in which CO and bilirubin are produced in excess as byproducts of the breakdown of red blood cells. Hemolysis can place neonates at
high risk for hyperbilirubinemia and resulting neurodevelopmental disability. The AAP recommends the use of ETCO monitoring to evaluate neonates for
hemolysis, but, other than CoSense, there is no device currently on the market as accurate as CoSense for physicians to effectively monitor ETCO in clinical
practice.

Hemolysis and Bilirubin

We estimate that approximately one third of the 9.2 million newboms in the U.S. and E.U. each year are at risk for hemolysis under current practice,
representing approximately 3.1 million newboms. We believe that many of these newborns are tested for hemolysis, but using relatively inaccurate and/or
invasive diagnostic methods. Retrospective analysis of data, including data from over 54,000 newborns compiled by the Collaborative Perinatal Project
sponsored by the National Institutes of Health, or NIH, suggests that the only factor that predisposes newboms with jaundice to adverse neurodevelopmental
outcomes is the concurrent presence of hemolysis. Hemolysis can be caused by a number of factors, including physical trauma and bruising, blood group
incompatibility, autoimmune disorders, and genetic causes such as sickle cell disease and glucose-6-phosphate dehydrogenase (G6PD) enzyme deficiency.
Because bilirubin is the chemical byproduct of the destruction of hemoglobin from red blood cells, hemolysis causes bilirubin production to spike. Bilirubin
is yellow in color, and if present in excessive amounts in the body, known as hyperbilirubinemia, it can be deposited in tissues such as the skin and
conjunctiva. The condition manifests as a yellowing of skin and conjunctiva and is called jaundice. Elevated levels of bilirubin are particularly dangerous to
neonates, who have immature livers and lack the adult ability to excrete bilirubin. Neonates also lack a well-formed blood-brain barrier to prevent bilirubin
from entering the central nervous system, or CNS, where bilirubin is known to be toxic to neuronal tissue.

Adverse Effects of Jaundice and Hyperbilirubinemia



Every year approximately 143 million babies are born world-wide, of which 4.0 million are in the U.S. and 5.2 million in the E.U. It is estimated that
up to 60% of term neonates and 80% of preterm neonates may have jaundice. Many neonates have jaundice, which is related to a decreased capacity of the
neonate to excrete bilirubin into the intestinal tract for elimination from the body, or from a decreased capacity of the liver to conjugate bilirubin for
excretion. These neonates will often normalize their bilirubin levels without a need for treatment. When treatment is required, it is usually via phototherapy,
which typically involves isolating the baby in a chamber that directs blue-wavelength light to the baby’s skin. The light penetrates the skin and breaks down
bilirubin via a photochemical reaction over a period of several hours. When treatment is performed in a timely fashion, adverse outcomes can be avoided.
Some neonates with jaundice, however, will develop adverse neurodevelopmental outcomes related to hyperbilirubinemia if not properly treated.

According to the Agency for Healthcare Research and Quality, part of the U.S. Department of Health and Human Services, neonatal jaundice is the
single largest cause for hospital readmission of neonates in the U.S. This results in inefficient care and can also be highly stressful and disruptive for the
parents and neonate.

Exposure to excess bilirubin in the central nervous system as a result of hyperbilirubinemia is toxic and may cause long-term developmental
disabilities. These abnormalities may be subtle, and include hearing problems and low IQ. Subtle forms of disability are known as Bilirubin-Induced
Neurological Dysfunction, or BIND. More severe bilirubin-induced disabilities, including respiratory failure and resulting death, can be referred to as Acute
Bilirubin Encephalopathy, or ABE. Bilirubin toxicity can ultimately result in a chronic, severe, and disabling condition called kernicterus. Kernicterus is a
cerebral palsy-like condition in which the patient lacks muscle tone and motor control, cannot operate self-sufficiently, and typically requires long-term care.
The National Quality Forum has in the past described kemicterus as a “never event,” one which physicians should ensure never occurs in their practice.

Limitations of Current Diagnostic Methods

It has been reported in peer-reviewed publications that the presence of hemolysis in a neonate with jaundice is a predictor of adverse
neurodevelopmental outcomes. If neonates with high rates of hemolysis could be identified before they are discharged from the hospital, treatment could
begin earlier, exposure to excessive bilirubin would be minimized and readmissions for jaundice would be reduced. Prior to the introduction of CoSense
accurate tools for diagnosing hemolysis in neonates were not available in the market. Tests that are commonly performed to assess hemolysis such as serial
hematocrit levels, reticulocyte counts, Coombs test and peripheral smear, are all invasive blood tests, involving painful heel sticks to draw the blood and are
less useful in neonates due to physiologic changes resulting from childbirth. For example, hematocrit levels and reticulocyte counts may be elevated in
neonates unrelated to pathological conditions and may therefore confound the diagnosis of hemolysis, which typically involves low hematocrit and high
reticulocyte counts. The Coombs test is a blood test that detects antibodies that can cause hemolysis, is used extensively as a measure of hemolysis; however,
it often requires a painful heel stick to draw a blood sample, and other conditions besides hemolysis may trigger a false positive or false negative Coombs
test. In spite of this limitation, we believe that the Coombs test remains the most frequently used diagnostic for hemolysis by physicians.

Today, the AAP recommends that all neonates be routinely tested for bilirubin levels at some point prior to being discharged from the hospital,
although other organizations such as the United States Preventive Services Task Force, or USPSTF, have not made similar recommendations. In many
hospitals this is done via a blood test, although transcutaneous bilirubin meters are now available to test bilirubin levels non-invasively through the skin.
Inaccurate results with use of these devices have been reported based on serum bilirubin level, measurement site, race, and ethnicity. In addition, bilirubin
levels reflect only a point in time rather than the rate of increase, and therefore, may not address the risk of subsequent adverse outcomes. These tests do not
capture the rate of bilirubin production or the presence/absence of hemolysis, leaving the
physician uncertain as to the patient’s level of risk. Since many babies have bilirubin levels in a range described as “low and high intermediate risk” by
current treatment guidelines, it is difficult for physicians to decide whether to treat aggressively or more conservatively.

Phototherapy is widely used to treat jaundice, and is applied to approximately 8% of all births in the U.S. However,
phototherapy treatment disrupts the opportunity for parent-newborn bonding and is often highly stressful for infants and new parents. In some cases,
particularly among low-risk newborns who are jaundiced, but not hemolyzing, phototherapy may not be necessary. In other cases, observation of jaundice
and early testing for hemolysis may accelerate diagnosis and treatment with phototherapy. In all cases, understanding the rate of hemolysis is a critical part of
providing timely and effective care. There is a significant need for a test to aid in the detection of hemolysis that is rapid, accurate, and easy to use across all
acuity levels within neonatal care.



Also, neonates are typically discharged from the hospital at approximately 48 hours of normal birth in the U.S. and hospitals are under pressure to
discharge even earlier, in order to reduce costs and manage inpatient capacity. Bilirubin levels, however, typically peak more than 72 hours post birth. We
believe that neonates with hemolysis can experience bilirubin levels in the intermediate risk range at time of discharge, but can spike rapidly to neurotoxic
levels in the post-discharge period, out of the range expected based on the “Bhutani nomogram.”

Physicians need to identify the cause of the jaundice and, based upon these findings, determine whether the infant is at serious risk for BIND, ABE,
or kernicterus. However, physicians often have a diagnostic dilemma as to what is causing the jaundice. It is often not possible, with current diagnostic
techniques and clinical workflow, to test whether it is merely a physiologic jaundice that poses little risk, or some other process that presents a serious risk to
the neonate. Risk arises primarily from the presence of hemolysis, which leads to hyperbilirubinemia that persists rather than resolving spontaneously. As a
result of the serious consequences of hyperbilirubinemia, the AAP recommends that all neonates be closely monitored for jaundice, and has called for
physicians to determine the presence or absence of hemolysis in order to make appropriate treatment decisions. As a result, there are both clinical need and
physician interest in the development of accurate and non-invasive methods for detecting hemolysis. CoSense addresses this need by serving as a tool to
measure a baby’s exhaled CO to detect the rate of hemolysis accurately, and does so via a point-of-care measurement that does not require a heel stick.
CoSense delivers results within minutes, which may enable more timely treatment than the current standard of care.

CoSense: FDA 510(k) Clearance and CE Mark Certification

CoSense, our first Sensalyze Technology Platform product to receive 510(k) clearance from the FDA and CE Mark certification, is a monitor of
ETCO. COis a direct byproduct of hemolysis, and based on extensive published data such as that from Stanford University, the rate of bilirubin production
can be measured by analyzing the concentration of CO in a neonate’s exhaled breath.

CoSense is a point-of-care device that consists of a light-weight, portable monitoring device and a single-use nasal cannula, which we refer to as our
Precision Sampling Set, or PSS. The PSS is placed just inside the nostril of the patient and is connected to the device. The CoSense device is turned on and
acquires the breath signal while the patient breathes. Appropriate sample acquisition takes an average of 30 seconds. The PSS can then be removed from the
patient and the device takes another four minutes to report the test result.

The AAP recommends the use of ETCO monitoring for the detection of hemolysis. We believe ETCO monitoring will enable more rapid and
appropriate treatment decisions and reduce overall costs of patient care. However, there is currently no device on the market other than CoSense that
effectively measures ETCO in neonates.

With CoSense data, physicians may be able to quickly identify neonates with jaundice who are at risk of adverse neurological outcomes or other
disability due to a high rate of hemolysis. The physician may then initiate earlier treatments for jaundice, such as phototherapy, when necessary. We believe
the potential impact of CoSense should result in reduced neurodevelopmental abnormalities in neonates. In addition, CoSense may also help identify
neonates who do not have excessive hemolysis, and therefore may not require phototherapy or serial bilirubin measurements. As a result, these neonates may
be discharged from the hospital earlier, or with less intensive clinical follow-up. We believe this will reduce the total number of blood draws that are
necessary. We also believe this will reduce the rate of readmissions, resulting in significant cost savings for the hospital.

CoSense has the following advantages that we believe will drive its adoption by hospitals, other medical institutions and physicians:

. rapid administration at the point-of-care, yielding results in approximately five minutes;

. non-invasive and minimally disruptive to the neonate;

. no requirement for specific breath maneuver;

. simple user interface that allows the healthcare professional to use it correctly with minimal training;

. no on-site calibration necessary; and

. accuracy and precision over a range of CO concentrations clinically relevant (less than 10 parts per million, or ppm, with 0.1ppm

resolution) to detect the rate of hemolysis.



In addition, we believe the CoSense device is priced at a level that falls below the typical capital equipment purchasing threshold for a hospital or
other medical institution in the U.S.

Clinical Trials

Seven investigator-sponsored clinical trials have been performed to validate the ability of CoSense to detect the presence of hemolysis. Four of these
were performed in neonates. One was performed in neonates and children up to 17 years old. Two were performed in children with sickle cell anemia, or SCA,
a disease which results in chronic hemolysis.

In a pilot clinical trial at Stanford University, a bench to bedside evaluation of CoSense was undertaken to identify hemolysis in neonates, and to
correlate ETCO levels with bilirubin production as defined by levels of carboxyhemoglobin, or COHb, in the blood. When red blood cells are broken down,
the pigment heme is released from the red blood cells. In turn, when heme is broken down, CO and biliverdin are produced in equimolar amounts. Biliverdin
is a precursor of bilirubin, and is converted into bilirubin. CO combines with hemoglobin in the blood with high affinity to form carboxyhemoglobin, or
COHb. Therefore, the level of COHb provides an accurate measurement of bilirubin production, or hemolysis. CO from COHb is released when the blood
circulates through the lungs and as a result, levels of ETCO correlates to levels of COHD, bilirubin production and hemolysis. For accurate measurements of
low levels of CO, gas chromatography is the method of choice.

In bench studies, inter-device accuracy and intra-device imprecision were evaluated in three different CoSense devices. In the clinical setting, 83
neonates who all had a gestational age, or GA, of more than 30 weeks and had birth weights of at least 1500 grams were tested. ETCO measurements, in
triplicate, were compared to COHb levels measured by gas chromatography in the subset 0f 24 of the 83 neonates who consented to testing for COHb and
were suspected of having hemolysis. Gas chromatography is a technique better suited to the laboratory than to high-volume clinical use, particularly in the
point-of-care neonatal diagnostic setting. It requires a large, complicated chromatography instrument and highly trained staff.

A strong linear correlation between COHb and ETCO was seen (= 0.93), confirming that ETCO values with CoSense accurately measure bilirubin
production and therefore hemolysis. The results of this study were published in an article titled, “Evaluation of a new end-tidal carbon monoxide monitor
from the bench to the bedside,” in Acta Paediatrica 2015.

The ability of CoSense to identify hemolysis in neonates with significant hyperbilirubinemia was evaluated at The Children’s Hospital of Zhejiang
University School of Medicine in Hangzhou, China. Significant hyperbilirubinemia was defined as total serum bilirubin, TSB, levels that require
phototherapy according to AAP guidelines. Investigators compared ETCO, as measured with CoSense, with current blood tests for hemolysis, such as
hematocrit, or Hct, which measures the number of red blood cells, reticulocyte count, or Retic, which measures new red cell production levels, serum bilirubin
test, and the Coombs Test. While these tests are often performed to detect hemolysis in neonates, they are not considered to be reliable in

the neonatal setting. The information that is gained from a combination of all these tests is therefore used to inform a determination of the presence or
absence of hemolysis. Certain tests may be better than others for a given type of hemolysis, whereas ETCO levels are elevated due to hemolysis regardless of
the cause.

Fifty-six neonates with significant hyperbilirubinemia participated in this non-randomized open-label trial. These data from the study showed that
ETCO measurement with CoSense can provide the physician with similar information to that currently provided by invasive blood tests regarding the
patient’s hemolytic status, but with a simple, non-invasive breath test.

In a clinical trial at Children’s Hospital & Research Center in Oakland, California, ETCO concentration was measured in children with SCA, who are
known to have chronic hemolysis, using CoSense. Children between five and fourteen years old with SCA, who were not on regular transfusions, were
eligible to participate in the trial. Children with exposure to second-hand smoke, acute respiratory infection or symptomatic asthma were excluded. Healthy
children between five and fourteen years old served as matched controls. Up to three measurements were taken for each subject using CoSense, and the
highest ETCO value was used. One control subject had a high ETCO value and was excluded from the analysis since the subject was found to have asthma
and was on anti-epileptic medication. The data from this trial showed that CoSense may be useful to monitor the rate of hemolysis in children with SCA. This
results from this study were published in an article titled, “Point-of-care end-tidal carbon monoxide reflects severity of hemolysis in sickle cell anemia,” in
Pediatric Blood & Cancer 2015.

Recently, another clinical trial was conducted at Children’s Hospital & Research Center in Oakland, California and UCSF Benioff Children’s
Hospital, in sickle cell disease, or SCD, subjects ages 2 to18 years old and age-matched controls to validate the accuracy of a CoSense device that had an
extended temperature operating range and to determine if the modified device could differentiate between children with sickle cell disease and healthy
controls. Eleven SCD subjects and ten healthy age-matched controls were enrolled. The mean ETCO for SCD subjects was statistically significant. Thus, this
study showed



that the modified CoSense device provided a reliable detection of hemolysis in the sickle cell subjects. Capnia would like to continue to develop this
modified device to be used as a screening tool in countries with limited resources, the greatest amount of SCD births and where early mortality due to SCD is
observed.

A study of 20 neonates and children with known hemolytic disorders, such as hereditary spherocytosis or pyruvate kinase deficiency, and 20 age-
matched controls was conducted to compare ETCO measurements at Intermountain Healthcare Institutions in Utah (McKay-Dee NICU, McKay-Dee Pediatric
Clinics, McKay-Dee Perinatal Research Outpatient Service, and Primary Children’s Hospital Hematology Clinic). The known hemolytic disorders subjects
were required to have a hemoglobin (Hbg) at least 10 g/dL based on lab tests performed in the last six months and confirmed within six weeks prior to breath
sample collection. Neither group of subjects were to have had a blood cell transfusion within four weeks prior to breath sample collection. One ETCOc
measurement was collected from each subject. Twelve out of the infants and children enrolled in each group (24 out 0f40) were less than 1 year of age at the
time of the ETCO measurement. Of these 12 subjects, seven were less than 1 month old at the time of the ETCO measurement (14 out 0of40). The ETCO
values of the 20 neonates and children with hemolytic diseases were higher than 20 age-matched controls. Thus, this study may show that CoSense can detect
the differences in the rate of hemolysis between neonates and children who have known hemolytic anemia and healthy age-matched neonates and children.

In a separate study at Intermountain Healthcare Institutions, ETCO was measured in 30 healthy, term (at least 37 weeks gestational age) newborns
within the first hours after birth and again just before discharge from to home to quantify the rate of hemolysis during the first days of life. Testing was 100%
successful, whether newborns were awake or asleep. The 95% confidence intervals were 1.4 to 1.7 ppm. No differences were seen in ETCO values between
neonates born vaginally versus by Cesarean section, nor between those whose mothers received pitocin during labor or did not receive pitocin to augment
labor. This suggests that the hemolysis was not the result of bruising during delivery. This study provides further evidence that low-grade hemolysis occurs
normally in the first days after birth.

The results of these two studies were published in an article titled, “End-tidal carbon monoxide as an indicator of hemolytic rate,” in Blood Cells,
Molecules and Diseases 2015.

In another study conducted at Intermountain Healthcare Institutions, ETCO was measured in 100 neonates with a total bilirubin greater than the 75th
percentile on the Bhutani nomogram during birth hospitalization. Thirty-seven had elevated ETCO values (ETCO greater than 2 ppm) and 11 of'these 37
were found to be Coombs positive and the remaining 26 had other etiologies. Thirty-six of the 37 with elevated ETCO had repeat total bilirubin monitoring
within 24 hours of discharge from the hospital. Of the 100 neonates, none was re-hospitalized for jaundice treatment. In comparison, 3,535 neonates who did
not have an ETCO measurement during this period at these hospitals had a total bilirubin, or TB, level greater than the 75t percentile on the Bhutani
nomogram. Of these 3,535 neonates, 106 were re-hospitalized for jaundice between 3 and 11 days of life (rate =2.99 per 100 neonates). This study showed
that it is feasible to use CoSense to measure ETCO and, when an elevated ETCO is found during birth hospitalization, parents were likely to comply with
advice to have the TB level rechecked within 24 hours of discharge. The results of this study were published in an article titled, “Measuring End-Tidal
Carbon Monoxide of Jaundiced Neonates in the Birth Hospital to Identify Those with Hemolysis,” in Neonatalogy 2016.

A multi-center investigator-sponsored trial to define the normative data (mean, median, range and interquartile ranges) for all term and late-preterm
newborns for CoSense. The investigating institutions include Stanford University School of Medicine, Albert Einstein Medical Center, Beaumont Children’s
Hospital, University of Pittsburg Medical Center and McKay-Dee Hospital/Intermountain Healthcare. Enrollment in this study was completed in February
2016. Three-hundred sixty-six newborns were enrolled into this study. The data for all subjects enrolled are currently under review and analysis.

Another article titled, “Identification of neonatal hemolysis: an approach to pre-discharge management of neonatal hyperbilirubinemia,” was
electronically published ahead of print in Acta Paediatr. 2016 Jan 23. This article included results from 79 newborns with a GA greater than 35 weeks and
birthweight greater than 2000 grams, who were enrolled at Lucile Packard Children’s Hospital. For each newborn, up to four ETCO measurements were taken
once per day for up to four days of life in conjunctions with TB levels. This study confirmed that pre-discharge measurements of TB together with ETCO can
be used as an index of increased bilirubin loads due to hemolysis.

Market Opportunity

Independent market research that we conducted has identified a large market opportunity for the CoSense device in the well-baby nursery and labor
and delivery units in term neonates (less than 37 weeks), as well as in the neonatal intensive care unit, or NICU, in preterm births (less than 34 weeks) and late
preterm births (between 34 and 37 weeks).



In the U.S. and E.U., there are approximately 8.1 million term births and 1.1 million preterm and late preterm births each year. Approximately 60% of
term births, or approximately 4.9 million babies, and 80% of preterm and late preterm babies, or approximately 900,000 babies, are jaundiced. These babies
who have concurrent hemolysis are at greatest risk for adverse outcomes. We believe that neonates who are at risk for hemolysis and are candidates to receive
one or more CoSense tests during their hospital stay.

Today, the presence of jaundice triggers either a transcutaneous or serum bilirubin test. With the availability of CoSense, physicians may
complement bilirubin testing with hemolysis testing in order to perform a more complete clinical assessment. Neonates who are jaundiced but not
hemolyzing may receive conservative management or phototherapy. Neonates with jaundice found to be hemolyzing will likely receive early phototherapy
and also additional testing such as the Coombs test, Het or Retic to diagnose the underlying cause of hemolysis. We believe that CoSense will allow
physicians to reduce the number of neonates that receive these more invasive and more costly tests for hemolysis.

Sales and Marketing

CoSense is indicated for the measurement of ETCO, which can be used for the detection of the rate of hemolysis. The initial target market for
CoSense is to measure ETCO levels in neonates to evaluate for the presence, or the rate, of hemolysis. In January of2016, we entered into a distribution
agreement with Bemes to market and distribute CoSense and our consumable PSS exclusively for sales, marketing, distribution and field service activities in
the U.S. Under the terms of this agreement, Bemes currently has the exclusive right for sales, marketing, distribution and field service activities for CoSense in
the U.S. Bemes relies on a network of subdistributors, which will allow nationwide distribution of CoSense with 52 sales representatives in eight independent
territories covering almost every state. Sales training for the distributors was completed at the end of March 2016. While our efforts will continue to focus on
establishing an installed base of CoSense devices and building clinical support for the device, we expect sales of the consumable PSS to be the largest
component of our revenue over time. In addition, we are currently reviewing whether to terminate this agreement with Bemes and work directly with the
network of sub-distributors.

In the rest of the world, we expect to partner with distributors in each country or region, with oversight and marketing assistance from our own
personnel. In 2016, we entered into distribution agreements with independent distributors located in China, India and Canada. We continue discussions with
distributors in additional geographies.

We expect the majority of our revenues to result from sales of consumables. Because we believe customers will order these repeatedly once they
have adopted CoSense as part of their standard procedures, we expect that our sales force can drive higher revenue per salesperson than might otherwise be
the case.

Key elements of our sales and marketing strategy include:

. Focus efforts on growing the volume of tests performed and associated consumables used. We plan to focus specifically on sales to the
neonatal intensive care unit, or NICU, well-baby nursery, and labor/delivery units within each hospital. Because CoSense is a point-of-care
device, each of these units of the hospital is a separate opportunity for CoSense placement.

. Establish and engage a network of distributors in the E.U., as well as elsewhere in the world. We may establish continuing operations at a
location in the E.U. to ensure close coordination and effective execution of the CoSense sales and marketing plan in the E.U.

. Price the CoSense device at a level that allows hospitals to purchase it without protracted review via a “capital purchase committee” or
analogous body. We believe that the cost of goods of CoSense devices allows us flexibility in setting this price, and we also believe we can
offer customer hospitals attractive financing options to smooth out costs associated with the device purchase.

. Price the CoSense consumable sampling set at a price that is competitive with the current costs of performing the Coombs Test and other
associated invasive assays. We believe that this cost offset, complemented by potential improvements in readmission rates and clinical
outcomes, will provide hospital decision-makers with a compelling economic case for adoption of CoSense.

. Build awareness of the AAP treatment guidelines, and of the benefits of CoSense, via medical education efforts to key clinical audiences,
including neonatologists, pediatricians, obstetricians, and pediatric nurses.
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. Collaborate with key specialty societies, including the AAP, Pediatric Academic Societies, American Academy of Family Physicians and
patient advocacy groups such as Parents of Infants and Children with Kemicterus, to ensure ongoing support for ETCO testing in clinical
guidelines and to identify opportunities for expanding awareness of ETCO among their respective constituencies.

. Support clinical trials and publications that expand the base of evidence supporting broad adoption of CoSense. We expect these efforts
will build support for the clinical benefits to patients as well as economic benefits to various stakeholders in the healthcare system.

We expect that we and our distributor will expand our sales efforts to encompass lower-volume birthing centers in the U.S. once a sufficient
proportion of the larger hospitals have begun to use CoSense. We may also selectively initiate direct sales to certain countries in the E.U. Furthermore, we see
potential to use CoSense to make more rapid assessments of jaundiced babies in the outpatient pediatric setting, where new parents are frequently directed for
follow-up care after hospital discharge. We will continue to evaluate expansion opportunities and pursue those where the potential to accelerate our business
is deemed sufficient for the investment we put at risk.

Pricing and Reimbursement

We expect to continue to sell the CoSense device at a price below the typical capital expenditure approval threshold levels of most hospitals and
other medical institutions in the U.S. The decision to buy, therefore, will likely be driven at the departmental rather than at the institutional level. The
primary decision makers are expected be the neonatologists and nurse managers in the pediatrics and neonatology departments. Our initial efforts are focused
on expanding the installed base of devices and will be followed by efforts to increase use of the disposable sampling set. The business model anticipates a
significant proportion of the revenues coming from the disposable sales, even more so in later years as the number of total CoSense devices in use in the field
increases. With manufacturing scale up, we expect to achieve reduced cost of goods that will lead to scaleable future growth.

Since the use of CoSense is almost entirely in the inpatient setting around the time of birth, reimbursement may be in the form of a Diagnosis-
Related Group, or DRG. Frequently referred to as a bundled payment, the DRG is a specific flat-fee payment amount for all services performed by a medical
institution pursuant to a single diagnosis. We can, therefore, be reimbursed for the cost of a test directly from an institution without the need to approach
payors such as insurance companies, or to obtain a separate reimbursement cost code. Hospital decisions to adopt new technologies for inpatient care are
usually driven by improved outcomes and reduced costs of patient care. We expect that the use of CoSense will both improve outcomes related to
hyperbilirubinemia and reduce the need for certain diagnostic tests in a subset of neonates with jaundice, which, as a result, will reduce overall testing costs.
We also believe that positive identification of infants with hemolysis will lead to a reduced rate of readmissions for jaundice, and this array of benefits may
support adoption of CoSense by clinicians and their institutions. We also plan to undertake a comprehensive effort to partner with key physician specialty
societies, physician opinion leaders and patient advocacy groups to educate and inform payer stakeholders. The AAP guidelines recommend ETCO detection
to confirm the presence of hemolysis in neonates requiring phototherapy, neonates unresponsive to phototherapy or readmitted for phototherapy, and
neonates with bilirubin levels approaching transfusion levels. In general, payor policies related to the care of neonates with jaundice reflect third-party
treatment guidelines, and in this case the AAP guidelines favor use of ETCO testing, which CoSense is able to perform.

Competition for CoSense

Currently CoSense is the only device commercially available with the sensitivity and accuracy necessary to detect ETCO levels that are meaningful
for monitoring the rate of hemolysis in neonates, and we do not know of any such device that is under development by any party. From 2001 to 2004, Natus
Medical marketed the CO-Stat device for detection of ETCO in neonates. The Natus product was withdrawn from the market due to poor sales. We believe
Natus’ CO-Stat did not achieve commercial success due to several disadvantages that we have overcome with our product, including a lack of consistent
accuracy, limited ability to compensate for environmental factors such as humidity and heat, high price, and poor ease of use, including a requirement for
frequent calibration.

In addition, devices are commercially available to measure CO poisoning from external sources, but these are less-sensitive devices that are not
appropriate for detecting ETCO in the low concentrations (less than 10 ppm), small volumes and high breath rates that are clinically relevant in neonates.
CoSense has the ability to overcome these problems using our Sensalyze technology. Several companies and academic groups have capabilities sufficient to
develop such devices, and these parties may have significant resources to devote to research, development, and commercialization of devices that may
compete with CoSense as well as technologies that compete with our Sensalyze Technology Platform generally. Competition within our target market will
depend on several factors, including:



. quality and strength of clinical and analytical validation data;

. confidence of health care providers in diagnostic results;
. reimbursement and payment factors;

. inclusion in practice guidelines;

. cost-effectiveness;

. ease of use; and

. the strength of our intellectual property.

Today, physicians primarily diagnose hemolysis via Coombs and other blood tests, and these will represent the primary competition to CoSense
initially. These tests do not capture the rate of bilirubin production or the presence/absence of hemolysis, leaving the physician uncertain as to the patient’s
level of risk. We believe that we can demonstrate compelling advantages over such tests, including faster results, the ability to avoid painful blood draws and
greater diagnostic clarity and accuracy. We also believe we will be able to demonstrate economic and workflow advantages over the existing diagnostic
practice.

Our Sensalyze Technology Platform

A variety of medical diagnostic testing is performed via measurement of gas concentrations, either from blood samples or from exhaled breath.
Examples include capnometry and pulse oximetry, both routinely used in patient monitoring. Devices used for detecting the presence of various analytes in
exhaled breath typically rely on the patient performing a specified breath maneuver. Examples of such maneuvers include breath holding, forced expiration,
or breathing at a specified rate. The use of these devices is limited to those who can perform such maneuvers, such as adults and older children.

The limitations of existing breath-based technologies are particularly problematic in neonates. Neonates typically have very rapid and irregular
breathing patterns. They also inhale and exhale relatively small volumes, which limits the accuracy of devices that require the larger-volume sample sizes
exhaled by older patients. In addition, they are not able to perform specified breath maneuvers. Our Sensalyze Technology Platform allows the measurement
of analytes in all patients, from neonates to adults, regardless of their ability to actively perform a breath maneuver.

Our Sensalyze Technology Platform combines hardware, sensors, and software to provide the following novel capabilities:

. Identification of full breaths that follow a normal pattern, also known as “physiologic” breaths. Our platform can identify physiologic
breaths even if the patient is breathing very rapidly, a capability that is particularly relevant in infants.

. Capture of individual exhaled breaths, and segmentation of the breath into different components such as “end-tidal”, “upper airway”, and
“lower airway”. This may allow the localization of the source of a given analyte to a specific anatomic area.

. Ability to move a specific micro-liter component of breath to a sensor module. When combined, these capabilities provide a novel patent
protected platform for non-invasive detection of various analytes.

Sensalyze Technology Platform — Research and Development of Additional Diagnostic Products

Our primary focus is currently on the commercialization of CoSense. Once the CoSense business is generating adequate revenue, we intend to utilize
our research and development expertise to develop devices that leverage the capabilities of our Sensalyze Technology Platform. We expect to introduce
additional products of our own over time and intend to develop additional diagnostic tests for analytes that might be found in the exhaled breath. These
include the following diagnostic opportunities:

. Nitric oxide or NO, for assessment and management of asthma in infants and young children;
. End-tidal CO, for neonates;
. Hydrogen breath testing for infants with malabsorption problems;
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. Carbon monoxide levels for hemolysis, CO poisoning or Sickle Cell Screening;

. Acetone, nitrites for diabetes;
. Volatile Organic Compounds, or VOC, for cancer, heart failure and multiple sclerosis; and
. Alkanes, transplant rejection. We may also license elements of our Sensalyze Technology Platform to other companies that have

complementary development or commercial capabilities.

NeoForce Pulmonary Solutions

Approximately 10% of newborns require some assistance to begin breathing at birth and represents the number of patients that would benefit from
our products. Of this 10%, approximately 1% requires extensive resuscitative measures. Although the vast majority of newly born infants do not require
intervention to make the transition from intrauterine to extra uterine life, because of the large number of births, a sizable number will require some degree of
resuscitation.

Respiratory adaptation

In utero, most of the blood flow is shunted away from the lungs and directed to the placenta where fetoplacental gas exchange occurs. After birth, the
airways and the alveoli must be cleared of fetal lung fluid so that the lungs can operate as a functional respiratory unit providing adequate gas exchange.
Pulmonary blood flow must increase, and spontaneous respirations must be established.

NeoForce T-Piece Resuscitation Platform

A T-piece resuscitator is a manually operated resuscitation delivery device used for infants and small children (less than 10 kg) to effectively deliver
inhalation breaths at preset peak inspiratory pressures, or PIP, and a small back pressure to keep the lungs from collapsing on exhalation, known as positive
end expiratory pressures, or PEEP, at a preset Fi02, or percent oxygen. There are two components to T-piece Resuscitation, the “Box or T-piece Resuscitator”
and a single patient use circuit. The circuit connects to the box on one end and the patient on the other through a mask. The box controls the PIP, and the
circuit controls the PEEP through an adjustable valve. In general, it is a modern replacement for the traditional bag and mask which requires significant user
training and experience to deliver breaths to infants with tiny and very delicate lungs and may result in injury due to inappropriately high pressure and/or
larger volumes.

Resuscitation and the First Breaths of Life

Neonatal resuscitation skills are essential for all health care providers who are involved in the delivery of newboms. The transition from fetus to
newborn requires intervention by a skilled individual or team in approximately 10% of all deliveries. In the U.S., 81% of all babies are born in nonteaching
level I or I hospitals. In these hospitals, the volume of delivery service may not provide sufficient economic justification for the continuous in-hospital
presence of specialists with high-risk delivery room experience, as recommended by the AAP Neonatal Resuscitation Guidelines and the American College of
Obstetricians and Gynecologists. Perinatal asphyxia and extreme prematurity are the 2 complications of pregnancy that most frequently necessitate complex
resuscitation by skilled personnel. However, only 60% of asphyxiated newborns can be predicted ante partum. The remaining newborns are not identified
until the time of birth. Additionally, approximately 80% of low-birth-weight infants (infants less than 2kg) require resuscitation and cardio pumonary
stabilization at post delivery.

Nearly one half of newborn deaths (many of which involve extremely premature infants) occur during the first 24 hours after birth. Many of these
early deaths also have a component of asphyxia or respiratory depression as an etiology. For the surviving infants, effective management of asphyxia in the
first few minutes of life can influence long-term outcome.

Even though prenatal care can identify many potential fetal difficulties ante partum, allowing maternal transfer to a referral center for care, many
women who experience preterm labor are not identified prospectively and therefore are not appropriately transferred to a tertiary perinatal center.
Consequently, many deliveries of extremely premature infants occur in smaller hospitals.

For these reasons, all personnel involved in delivery room care of the newborn should be trained adequately in all aspects of neonatal resuscitation.
Additionally, equipment that is appropriately sized to resuscitate infants of all gestational ages should be available in all delivering institutions, even if the
institution does not care for preterm or intensive care infants.

Market Opportunity



The United Nations estimates the annual number of births worldwide to be approximately 143 million. Of these births, the number requiring assisted
ventilation is approximately 10% of all births which represents the theoretical maximum addressable market potential. The addressable market is however
much lower since a large number of infants are born in regions that do not have access to advanced resuscitation facilities, people or equipment. In general
the market can be segmented along the economic development status of the country region where the infant is born and our current solutions are aligned to
more developed regions such as the U.S., E.U., and portions of the Middle East.

In the U.S. and E.U., there are approximately 8.1 million term births and 1.1 million preterm and late preterm births each year. Approximately 10% of
term births, or approximately 800,000 babies, and 80% of preterm and late preterm babies, or approximately 88,000 babies, will need assisted ventilation
during the birthing process or later in the NICU as a supplement to long term ventilation management,

In the U.S. approximately the majority of all birthing hospitals have or use some form of T-piece resuscitation and are potential consumers of our T-
piece solutions which include a delivery device (NeoPiP T-piece Resuscitator) or our universal T-piece single patient use circuit (NeoPiP Circuit).

Sales and Marketing

We intend to leverage the existing channels that we have in place to sell the products through NFIL. NFI has a well-established and efficient
telemarketing presence that will supplement and extend our current distribution channel. In the U.S., we will continue to sell via a direct sales force, with
potential augmentation of our reach via distributors. In the E.U., we expect to partner with distributors in each country, with oversight and marketing
assistance from our personnel.

Our U.S. direct sales efforts will continue to focus on large hospital systems with high volumes of births as the call points and decision makers for
both NFI and CoSense customers are nearly identical. NFI has an installed base of over 300 customers and the existing relationships are anticipated to have a
positive impact on creating interest in CoSense.

The majority of NFI revenues will continue to be sales of our consumable T-piece circuits.

Key elements of our sales and marketing strategy include:

. Focus efforts on growing the volume of consumables used as our universal circuit will work with all installed base devices of NFI and its
competitors.
. Establish and engage a network of distributors in the E.U. and other international markets as conditions warrant.

We will continue to evaluate expansion opportunities and pursue those where the potential to accelerate our business is deemed sufficient for the
investment we put at risk.

Pricing and Reimbursement

NFI sells its products into a relatively mature market with established pricing and acquisition methods in place where the hospital focuses on price,
clinical utility and improved safety as measures to “switch”. The decision to buy, therefore, will continue be driven at the departmental level controlled by
the nursing management team overseeing the newborm areas of the institution, in conjunction with respiratory therapy.

NFI is under contract with MedAssets, a GPO that represents approximately 35% of all hospitals in the US and sets fixed pricing as a function of
volume. We will continue to utilize this contract to help expand sales of our neonatology products and will assess other GPO organizations as conditions
warrant.

There are no reimbursement issues for the NFI line of products as the devices and consumables for resuscitation are considered mission critical and
covered under the hospitals operating budget at the department level.

Competition for NeoForce Recitation Solutions

T-piece resuscitation has been around since the early 1900°s but only became mainstream in the past 30 years mostly due to the efforts of Fisher and
Paykel and their NeoPuff ® line of resuscitation devices. Their efforts in conjunction with the widespread integration of T-piece devices built into the radiant
warmers used in the delivery room has created a substantial installed base of units that can use our consumable circuit.
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Companies that currently produce a T-piece solution include; GE Health Care, Fisher and Paykel, Drager Medical, Mercury Medical and CarFusion.
Many of our competitors are part of large companies where T-piece is treated as an accessory or an extension of a larger portfolio of unrelated adult and
pediatric solutions. Our focus on this market combined with our small size allows us to be nimble and responsive to changing market dynamics.

Nasal CO, Technology

Trigeminal Neuralgia

TN is a clinical condition characterized by debilitating pain in regions innervated by one or more divisions of the trigeminal nerve. The pain is
typically described as intense, sharp and stabbing, and is often described as one of the most painful conditions known to humans. It may develop without
apparent cause or be a result of another diagnosed disorder. Peripheral TN is caused by a variety of diseases, including multiple sclerosis and herpes zoster.

The International Headache Society describes TN as a disorder characterized by recurrent unilateral brief electric shock-like pains, abrupt in onset
and termination, limited to the distribution of one or more divisions of the trigeminal nerve and triggered by innocuous stimuli. There may be persistent
background facial pain of moderate intensity. Based on extensive review of literature, we currently estimate that approximately 180,000 people are afflicted
with TN in the U.S.

We have orphan drug designation for our nasal, non-inhaled CO, technology for the treatment of TN. We filed an IND with the FDA and started
enrolling patients in a pilot clinical trial in early 2016.

Cluster Headache

Cluster headaches affect approximately 0.2% of the population, and are characterized by recurring bouts of excruciating pain in one side of the
head. In episodic cluster headaches, episodes of pain typically last from 15 minutes to three hours and can occur several times a day over several months
before remitting. The same pattern often recurs multiple times over a patient’s lifetime. Approximately 10% to 15% of cluster patients have chronic cluster
headaches, which are characterized by continuing pain with no remission. The pain of cluster headache may be significantly greater than other conditions,
such as severe migraine.

We have an agreement with Clinvest, a division of Banyan Group, Inc., to conduct an investigator-sponsored clinical trial evaluating our nasal, non-
inhaled carbon dioxide on up to 25 patients with episodic cluster headaches.

We have also commenced enrollment in a pilot, single-center, investigator-sponsored clinical trial evaluating our proprietary nasal, non-inhaled CO,
technology for the treatment of cluster headaches. The primary efficacy endpoint of the trial is the greatest change from pre-treatment headache pain intensity
to post treatment.

Manufacturing

We currently manufacture CoSense monitors at our facility in Redwood City, California. We assemble components from a variety of original
equipment manufacturer, or OEM, sources. Our manufacturing facility is registered with the FDA and certified to the ISO 13485 standard, the internationally
harmonized regulatory requirement for quality management systems of medical device companies. We may, depending on sales volume and ongoing
requirements in specific sales geographies, outsource manufacturing of components, or finished goods, to various OEMs in the future.

We have manufactured the Serenz device in partnership with an OEM supplier based in Shenzhen, China and intend to manufacture future supply
with this same OEM supplier.

NFI has its operations in Ivyland, Pennsylvania and is FDA registered and ISO 13485 certified. NFI assembles and tests the NeoPip resuscitators at its
facility in Ivyland. The NeoPiP circuit is manufactured in Taiwan at an FDA registered ISO 13485 facility, with inventory stocked at NFI for distribution.

Intellectual Property
Our Sensalyze Technology Platform Patent Portfolio

Our patent portfolio surrounding our Sensalyze Technology Platform, including CoSense, consists of one issued U.S. patent, four pending U.S. non-
provisional patent applications, and eight pending U.S. provisional patent applications. Three of the non-provisional filings have corresponding Patent
Cooperation Treaty, or PCT, filings and are still eligible for expansion into other geographies. It is our intent to file these, and future cases, in other major
commercial geographies over time. Our

15



issued U.S. patent (no. 8,021,308) expires in August 2027. The pending patent applications, if issued, would likely expire on dates ranging from 2023
through 2034.

The issued patent and patent pending applications include:

. detection and storage of discrete portions of a breath;

. methods of diversion and isolation of gases to enable measurement within a breath pattern;

. specific compositions of valving and pumps to route airflow in a tightly controlled manner;

. collection methods for increasing the precision of measurement of small volumes of gas;

. identifying a “physiologically representative” breath, including both algorithm and physical capture; and

. various methods for arrangement and specification of components to enhance precision and compensate for factors that cause inaccurate
measurements.

On May 11,2010, we entered into an Asset Purchase Agreement with BioMedical Drug Development, Inc., or BDDI, pursuant to which BDDI agreed
to sell certain technology to us and BDDI received and was entitled to receive, among other consideration, certain royalty payments related to the
technology. On June 4, 2012, George Tidmarsh and BDDI entered into an Asset Purchase Agreement, pursuant to which, among other things, the Asset
Purchase Agreement was assigned and transferred to Mr. Tidmarsh. On June 30,2015, we entered into an Agreement and First Amendment to Asset Purchase
Agreement with Mr. Tidmarsh and BDDI, whereby, among other things patent was purchased by us and, the royalty payments under the Asset Purchase
Agreement were terminated. Pursuant to the Agreement and First Amendment to Asset Purchase Agreement, we (i) entered into a Common Stock Purchase
Agreement with Mr. Tidmarsh whereby we issued 40,000 shares of Common Stock to Mr. Tidmarsh and (ii) paid $150,000 to Mr. Tidmarsh and agreed to pay
an additional $100,000 on each of the six, twelve and eighteen month anniversary of the Agreement and First Amendment to Asset Purchase Agreement. On
December 21,2016, we paid the last installment of $100,000. We have capitalized the fair value of the patent purchased as an intangible asset on our
consolidated balance sheet, and we are amortizing the intangible asset over the remaining useful life of the patent.

Serenz Patent Portfolio

Successful application of therapeutic gases to the nasal mucosa is generally dependent on specific dosing, concentration, and rate of gas outflow.
The CO2 gas used in the Serenz product is packaged in small sealed cylinders with relatively high internal pressure; regulating the flow of gas from this high
pressure cylinder to the relatively low flow rates required for Serenz presents significant technical challenges. Our Serenz patent portfolio addresses these
challenges.

Our Serenz patent portfolio consists of over 30 issued patents and over 40 pending patent applications. In the U.S., twelve issued patents, one
allowed non-provisional patent application, and 7 pending non-provisional patent applications cover the Serenz technology. The U.S. patents and patent
applications have corresponding issued patents and pending patent applications in developed nations. The expiration dates for the issued patents vary, with
the latest being in 2022. Patent term extension due to regulatory review may be requested in the U.S. based upon one or more of the issued U.S. patents under
the Drug Price Competition and Patent Term Restoration Act of 1984, also known as the Hatch-Waxman Act.

. Our pending applications, when issued, would likely expire between 2020 and 2033.

. Our issued patents and pending patent applications include claims directed to:

. gas dispensing devices, including various nosepiece configurations, pressure regulators, and cylinder configurations;
. methods for delivering therapeutic gases to patients;

. the treatment of various medical conditions via delivery of therapeutic gases to the nasal cavity; and

. combined delivery of gases with other therapeutic agents.

NFI Patent Portfolio



NFI has designed and patented a device (Ispira) leveraging its neonatal resuscitation product platform to provide effective rescue breaths to pediatric
and adult patients in conjunction with integrated cardiac defibrillators.

Ispira is intended to address a need for improving the efficacy of pulmonary resuscitation in adults and pediatric patients. In the neonatal
environment there has been a desire to control manual emergency resuscitation with respect to peak inspiratory pressure, positive end expiratory pressure and
breath rate. Ispira brings this capability to the adult and pediatric patient market. The alternative to such a device is the BVM or anesthesia bag. The BVM
bag is a device that functions as a bellows or bladder to deliver air to a patient by manual compression of the bag. The volume and pressure of delivered gas
using manual compression is a function of many variables that include the size and strength of the person’s hand, familiarity with the device and even the
level of fatigue of the person providing resuscitation. Each breath delivered by the BVM will be different and in some cases the difference can be significant.

A U.S. utility patent application for the Ispira was filed with the U.S. Patent and Trademark Office on July 17,2007 and was assigned serial number
11/779,037, or the US Application. Claims 1-25 were accepted and pending in the application. The US Application was published as US 2009/0020127 on
January 22,2009. The patent was subsequently issued in July of 2011 and assigned patent #7,980,244. An international patent application under the PCT
was filed on July 17,2008 and assigned application number PCT/US2008/070332, or the PCT Application. The PCT Application claims priority to
the US Application. The PCT Application published as PCT publication W02009/012386 on January 22,2009. An International Search Report, or ISR, was
issued on January 30,2009, for the PCT Application. In the ISR, claims 1-25 were found to be novel and to have industrial applicability.

Government Regulation Federal Food, Drug, and Cosmetic Act

In the U.S,, diagnostic assays are regulated by the FDA as medical devices under the Federal Food, Drug, and Cosmetic Act, or FFDCA. We received
initial FDA 510(k) clearance for CoSense in the fourth quarter of 2012 for the monitoring of CO from endogenous and exogenous sources in exhaled breath,
particularly in smoking cessation programs for the screening of CO poisoning and smoke inhalation. In the first quarter of 2014, CoSense received 510(k)
clearance for the monitoring of CO from endogenous sources, including hemolysis, and exogenous sources, including CO poisoning and smoke inhalation,
in exhaled breath. Serenz has not yet commenced any process for regulatory approval in the U.S. We also plan to seek FDA clearance or approval for other
diagnostic products currently under development. There are two regulatory pathways to receive authorization to market diagnostics: a 510(k) premarket
notification and a premarket approval application, or PMA. The FDA makes a risk-based determination as to the pathway for which a particular diagnostic is
eligible. CoSense was cleared via the 501 (k) premarket notification pathway as a Class Il medical device.

The information that must be submitted to the FDA in order to obtain clearance or approval to market a new medical device varies depending on
how the medical device is classified by the FDA. Medical devices are classified into one of three classes on the basis of the controls deemed by the FDA to be
necessary to reasonably ensure their safety and effectiveness. Class I devices are subject to general controls, including labeling, registration and listing and
adherence to FDA’s quality system regulation, which are device-specific good manufacturing practices. Class Il devices are subject to general controls and
special controls, including performance standards and postmarket surveillance. Class Il devices are subject to most of these requirements, as well as to
premarket approval. Most Class I devices are exempt from premarket submissions to the FDA; most Class Il devices require the submission ofa 510(k)
premarket notification to the FDA; and Class III devices require submission of a PMA. Most diagnostic kits are regulated as Class I or I devices and are either
exempt from premarket notification or require a 510(k) submission.

510(k) premarket notification. A 510(k) notification requires the sponsor to demonstrate that a medical device is substantially equivalent to another
marketed device, termed a “predicate device,” that is legally marketed in the U.S. and for which a PMA was not required. A device is substantially equivalent
to a predicate device if it has the same intended use and technological characteristics as the predicate; or has the same intended use but different
technological characteristics, where the information submitted to the FDA does not raise new questions of safety and effectiveness and demonstrates that the
device is at least as safe and effective as the legally marketed device. Under current FDA policy, if a predicate device does not exist, the FDA may make a
risk-based determination based on the complexity and clinical utility of the device that the device is eligible for de novo 510(k) review instead of a requiring
a PMA. The de novo 510(k) review process is similar to clearance of the 510(k) premarket notification, despite the lack of a suitable predicate device.

The FDA’s performance goal review time for a 510(k) notification is 90 days from the date of receipt, however, in practice, the review often takes
longer. In addition, the FDA may require information regarding clinical data in order to make a decision regarding the claims of substantial equivalence.
Clinical studies of diagnostic products are typically designed with the primary objective of obtaining analytical or clinical performance data. If the FDA
believes that the device is not substantially equivalent to a predicate device, it will issue a “Not Substantially Equivalent” letter and designate the device as
a Class Il device, which will require the submission and approval of a PMA before the new device may be marketed. Under certain
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circumstances, the sponsor may petition the FDA to make a risk-based determination of the new device and reclassify the new device as a Class I or Class 11
device. Any modifications made to a device, its labeling or its intended use after clearance may require a new 510(k) notification to be submitted and cleared
by FDA. Some modifications may only require documentation to be kept by the manufacturer, but the manufacturer’s determination of the absence of need
for a new 510(k) notification remains subject to subsequent FDA disagreement.

The FDA has undertaken a systematic review of the 510(k) clearance process that includes both internal and independent recommendations for
reform of the 510(k) system. The internal review, issued in August 2010, included a recommendation for development of a guidance document defining a
subset of moderate risk (Class II) devices to include implantable, life-supporting or life-sustaining devices, called Class IIb, for which additional clinical or
manufacturing data typically would be necessary to support a substantial equivalence determination. In the event that such new Class IIb sub-classification is
adopted, we believe that most of the tests that we may pursue would be classified as Class Ila devices having the same requirements of the current Class II
designation. In July 2011, the Institute of Medicine, or IOM, issued its independent recommendations for 510(k) reform. As the FDA receives public comment
on the IOM recommendations and reconciles its plan of action to respond to both the internal and IOM recommendations, the availability of the 510(k)
pathway for our diagnostic tests, and the timing and data burden required to obtain 510(k) clearance, could be adversely impacted. We cannot predict the
impact of the 510(k) reform efforts on the development and clearance of our future diagnostic tests.

De Novo 510(k). If a previously unclassified new medical device does not qualify for the 510(k) pre-market notification process because there is no
predicate device to which it is substantially equivalent, and if the device may be adequately regulated through general controls or special controls, the
device may be eligible for de novo classification through what is called the de novo review process. In order to use the de novo review process, a company
must receive a letter from the FDA stating that, because the device has been found not substantially equivalent to a legally marketed Class I or Il medical
device or to a Class Il device marketed prior to May 28, 1976 for which the FDA has not required the submission of a PMA application, it has been placed
into Class III. After receiving this letter, we, within 30 days, must submit to the FDA a request for a risk based down classification of the device from Class III
to Class I or Il based on the device’s moderate or low risk profile which meets the definition of a Class I or Class Il medical device. The FDA then has 60 days
in which to decide whether to down classify the device. If the FDA agrees that a lower classification is warranted, it will issue a new regulation describing the
device type and, for a Class Il device, publish a Special Controls guidance document. The Special Controls guidance document specifies the scope of the
device type and the recommendations for submission of subsequent devices for the same intended use. If a product is classified as Class II through the de
novo review process, then that device may serve as a predicate device for subsequent 510(k) pre-market notifications.

Premarket approval. The PMA process is more complex, costly and time consuming than the 510(k) process. A PMA must be supported by more
detailed and comprehensive scientific evidence, including clinical data, to demonstrate the safety and efficacy of the medical device for its intended purpose.
Ifthe device is determined to present a “significant risk,” the sponsor may not begin a clinical trial until it submits an investigational device exemption, or
IDE, to the FDA and obtains approval from the FDA to begin the trial.

After the PMA is submitted, the FDA has 45 days to make a threshold determination that the PMA is sufficiently complete to permit a substantive
review. If the PMA is complete, the FDA will file the PMA. The FDA is subject to a performance goal review time for a PMA of 180 days from the date of
filing, although in practice this review time is longer. Questions from the FDA, requests for additional data and referrals to advisory committees may delay the
process considerably. Indeed, the total process may take several years and there is no guarantee that the PMA will ever be approved. Even if approved, the
FDA may limit the indications for which the device may be marketed. The FDA may also request additional clinical data as a condition of approval or after
the PMA is approved. Any changes to the medical device may require a supplemental PMA to be submitted and approved.

Regulation of Pharmaceuticals or Combination Products. In the U.S., the FDA may determine that Serenz should be regulated as a combination
product or as a drug. The sales and marketing of pharmaceutical products in the U.S. are subject to extensive regulation by the FDA. The FFDCA and other
federal and state statutes and regulations govern, among other things, the research, development, testing, manufacture, storage, recordkeeping, approval,
labeling, promotion and marketing, distribution, post-approval monitoring and reporting, sampling, and import and export of pharmaceutical products.
Failure to comply with applicable FDA or other requirements may subject a company to a variety of administrative or judicial sanctions, such as the FDA’s
refusal to approve pending applications, a clinical hold, warning letters, recall or seizure of products, partial or total suspension of production, withdrawal of
the product from the market, injunctions, fines, civil penalties or criminal prosecution.

FDA approval is required before any new unapproved drug or dosage form, including a new use of a previously approved drug, can be marketed in
the U.S. The process required by the FDA before a drug may be marketed in the U.S. generally involves:
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. completion of pre-clinical labor