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2014 Highlights

revenues

+24%

FINANCIAL
24% increase in revenue for 2014 to $4,427,174 (2013:
$3,577,851)

EBITDA was a loss of $2,854,723 (2013: loss of $1,172,376)

Cash and marketable securities of $9,720,802 (2013:
$103,634)

Sales of Akers’ rapid test to detect a potentially fatal allergy
to the blood thinner Heparin (PIFA Heparin/PF4) more than
doubled in 2014 to $2,241,405

First international sales of PIFA Heparin/PF4 products
achieved during 2014 with $1,000,000 initial order from

China

sales of PIFA
Heparin/PF4

products

+110%

OPERATIONAL
Completed IPO on NASDAQ Capital Market in January 2014,
raising approximately $15 million in gross proceeds

Significant expansion of sales and marketing with senior man-
agerial appointments in the US and EU; and sales reps placed
in multiple strategic locations throughout US

PIFA Heparin/PF4 products are now being marketed in the
US by four leading healthcare product distributors as well as
direct sales force

Advancements in international sales strategy with product
distribution agreements signed for territories including India,
the Middle East, Australia, Singapore and multiple countries
within Europe

Initial order valued at $864,000 for rapid cholesterol tests for
Australia, Singapore and the Middle East

Established Joint Venture in China for marketing and distribu-
tion of Akers products

Commenced clinical trials for the first rapid finger stick blood
test for chlamydia



Chairman’s Statement

January 2014’s NASDAQ IPO facilitated a significant acceleration
of our commercialization and product development process; and
we are beginning to see the benefits.

The Company has been able to attract multiple experienced sales
and marketing professionals both at the head office and other
strategic locations across the US as well as in the EU. We believe
the benefits are already evident in the growing number of distribution
partnerships formed, the growth in revenues and, in particular, the
more than doubling of sales of our flagship rapid test for detecting
an allergy to the widely used blood thinner Heparin. We believe this
rapid test has the capacity to save an average US hospital upwards
of $1 million per annum while at the same time accelerating the
process of diagnosis and therefore the speed at which the right
treatment is given to the patient. | believe we are scratching the
surface of a very substantial existing market for Heparin PF4 anti-
body testing which can be replaced with Akers’ faster and more
cost-effective single-use devices. This proposition is actively being
communicated to US hospitals by the Company’s marketing partners
and by our internal sales team.

2014 has seen Akers add new distributors in the Middle East, Australia,
Singapore, India, France, Belgium, the Netherlands, Luxembourg,
Switzerland and Lichtenstein. During the period the Company entered
into a substantial Joint Venture agreement for the marketing and
distribution of all Akers’ rapid tests - excluding PIFA Heparin/PF4 -
in China; while our Chinese distributor for PIFA Heparin/PF4 placed
its first order ($1m) for the products in November 2014. This initial
stocking order provides some insight into just how large a market
we believe China can become for Akers. In fact, we believe China
to be the second biggest potential market in the world for our PIFA
Heparin/PF4 tests after the US.

The Company’s improving balance sheet and growing sales is also
enabling Akers to fully develop a range of products that serve the
nutraceutical and weight loss marketplaces. These are large
marketplaces in all developed countries but nowhere more so than
in the US where the Company is currently focusing its efforts. Ak-
ers’ technology can measure biomarkers present in breath con-
densate related to various metabolic processes. As a result, Akers
has used its proprietary, easy-to-use platform to design disposable
breath tubes that measure ketone (acid) production associated
with fat-burning and oxidative stress levels that relate to cellular
damage and the development of many preventable diseases. The
Company is developing a consumer-focused reagent device, and
linking this device to an app for smartphones and tablets that can
not only produce a result, but also track progress over time. Initial
marketing activities have commenced for these products and the
Company is preparing for commercialization.

Raymond F. Akers, Jr. PhD, Co-founder and Execuive Chairman



While the Company’s sales and marketing professionals focus on
growing sales of existing product lines, the development team
continues to advance a pipeline of rapid tests designed to improve
the process of diagnosis in large markets such as respiratory disease,
where we are developing breath tests for lung cancer, for asthma
and for chronic obstructive pulmonary disease; in diabetes, where
we are developing a breath test to help diabetics rapidly evaluate
their ketone levels without the need to provide blood or urine samples;
in cardiovascular disease, where we are developing, on the commission of
Konica Minolta, a rapid blood test for heart attacks; and in infectious
diseases, where we are developing - among other tests - an on-
the-spot finger stick blood test for chlamydia, one of the most
prevalent of all STDs.

What each of these areas has in common is that the market for
testing is already established with existing diagnostic procedures
which could be replaced with faster, easier and lower-costing
technology.

OUTLOOK

Akers exited 2014 with an improved balance sheet, higher
revenues, with a more substantial sales and marketing function,
new distribution partners in new markets and with a pipeline of
tests advancing through the developmental process. Among our
key goals for 2015 are the continued acceleration of PIFA Heparin/
PF4 sales in the US; while assisting our international distributors
in establishing these tests in overseas markets. Additionally we will
in the coming months advance the consumer proposition for the
Company’s Wellness product line which we believe could be significant.
I look forward to reporting further progress throughout the year
ahead.

Raymond F. Akers, Jr. PhD,
Co-founder and

Executive Chairman
March 23, 2015

“Akers exited 2014 with an
improved balance sheet, higher
revenues, with a more substantial
sales and marketing function, new
distribution partners in new
markets and with a pipeline of tests
advancing through the
developmental process.”
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FORWARD LOOKING STATEMENTS

Included in this Form 10-K are “forward-lookingtatements, as well as historical information. éiltbh we believe that the expectati
reflected in these forward-looking statements @a&sonable, we cannot assure you that the expewtataflected in these forwatdeking
statements will prove to be correct. Our actualiltescould differ materially from those anticipatedforwardiooking statements as a resul
certain factors, including matters described in sketion titled “Risk Factors.” Forward-looking t&ments include those that use forwarc
looking terminology, such as the words “anticipatéhelieve,” “estimate,” “expect,” “intend,” “may,”project,” “plan,” “will,” “shall,”
“should,” and similar expressions, including whesed in the negative. Although we believe that tkgeetations reflected in these forward
looking statements are reasonable and achievdigse tstatements involve risks and uncertaintiesnandannot assure you that actual re
will be consistent with these forward-looking statts. We undertake no obligation to update orseethese forwartboking statement
whether to reflect events or circumstances afteddite initially filed or published, to reflect tbecurrence of unanticipated events or othen
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PART |
Item 1. Business.
Overview

Akers Biosciences, Inc. (“Akers,” “we” or the “Compy”) develops, manufactures, and supplies rapihtypf-care screening and test
products designed to bring health-related inforaratlirectly to the patient or clinician in a tim&ad costefficient manner. Akers believe:
has advanced the science of diagnostics througtiehelopment of several proprietary platform tedbges that provide product developnr
flexibility.

All of Akers’ rapid, single-use tests are performedritro (outside the body) and are designed to enhancenpatiellbeing and reduce to
outcome costs of healthcare. The Compamyirrent product offerings and pipeline produotsus on delivering diagnostic assistance in a
variety of healthcare fields/specialties, includingrdiology/emergency medicine, metabolism/nutnitiadliabetes, respiratory diseases
infectious diseases detection, as well as for ahadfithe-job alcohol safety initiatives.

Akers believes that low-cost, unit-use testing ordiyy saves time and money, but allows for more fegt, neapatient testing which may se
lives. We believe that Akers’ FDA-cleared rapidghastic tests that help facilitate targeted diagaand realime treatment. We also belie
that Akers’ rapid diagnostic tests surpass mostrotirrent diagnostic products with their flexityilispeed, ease-afse, readability, low cc
and accuracy. In minutes, detection of diseasesttd medical conditions can be performed on esipafient specimens, without sacrific
accuracy.

We believe the use of rapid tests, which can bépaed at the point-ofare when and where the patient is being consutiad,result i
immediate diagnostic decisions and subsequentgzdtregimens and is an important developmenténptfactice of medicine. Point-chre
testing addresses today's challenges in the heatthiodustry, such as:

e cost pressures/efficiency of healthcare deliv
e need for easy to use, accura-home tests for individuals to monitor their perddrealth and wellnes:
e need for affordable mass screening tests for kiegiious diseases, cardiac conditions, and metabarkers; an
e public health needs in developing countries lackiagic health infrastructur
Market Overview

Worldwide, healthcare professionals use laborati@sts to support their clinical diagnosis and treait decisions. According to
MarketsandMarkets reportn-Vitro Diagnostic (IVD) Market (Applications, Engsers & Types) Trends & Global Forecasts (Majo
Emerging Market— G7, Japan & BRIC) (2011 — 2016published in January 2012 (the “IVD Market Reporthe use of such tests contin
to grow as a result of increased patient awarerpeggnt selftesting, and the aging baby boomer population acties globe. Other ma
drivers for the growth of thé vitro diagnostic (“IVD”) industry is a rise in the numbef diseases like respiratory and hospé#edtuiret
infections and a rise in the chronic diseases sashdiabetes, hypertension, cardiovascular diseas®b,cancer. Both an increas
understanding of the molecular processes underlyiagy disease states and the opportunity for @ingcto quickly incorporate that targe
information into treatment decisions (e.g. comparti@sting). According to an article published orvitno diagnostics by Medical Device ¢
Diagnostic Industry (“MDDI”) online in March 2013, the past, thén vitro diagnostics industry has focused on developing tistt requir
significant time, skill, and often costly, speczad equipment. Patient specimens often had to bectedl remotely and processed in a ce
laboratory with test results sent to a physiciaa kter date. This general protocol is not paldidy well-adapted to the practice of medicin
a costeffective, timely manner. The pressures on puldiglih budgets and falling profits among third pgr&yors such as insurers, necessi
an alternative approach to disease management.oMemethe implementation of “Obamacarn@’ the United States mandates that ter
millions of additional people receive casffective healthcare. This reality has changedAimerican healthcare landscape as evidenced t
steady growth of the retail health clinic and utgeare center markets.
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According to the IVD Market Report, outside of tbheited States, socialized medicine and/or a gersrabsphere of cosentainment ar
healthcare efficiency drive the need for diagnositing solutions that are fast, affordable, aatrsimple-tgeerform and help enable ec
diagnosis and treatment of medical conditions owigie an assessment of a person’s health status.

Akers designed its products based on single-assay platforms with straightforward test places that can be completed in minutes. It
healthcare setting, the Company’s clinical labasapoducts can be utilized near or at the poirtanfe and do not require the use of expel
equipment or a highly trained or specialized sta$. a result, an individua’ current health status can immediately be incearedr intc
diagnostic and treatment decisions, improving therall efficiency of the healthcare experiencehia eyes of the patient, and ultimately
payor. In addition, in the developing world, thetability and ease-of-use of such pointeafre tests can serve to drastically improve thel
of disease screening and subsequent patient cardeléve the benefits of our technology platfoars therefore welbuited to the diagnos
demands of third world countries that seek to delimodern medical diagnosis in the midst of priveitinfrastructures. In addition, some of
products have received FDA clearance for overetigater use and others that do not fall withindfersight of regulatory authorities have
added benefit of being self-tests that deliver eas health information odemand. Akers believes that the products that eenfam it:
technology platforms address the needs of the snghealthcare delivery system that is moving patoare closer to or in the home.

In a June 6, 2013 article,Global In Vitro Diagnostics Markets Outpace Pharinaustry Growth”by Frost & Sullivan estimated the glo
IVD market was $45 billion, with forecasted reveraxpected to reach $64 billion in 2017. While th& Uand Western Europe are the lar
IVD markets, the Asian-Pacific region and Easteundpe are projected to be the fastest growing mgtF& Sullivan. The Compang’mair
presence is in the United States, but recently wrecdistribution and licensing agreements haviated Akers'strategic move to the Chi
and European Union marketplaces.

Strategy

Akers’ strategy is to target carefully chosen, high margarket segments within the diagnostics industrgnetexisting tests do not effectiv
fulfill clinical requirements, or an emerging, uifilled need has been identified. The Company seeldevelop tests for applications base
their ability to compliment a particular treatmelifestyle or testing regimen that requires a tiaral costefficient diagnostic alternative
solution. Akers utilizes its existing platform texiogies to internally develop its new productsheesCompany’s proprietary methods.

Akers has established and will continue to purdegidution relationships with high volume, medieald health & wellness product marke
to maximize its revenue potential, and to be a éwide competitor in specialized markets within thegnostics industry.

Akers has developed and continues to develop kejesgic relationships with established companigb well-trained technical sales forces
strong distribution networks in the following keyarket segments:

e Clinical Laboratories

e Physician’ Office and Urgent Care Clinic

e Retall;

e Nutraceutical Suppliers; ar

e Military/Government
The Company plans to target other attractive marketh as aid organizations with purchasing powaerapid infectious disease tests and ¢
biotechnology companies or pharmaceutical manufacdtthat may require companion tests to promotiemtacompliance with a medicati

regimen or facilitate initial screenings to qualifgtients for a particular therapy.
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Technology Overview

Akers’ proprietary platform technologies merge stific innovation with user-friendly formats to dedr cost-effective and timefficieni
testing and sample preparation solutions wherendrah they are needed.

Testing Platform Technologies

MPC Biosensor Technology

MicroParticle Catalyzed Biosensor (“MPC Biosensdr&chnology permits the rapid identification of mediconditions through biomarkers
exhaled breath. These products contain micropastitiat change color when a subject has a poséstaesult. The microparticles are coi
with recently discovered agents that both decrédaséime to result and provide a more defined colmnge when appropriate. MPC Biosenso
based products are packaged in small, disposalés tinrough which test subjects can easily blowséweral seconds. In the United States
MPC Biosensor Technology is protected by three édhBtates patents (8,871,521; 7,285,246, 7,837,888¢ring all MPC Biosensor produ
such as CHUBE, VIVO and the “Breath PulmoHealth éCki’ suite of products. Breath Ketone “Chediéis one US and one internatic
patent granted. In addition, ABI also holds thre®, three Australian and three European Communityigdepatents for Color Comparis
Card technology that users can utilize to interpgegector results.

Particle ImmunoFiltration Assay (PIFA®) Technology

PIFA® technology is an accurate, rapid, immunoagsayrocedure for detecting or measuring specifictpires or other substances throt
their properties as antigens or antibodiemethod based on the selective filtration of dy&droparticles coated with antigen or antibody.
microparticles are combined with a test sample (&btood, serum, urine or saliva) within a sedfrtained device. If a patient tests positive
the antibody or antigen, a binding event will ocand the dyed microparticles will be trapped byltarfwithin the device. As a result, the 1
window will be void of any color. Conversely, ifdlpatient tests negative, the dyed microparticidsflaw freely into the test window. Akers’
PIFA® Technology is currently protected by United Stagatent ( 5,827,749) covering all PIFA tests suchl@garin, Malaria and Chlamyd
Specific to the PIFA Heparin tests, the Company tras international Patent (JP 4,931,821) grantefibrice, and three patent applicati
pending (one US and two international).

SMC Technology

Synthetic Macrocycle Complex (“SMC”) Technologydscolorimetric testing methodology that pairs appietary reagent & substance «
mixture for use in chemical analysis or other réams$) with a handheld, photometric reader that determines the qiading level of |
therapeutic drug in a patieatblood sample. The technology also permits theofisehole blood samples collected from a simplgéinstick
making products that use this technology extrerfiekible within the healthcare delivery system.

Rapid Enzymatic Assay

Rapid Enzymatic Assay (“REA”) technology enables thpid detection of metabolites in blood and uiinassay formats that are easydss-
and deliver quantitative or semuantitative results. Products that employ REA mebbgy are primarily intended for pharmaceuticaitritional
and over-the-counter (“OTC'harkets. Akers has two United States patents (86898 8,003,061; 8,425,859) for this technologyesonwg ou
Tri-Cholesterol “Check” test, along with one USedtapplication pending.

minDNA ™ Technology

minDNA ™ technology facilitates the analysis of DNA, in anéute, by a hand-held photometric reader. A mixtoonsisting of a patierst’
whole blood specimen and a disposable reagenpissex to the minDNAnalyzer, a digital hahelld reflectance photometer. These assay
be utilized at the point of care setting by radimical laboratory personnel using finger sticloddi samples, or in the laboratory using EL
whole blood specimens obtained through venous bilvadis. This technology can be applied to the agrmént of rapid white blood cell col
and absolute neutrophil count assays that can oraside effects of certain psychiatric and oncoldgygs.
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Sample Preparation Technology

Rapid Blood Cell Separation Technology

Akers’ Rapid Blood Cell Separation (“Separator”)cfirology, marketed under the brand name seraSTAUf®her accelerates the rate
which a test result is obtained as the oftequired sample preparation step is abbreviatestidadly. Conventional methods of blood
separation are labor-intensive and time-consuntyically involving blood collection and laboratopgrsonnel, as well as electricaipwere:
centrifuges and other specialized equipment. Thpadiable Separator device requires only a swodlime blood sample obtained from a t
and costefficient finger stick procedure or through a vesdilbod draw. Akers has obtained the appropriatd-D& regulatory clearances
seraSTAT® as a starmlone device and the technology is currently irdggg into PIFA PLUSS PF4 devices, and will be zgili in thi
infectious disease products currently under devetop. The seraSTAT®apid Blood Cell Separation Technology is curremitgtected b
two United States patents (7,896,167; 8,097,171 ame international patent (JP 4,885,134), with t@dditional international pate
applications pending.

Product Portfolio

Akers is positioned as a provider of rapid diagitosblutions that encompass the totality of thenpof-care testing process, from san
preparation to immediate test result. In additae, believe we are a pioneer in disposable breatamsate technology, a testing format
has significant potential given the variety of weks- and disease-predicting biomarkers presemt éxhaled breath sample.

At present, Akers’ commercialized and emerging pobdportfolio incorporate four of the Compasysix proprietary platform testi
technologies: PIFA®MPC Biosensor, REA and Rapid Blood Cell Separaiiechnology. Directly below, is a discussion of fieducts withi
our current and emerging portfolio that will be segted by platform.

Akers designed its products based on single-assay platforms with straightforward test places that can be completed in minutes. It
U.S. some of the Company’s clinical laboratory prctd and those with medical intended uses genaedlyire “prescription use”ederal Dru
Administration (“FDA”) 510(k) clearance prior to product marketing giveattthey will be ordered or used by medical prawctérs in th
course of his or her professional practice. Dedpii categorization, Akers professional use prtslace still designed for ease of use, ce
utilized near or at the point-afare, and do not require the use of expensive awripor a highly trained or specialized staff. Asesault, a
individual's current health status can rapidly be incorporatita diagnostic and treatment decisions, improvimg overall efficiency of t
healthcare experience in the eyes of the patiedtutimately the payor. In addition, in the dey®fag world, the portability and ease-a$e o
such point-ofeare tests can serve to drastically improve thel lef/disease screening and subsequent patientWarbelieve the benefits of
technology platforms are therefore wsllited to the diagnostic demands of countries @ dbveloping world that seek to deliver mot
medical diagnosis in the midst of primitive infragttures. In addition, some of our products haweiked FDA 510(k) clearance for over-the
counter (“OTC”) use. Other self-tests deliver paadealth information of a non-medical nature,demrand, and are not FDA regulated; tl
products are still manufactured in compliance vatlkjuality management system (“QMS-Complianfkers believes that all its technolc
platforms and products address the needs of tHgirgdealthcare delivery system that is movinggrgtcare closer to or in the home.

The following table sets forth our marketed and-entr pipeline products, identifies the approprigiescription use” or “OTC'tesignation ar
whether the required clearance has been obtainisdstl needed prior to product marketing.
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Our marketed and emerging products include:

Not FDA- FDA
regulated;  Clearance
QMS- Required FDA Clearance
Compliant Prescription Status
Product Platform Market/Pipeline  Only Use/OTC  Obtained/Needet Description
BreathScan®/ CHUBEMPC Marketed OoTC Obtained Disposable breath alcohol detector
™
BreathScan® PRO MPC Marketed OoTC Obtained Quantitative breath alcohol detection
system
Breath Ketone MPC Pipeline Prescription Us Needed Disposable breath ketone device for
“Check™® diabetic monitoring and management of
senile dementia and Alzheimers disease
patients
METRON ® MPC Marketed X Disposable breath ketone device to
monitor weight los:
Breath PulmoHealth MPC Pipeline Prescription Us Needed A suite of breath tests for biomarkers
“Check™® indicating asthma, chronic obstructive
pulmonary disease (COPD), and lung
cancel
VIVO MPC Marketed X Nor-invasive, quantitative measurement

of biological markers for oxidative stress
that relates to cellular dama




Not
FDA- FDA
regulated; Clearance
QMS- Required FDA Clearance

Compliant Prescription Status
Product Platform Market/Pipeline Only Use/OTC  Obtained/Needet Description
PIFA® Heparin/PF4 & PIFA Marketed Prescription Obtained Rapid tests for Heparin/PF4 antibodies to
PIFA PLUSS® PF4 Use detect an allergy to the widely used blood
thinner, Heparir
PIFA PLUSS® PIFA Pipeline Prescription Needed Rapid tests for a the most prevalent
Chlamydia Use sexually transmitted disea
seraSTAT® seraStat Marketed Prescription Obtained Rapid Blood Cell Separator, marketed
Use under the brand name seraSTAT@rther
accelerates the rate at which a test res
obtained as the often-required sample
preparation step is abbreviated drastic:
Tri-Cholesterol REA Marketed OTC Obtained Rapid test for Total and high density
“Check’® lipoprotein cholesterol and estimates low
density lipo proteir
PIFA PLUSS Troponir PIFA Pipeline Prescription Needed Rapid test for the diagnosis of a
Use myocardial infarctior

MPC Biosensor Technolos

The Company’s MPC Biosensor breath condensatadegtatform forms the basis of a number of Akerskated and pipeline products.
Breath Alcohol Franchise

BreathScan® originated the disposable breath alcdétector category and was the first singde breathalyzer to obtain the FDA 51!

clearance in 2006 for Over-tli@sunter use required to facilitate sales to US gones's; CE certification is not required to market product i

the EU given that BreathScan®sults are not used to diagnose any medical donditHowever, Chubeworkx and its indirect subsidi@n’

10Global Limited (“en10”), in partnership with the @pany, received certification under the French &ash, NF X 20702 which defines tt

specifications that chemical breath alcohol detsctoust meet in order to be sold to consumers amde. In addition, the Compasybreat

alcohol detector technology was granted an Ausindfitandard certification trademark, which cleahedcommercial pathway for product si

in Australia, New Zealand, and South Africa thawicertification as a requirement for market erteathrough its distribution relations w

Chubeworkx and en10. Chubeworkx sales and marketiitigtives also currently extend into the UK. Quane 13, 2013, the Comps

announced that it was extending the ChubeworkxriSeeand Supply Agreement to allow the marketing distfibution of the “BE CHUBE”
program and its related product in North America.




The Company’s disposable breath alcohol detect@sa@ailable in .02%, .04%, .05% and .08% blooaladt concentrations (“BACs"anc
provide users with a test result in two minutesh# crystals in the interior of the device chafrgen yellow to aqua, the user has tested po:
for the specific alcohol level. Should the crystamain yellow, the result is negative.

The Companys proprietary breath alcohol detection technologypaired with the quantitative precision of an &lauc analyzer in tt
BreathScan® PRO alcohol detection system. As witBraathScan® products, the test subject exhalesa specially calibrated, BreathS@&an
PRO detector. The testing coordinator then insémsused detector into the BreathScaRRO Digital Analyzer. After two minutes, 1
Analyzer's sophisticated optics calculate the stit§eBAC; the detectable range spans from 0.00% t6%.BAC. Unlike other electror
breathalyzers, BreathScan® PRO never requiresibeatidn so it is in “ready” mode at all times. 2011, the Company received FDA over
the-counter clearance for the system, providing a coroialéation path in the US for use by trained pasionals, including those in civil &
military law enforcement, and the general publit;addition, the CBAark was affixed to the alcohol detection system gmfessional us
Unlike the aforementioned BreathScan® disposabtectiers, BreathScan® PRO is required to have aviab« as the system includes
electronic component, namely the digital analyzer.

Since the appropriate regulatory clearances haga bbtained in the United States and other majoketsrequiring specific certifications
specific devices (i.e. France and Australia for @mmpany’s singlerse detectors for these products), the Company miateanticipate needil
to fund additional clinical trials to facilitate oritiate product marketing in other internationadjions thus far.

Other Emerging MPC Platform Products

The Companys MPC Biosensor technology is being applied to degelopment of products that serve the nutracdusind weight los
marketplaces. As a category, these disposablersngetests are exempt from FDA 510(k) premarkearmgaces. Biomarkers related to vari
metabolic processes can be measured in breath msatde As a result, Akers has used its proprietagy-todse platform to design dispose
breath tubes that measure ketone (acid) produesssociated with fat-burning (METRON®@Nnd oxidative stress levels that relate to cel
damage and the development of many preventablastise(VIVO™ ). The Company believes that personalized healthvegiiness -anc
eventually personalized medicinew#l become an increasingly significant market. TBempany is positioning its tests for weight lossl
oxidative stress for this market by designing aenmnsumefecused reagent device, and linking this devicart@pplication for smartphor
and tablets that can not only produce a resultalaa track progress over time. Initial marketirgj\aties have commenced for these prod
and the Company is preparing for commercializatidre Company is currently assessing distributiopoofunities with companies specializ
in weight loss and/or mass distribution throughltfeeelated multilevel marketing organizations. Sinevides with claims related to wei
loss or nutrition are exempt from FDA oversighglimical program to support 510(k) submission i$ remuired for either of these produ
Given the non-medical intended use, the Compang dotbelieve products will be required to holdE@ark prior to marketing in the EU.

Akers is continuing its clinical development of tBeeath Ketone “Checkdisposable breath tube for the diagnosis of ketlmsis in diabetic
Breath Ketone “Check” is being designed to provielgltime information that allows diabetics to determihthey have a more severe leve
ketone (acid) build up in their body that can caadiée-threatening medical emergency called ketoaciddsis. estimated 28.5 million Typ:
(insulin-dependent) diabetics worldwide are at particulsk for ketoacidosis and require routine monitorarfigheir ketone levels. To date,
medical industry relies on blood and urinesed ketone testing methods, which are invasigéoamconvenient. Since breath and blood ke
levels are closely correlated, the Breath Ketonketk” is designed to offer healthcare professionals &ed patients a convenient, accu
method, which can be completed anytime, anywherguickly determine if an individua'ketone level is approaching a dangerous thre
requiring medical attention. Since this productuiess FDA 510(k) clearance, the Company continaegetelop its technical file and compl
required clinical studies to complete the regulatrbmission.
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The Company is also devoting resources to the relsesnd development of Breath PulmoHealth “Cheslite of assays. These dispos
detectors are being designed to signal the detecovarious biomarkers related to pulmonary heatidimely asthma, chronic obstruc
pulmonary disease (“COPD”) and lung cancer, throogitivenient, rapid analysis of an individgabreath sample. Akers has chosen to t
this trio of conditions due to their significantpaict on global health:

e over 300 million people worldwide are living witlstama and up to 18% of a cour's population are undiagnosed asthma
e 210 million individuals are being treated for COBt each of the 1 billion smokers worldwide areisi for the disease; ar

e more than 1.6 million people worldwide receive thagnosis of lung cancer annually with many moinis expected as 80% of
lung cancers can be attributed to smok

Akers believes these statistics suggest that pudmyooonditions are under-diagnosed and utidzted and will continue to pose a chri
strain on worldwide public health. Currently, diagtic methods used for the detection of lualted diseases and illnesses are often cos
specialized medical personnel must facilitate asialgnd testing, and radiologic exams or invasivgisal procedures may be required. W
Akers does not presume Breath PulmoHealth “Ch@cktiucts to be replacements for such tests in atkets, it does however have ambiti
for the devices to become effective, highly cosiciit, primary screening tools. Their ease-of;ys@rtability and nonavasive nature provit
healthcare professionals and public health officiglth a testing platform that can be deployed ighhvolume, and even in regions of
developing world. At present, the Compasprimary development efforts are focused on caomifigy the clinical dossier for the asth
product.

The Breath Ketone “Check” and the Breath PulmoHie&lheck” suite of products will require the development mdividual clinical tria
programs to facilitate eventual FDA 510(k) subnuasi The Company has self-certified Breath Ketobketk”as being in compliance w
CE requirements in the EU, and intends to purseestime designation for each product in the BreatméHealth “Check’trio once th
appropriate technical file is assembled.

MPC Biosensor technology is currently protectedtrge United States patents (8,871,521; 7,285,2887,936).

PIFA® Technology

The core products marketed under the PIFA® platfarsmthe PIFA® Heparin/PF4 Rapid Assay, PIFA PLUSS®, and a variety of ray
Infectious Disease screening tests which targeketsin the developing world.

PIFA® Heparin/PF4 Rapid Assay and PIFA PLUSS® Péwhain the only FDAcleared rapid manual assays that quickly determiha
patient, being treated with the blood thinner Hapanay be developing a drug allergy. This clinisghdrome, referred to as Hepahimucec
Thrombocytopenia (“HIT”"), reverses the Heparin'seimded therapeutic effect and transforms it intdadting agent. According to Current
Concepts Review: Heparin-Induced Thrombocytopeniptiblished by Foot and Ankle International in 2q@& “HIT Report”),patients witl
HIT are at risk of developing limb- and life-threaing complications, so the timely test result jed by Akers’Heparin/PF4 devices
paramount to effective clinical decision makingitte US alone, approximately 12 million patients exposed to Heparin annually and 1¢
5% of those patients receive a HIT diagnosis. Targdst arisk populations are patients undergoing major ieara@r orthopedic surgic
procedures. It is estimated that up to 50% of e&rdurgery patients develop HéRtibodies. Given the size of the aging baby boomarke
segment and the prevalence of cardiac diseasegrgsgvithin this category is expected to increasewould the potential demand for
Company’s convenient, rapid tests.
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The PIFA® Heparin/PF4 Rapid Assay improves the ddath of care in HITtesting with its result delivered in less than fiminutes after tt
patient sample has been prepared. Traditional rdsthrequired the use of expensive equipment, sjemiallaboratory personnel &
approximately four hours of technician time to céete the 20+ assay test procedure in-house, Glimécivere subjected to a 24#@-hou
turnaround time if the HIntibody determination was outsourced to a referdaboratory. Especially in the latter scenaria fatier
information obtained is retrospective in naturetlas HIT-antibody result cannot be factored into disensitive diagnostic and treatm
decisions. The Company has recently introduced PHAJISS PF4 to U.S. hospitals to further improve thge at which healthce
professionals can obtain a HIT-antibody result.

This PIFA® line extension merges the ease-of-usthefPIFA testing platform with Akersecently patented Rapid Blood Cell Separe
Technology, marketed under the brand name seraSTAT® marriage of these two technologies condensessdimple preparation ¢
analysis procedures as the precise micro-volune sEraSTAT® -prepared patient specimen is delivdmagttly into the PIFA®cassette fc
immediate testing. This eliminates an additionad-baur of sample processing time and the need fdthezae personnel to have access
centrifuge to separate the liquid fraction of bldom the cellular fraction. As a result, HE€sting can be initiated and completed at or rigs
point-of-care, especially in emergency and criticate departments where timfficient diagnostic results can drastically impeopatier
outcomes.

Since the appropriate regulatory clearances hage bbtained in the United States for these prodttiisCompany does not anticipate nee
to fund additional clinical trials to facilitate guiuct marketing domestically. In addition, the emtrtechnical file that has been assemble
seraSTAT® and PIFA PLUSS PF4® will also be usedupport Akers’ CE-marking setfertification process to initiate product saleghe
EU; the PIFA Heparin/PF4 Rapid Assay is already @dtked. The Company’strategy in foreign jurisdictions that may requardditione
clinical trials to support regulatory clearancejsathe case in China, is to partner with a distidl that will fund the required clinical progran
exchange for some degree of marketing exclusivity.

Other PIFA®R Platform Assays in development

According to the Center for Disease Control and/@ndon, “Emerging Infectious Diseases: a Year Perspective from the National Insti
of Allergy and Infectious Diseases, volume 11, Nemdb— April 2005”,infectious diseases account for more than 15 milleaths annuall
That equates to one in every two deaths in devedppountries. Given that greater than 80% of theldiopopulation lives in the 10pks
developing countries, the need for infectious disescreening tests and effective treatment opti@ssglobal implications. The expans
geographies combined with underdeveloped, undeefdiinealthcare infrastructures make rapid, singks-portable devices that do not rec
special instrumentation, key to any infectious d&econtainment solution.

Akers’ PIFA® technology provides a testing formaatt meets the aforementioned criteria. The Compganyquickly apply the PIFA PLUSS
methodology to its infectious disease testing potsldo further consolidate the test result taraund time and eliminate the need for
specialized sample preparation personnel or equipmbich are usually not at the disposal of healtbgrofessionals in remote locations
date, the Compang’custom reagent work has focused on a varietpfetiious diseases, markers of cardiovascular skisemnd blood typir
tests including the following:

e Chlamydia

e Malaria

e Dengue Feve

e Troponin |

e ABOD Battlefield Blood Transfusion Cal
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REA Technolog

Akers’ Tri-Cholesterol “Check” test is initiated thian easy-t@btain finger stick blood sample, and provides siseith an estimate of bc
their Total and high density lipoprotein (“HDL®9holesterol levels, and by a simple calculatiorpragimates their low density lipoprott
(“LDL") level. We believe that there is global demand ffig tategory of disposable tests given healthcarels that identify cardiovascu
disease, and related risk factors like high chelest diabetes and high blood pressure. These doatiphs are particularly on the rise
developing nations that have gained access toidtarg habits of the west. In fact, studies rebitg Middle East Health Magazine rece
conducted in various medical centers throughoutiBarabia and the United Arab Emirates (“UAEategorized the cardiovascular health
as being on the edge of a potentially serious epicleln addition, the research revealed that Hadf $ubjects were undiagnosed pric
participating in the study that may be indicative imsufficient healthcare resources. This regionase study has global applicatior
cardiovascular disease is the leading cause of deaidwide and access to healthcare remains dediga to much of the aggregate popula
This drives home the need for rapid, straightfodwsareening tests that are easily accessible teidhgls for routine monitoring.

Tri-Cholesterol “Check” has the appropriate U.SAFDarket clearances and is also @&rked for sale in the European Union for profess
use. At present, the Company’s Tri-Cholesterol “€didusiness strategy is to focus on distribution &@tiv in countries within the developi
world. Once Akers completes an assessment of apptes within the region, it intends to determihadditional clinical data outside of t
robust technical file assembled to support FDA+@rae and CE-certification will be required for guat marketing.

The REA Technology is currently protected by thiedted States patents (8,808,639; 8,003,061; 83525,

Sample Preparation Technology

Rapid Blood Cell Separation Technology

In addition to the Company’s testing platforms, Akerecently patented Rapid Blood Cell Separatit®eparator”) Technology, markete
under the brand name seraSTAT®, further accelethtesate at which a test result is obtained aftenrequired sample preparation ste
abbreviated drastically. Conventional methods afotll cell separation are labor-intensive and tooesuming, typically involving bloc
collection and laboratory personnel, as well astatzlly-powered centrifuges and other specialized equipnTdrg Separator device requ
only a small-volume blood sample obtained frormzeti and cost-efficient finger stick procedure.
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The required micro-volume specimen of serum ormbass immediately extracted and introduced intcapid assay device for retine
analysis. The savings afforded by the Separatoicdesan be measured in time and cost given itskaquig-aroundime and straightforwar
easy-to-master procedure.

Since the appropriate regulatory clearances hagr bbtained in the United States for seraSTAT® stmadalone device, the Company d
not anticipate needing to fund additional clinitrédls to expand product marketing domesticallyrr€ntly, seraSTAT®s integrated into PIF
PLUSS PF4 devices, and will be utilized in the @tiflgus disease products currently under developrfdrs may consider partnerships v
other medical device companies, functioning as ggital Equipment Manufacturer (“OEM”), as the bétseof the seraSTAT@Rapid Bloo«
Cell Separation Technology can be integrated itheroassay platforms. Also, the current technidalthat has been assembled for seraS®AT
will be used to support Akers’ CE-marking self-@aration process to initiate product sales in #é. The Companyg strategy in foreic
jurisdictions that may require additional clini¢ahls to support regulatory clearance is to partmigh a distributor that will fund the requir
clinical program in exchange for some degree ofketang exclusivity.

The seraSTATGERapid Blood Cell Separation Technologies curreptigtected by two United States patents (7,896,8¢197,171) and ol
international patent (JP 4,885,134).

Competition

Competitors of Akers include other companies dgvielp and marketing rapid, point-c&re diagnostic devices and companies with dedl
laboratory instruments and/or automated test syst¥ve face intense competition from companies @iminant market positions within 1
in vitro diagnostic testing market such as Abbott, ACON Llatwies, Inc., Alere, Diagnostica Stago, SA., Inow Inc., OraSul
Technologies, Inc., and Quidel Corporation.

The Company believes the primary criteria for deiaing competitiveness within the rapid point-ofe€aector are cost, easeusfe, spee
readability, accuracy and flexibility. The time wepd by Akers to develop a working prototype testdy for clinical trials typically rang
from eight to twelve weeks from inception. We bedidhat competitordaboratory tests normally require at least a yeatevelop to a simil;
point.
However, our competitors have significantly grediigancial, technical, marketing and other resosiiten we have and may be better able to:

e respond to new technologies or technical stand

e devote resources to the development, productiametion, support and sale of produc

e acquire other companies to gain new technologigsaducts that may displace our product lir

e react to changing customer requirements and exj@Etsa

e manufacture, market and sell produand

e deliver a broad range of competitive products afloprices
Our principal competitors are able to leveragertheyader product portfolios and dominant markedifimns in some segments by, for exarr
bundling their products into specially priced paggs that create strong financial incentives foirttigstomers to purchase their products. T
practices may negate savings customers would gain huying select products from Akers and may dsteh customers from buying Akers'’
products. We expect competition in the markets liictv we participate to continue to increase astiegjsompetitors improve or expand tt
product offerings.
How We Generate Reven
The majority of our revenue comes from selling dagicreening and testing products, largely throoghdistribution networks. Some of «
assays are used in the clinical laboratory to @ltety help healthcare professionals to diagnosiedical condition or complication that n
require treatment. Other products can be sold thesicounter, to the general public, to help asaasadividuals status as it relates to hisi
blood alcohol or cholesterol level, to help monitis/her progress on a specific wellness regimed/oa to screen for a biomarker that ma
indicative of an individuas general level of health. Some of our revenuesgoeiated with licensing payments that often refatexclusivi
access to specific markets.
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Our Current Target Markets

Regarding the Compars/test for the heparin drug allergy, the testingk®@largely resides within the clinical hospitabbratories of medic
facilities. In the U.S., the Company accesses aatimakers within these institutions through pinfjl by its highly trained technical sales te
and collaborative prospecting with distributor satepresentatives. Internationally, Akers providemprehensive training to its distribL
partners to enable them to implement the samengedld technical training strategies.

The markets for alcohol breathalyzers are reachemligh a network of large and small distributoreede markets include industrial saf
education, law enforcement, social responsibilitg eetail.

The health and wellness markets include nutracautmmpanies, fithess centers and diet and weigistdenters.
Manufacturing and Suppliel

We are a vertically integrated manufacturer, prantycubstantially all of our devices hmeuse. The vast majority of our products startas
high quality, medical grade polymers and exit auilities as fully manufactured and packaged médiezices. As a result, we have a s
supply line between our raw materials and finisgedds which gives us greater control over our pcoduality. The downside of our imeust
manufacturing is the requirements for facilitiesyyer, and equipment. This approach also requiréstaiiongterm planning and the ability
predict future needs. Many of our processes amguanio us, but the Compasyflexible manufacturing capabilities and unusedent capacit
generally translate into relatively short produstiimelines. As demand for our products increasieliteonal capacities may be requirec
advance our evolving needs.

We use a diverse and broad range of raw matendlsei manufacturing of our products. We purchakefalur raw materials and select ite
such as packaging, from external suppliers. Intamdiwe purchase some supplies from single souimeseasons of proprietary knolew,
quality assurance, sole source availability, or lusegulatory qualification requirements. US meadlidevice manufacturers must establish
follow quality systems to help ensure that themducts consistently meet applicable requirementksspecifications. The qualityystems fc
FDA-regulated products are known as current goodufseturing practices (“cGMP’s"tGMP requirements for devices in part 820 (21
part 820) were first authorized by section 520¢ftt® Federal Food, Drug, and Cosmetic Act. We waldsely with our suppliers to ens
continuity of supply while maintaining high qualignd reliability. To date, we have not experieneag significant difficulty locating ar
obtaining the materials necessary to fulfill ounghuction requirements.

On February 4, 2015, the Company’s quality manageérsgstem was certified as compliant with the Imégional Standards Organizatien’
(“1S0O”) 13485:2003 requirements for the design, ofanture and distribution of medical devices inahggin vitro diagnostic products.

Distribution

We distribute our products through direct and iadirchannels of distribution. We have wediveloped indirect distribution channels in the.
with, among others, Cardinal Health 200, Inc. (‘iaal Health”) Fisher Healthcare, a Division of ltés Scientific Company L.L.C. Fishe
Healthcare”), 36 Strategies General Trading LLG583, Medline Industries, Inc. (“Medline”), and Tgpex Medical L.L.C. (“Typenex“jor
the Companys PIFA Heparin/PF4 assays. The relationships wétdibal Health and Fisher Healthcare provide u$ aitcess to the major
of U.S. hospitals.
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With respect to the Company’s breath alcohol frasehhistorically Akers focused its commercial atien within the on-thgeb safety/huma
resources sector. Access was and currently isljaeghieved through designated BreathScalis@ributors and limited arrangements in wi
the Company serves in an OEM capacity. On June2@92, Akers entered into License and Supply Agregn(ie ‘License and Supp
Agreement”) with Sono International Limited (“SIL"BreathScan International (Guersney) Limited andaBr8can International Limit
pursuant to which the Company granted SIL an ekauicense to market and distribute private-labelersions of Akerstisposable brea
alcohol detectors, to be supplied by the Compauniside the United States of America, Canada andiddeOn June 12, 2013, the Comp
entered into an amended License and Supply Agreeftien“Amended License and Supply Agreememtith Chubeworkx Guernsey Limit
(as successor to SIL), (EN)10 (Guernsey) Limitegtnferly BreathScan International (Guernsey) Limiteadd (EN)10 Limited (former
BreathScan International Limited). We believe ttiet Amended License and Supply Agreement represesignificant shift in Akers bree
alcohol product strategy. Chubeworkx extensive “BBHUBE” promotional program, which recently launched in #¥, is helping t
emphasize the importance of proactive testing Widir privatelabeled CHUBE breath alcohol detectors. Chubewattksqugh enl0, also h
active sales and marketing initiatives in the UKuth Africa and Australia. The Amended License &upply Agreement expanded

marketing and distribution of the “BE CHUBE" progravorldwide using the Akers breathalyzer. Chubewtslpartnerships within Asia a
Africa may also serve to expand the demand foCthmpany’s PIFA PLUSS@nfectious Disease assays. With the expected eigraimgo the
international market with a focus on the developimgyld, it is anticipated that selling opportungiéor infectious disease rapid assays
increase.

Our dedicated technical sales force works in taneéth distributor sales representatives to uncaygportunities in the clinical laboratc
marketplace. The Company facilitates direct salehbspitals that prefer to purchase direct fromrttanufacturer.
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Since 2012, the Company has also had a distribuélationship with Novotek Therapeutics Inc. (“Noeid’), a Beijingbased pharmaceuti
andin vitro diagnostic business development corporation. ThiéiHyear distribution agreement assigns exclusive salésmarketing rights
Novotek to make Akers Particle ImmunoFiltration Agq“PIFA”) products available in Mainland China once marketui@nce is obtain
(anticipated 2015).

In select European countries and Australia we fisteibution relationships with specialized saled anarketing organizations for some of
products. We do not have a strong presence in reamrging markets, but are seeking to enter inteeagents to enable us to enter ¢
international markets in the current fiscal year.

During the year ended December 31, 2014 sales tdiragd Health, Fisher Healthcare, 36S, Novotek @tdibeworkx accounted for
significant part of the Company’s product revenlieis concentration makes the Company vulnerabk nearterm severe impact should
relationships be terminated.

Joint Venture

On October 24, 2014, the Company entered into &t J@nture Agreement (the “Joint Venture Agreemgbly and among the Compa
Hainan Savy Investment Management Ltd. (“Hainamid &Mr. Thomas Knox, the Company’s Non-Executive @irman to researc
develop, produce and sell certain Akers’ rapid d@gic screening and testing products in China {@leent Venture”). The Joint Venture
located in Haikou, the capital city of Hainan, Ghirand is incorporated as Hainan Savy Akers Bioses, Ltd (‘HSAB”).The Compan
expects to begin generating revenue from the Y@nture in the 2015 fiscal year.

Intellectual Property

We rely on a combination of patent, trademark aadd secret laws in the U.S. and other jurisdistitm protect our proprietary platfo
technologies and our brands. We also rely on cenfidlity procedures and agreements with key engaeyand distribution/business part
where appropriate, and contractual provisions tiea® the same. We do not pursue patent protegiloere the possibility for meaning
enforcement is limited.

The Akers’ logo is a registered trademark in th8.Wther registered trademarks/service marks ieclBdeathScan®, PIFA®, PIFA PLUSS®
seraSTAT®, HealthTest®, and Be a Hero, Get Theid® and METRON®.

The following table summarizes the US and inteoratl utility patents that currently protect Akengellectual property; the core and emer:
products to which they relate are also noted:

Utility Type of Expiration Product(s) To Which

Description Jurisdiction Patent No. Protection Date They Relate
breath Ketone detect us 8,871,52. Manufacture 3/8/2031 Breath Keton¢'Checl” ®
blood separator and method of us 7,896,16' Manufacture 9/7/2026 seraSTAT®; PIFA PLUSS® PF4;
separating fluid fraction from whc PIFA PLUSS®Infectious Disease
blood Rapid Assay:
blood separator and method of us 8,097,17. Manufacture 8/5/2025 seraSTAT®; rapid blood cell
separating fluid fraction from whc separator also integrated into PIFA
blood PLUSS® PF4 and PIFA PLUSS®

Infectious Diseases Rapid Ass:
blood separator and method of Japan 4,885,13 Manufacture 8/5/2025 seraSTAT®; rapid blood cell
separating fluid fraction from whc separator also integrated into PIFA
blood PLUSS® PF4 and PIFA PLUSS®

Infectious Diseases Rapid Ass:

hand-held fluid analyzer us 7,285,241 Manufacture  11/19/2025  Breath Ketone “Check’®; Breath
PulmoHealth “Check’® suite of
products; BreathScan®;
BreathScan® PRO; CHUBEY ;
METRON®; VIVO ™

hand-held fluid analyzer us 7,837,93 Manufacture  9/12/2024 Breath Ketone “Check’®; Breath
PulmoHealth “Check’® suite of
products; BreathScan®;
BreathScan® PRO; CHUBEV ;
METRON®; VIVO ™



ligand assay method

methods and kits for detecting
heparin/platelet factor 4 antibodi

test strip cart
test strip cart

test strip cart

us

Japan

us
us

us

5,827,74

4,931,82

8,003,06.
8,425,85!

8,808,63!
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Manufacture

Manufacture

Manufacture
Manufacture

Manufacture

10/11/2016

10/4/2025

5/6/2024
5/6/2024

5/6/2024

PIFA® Heparin/PF4 Rapid Assay;
PIFA PLUSS® PF4; PIFA
PLUSS®Infectious Diseases Raj
Assays

PIFA® Heparin/PF4 Rapid Assay;
PIFA PLUS® PF4

Tri-Cholestero“ Checl’®
Tri-Cholestero® Checl’®

Tri-Cholestero® Checl’®




Circumstances outside our control could pose atheeour intellectual property. For example, effifexintellectual property protection may
be available in every country in which our produats distributed. Also, the efforts we have takepriotect our proprietary rights may nof
sufficient or effective. Any significant impairmeaf our intellectual property rights is costly aiie consuming. Any increase in unauthor
use of our intellectual property could make it mexgensive to do business and harm our operatsdtse

Akers’ Tri-Cholesterol “Check”, PIFA Heparin/PF4 jtd Assay, BreathScan PRO alcohol detection system,the Breath Ketone “Check”
are CE-marked for sale in the EU for professiorss. urhe CEnark must be affixed to a product that is intendsdthe manufacturer, to
used for a medical purpose and will be sold into fBEmber states as well as Iceland, Norway and téeshein. For Akersturrent an
proposed “medical-purpose” products, the CE-markiragess is facilitated by sedértification, as a manufacturer must carry oubaf@rmity
assessment, perform any appropriate electromagiestiog, create a technical file with supportirgcaimentation, and sign an EC declare
of conformity. The documentation is verified by tBempanys authorized representative in the EU and must dgenavailable to authoriti
upon request.

Government Regulations
FDA Approval/Clearance Requiremel

Unless an exemption applies, each medical devitewk wish to market in the U.S. must receive 5106{&arance. It has been the Company
experience thus far, that the F3A510(k) clearance process usually takes from fouwelve months, but can last significantly longéfe
cannot be sure that 510(k) clearance will evertitained for any product we propose to market. Weehabtained the required FDA cleara
for all of our current products that require sutdacance.

The FDA decides whether a device line must undeitieer the 510(k) clearance or Premarket appro¥aA”). PMA is the FDA process
scientific and regulatory review to evaluate thiesaand effectiveness of Class Il medical deviggkss 1l devices are those that suppo
sustain human life, are of substantial importamcpreventing impairment of human health, or whicespnt a potential, unreasonable ris
illness or injury. The PMA approval process is lthea statutory criteria. These criteria include lineel of risk that the agency perceive
associated with the device and a determinationtvanghe product is a type of device that is sintitadevices that are already legally marke
Devices deemed to pose relatively less risk areeplan either Class | or I, which requires the nfasturer to submit a premarket notifical
(“PMN") requesting 510(k) clearance, unless an exton applies. The PMN must demonstrate that trepgsed device isstbstantiall
equivalent” in intended use and in safety and &ffeness to a legally marketed predicate devicdchvis a preexisting medical device
which equivalence can be drawn, that is eitherlas€l1, Class Il, or is a Class Il device that wasommercial distribution before May :
1976, for which the FDA has not yet called for sigsion of a PMA application.

Class | devices are those for which safety andctffeness can be assured by adherence to the F§eieral regulatory controls for med
devices, or the General Controls, which include glience with the applicable portions of the FBAJuality system regulations, facil
registration and product listing, reporting of acbee medical events, and appropriate, truthful amehmisleading labeling, advertising, ¢
promotional materials. Some Class | devices algaire premarket clearance by the FDA through tH&(l§1PMN process described below
small number of our products are Class | devices.

Class Il devices are subject to the FBA&eneral Controls, and any other special cont®ldeemed necessary by the FDA to ensure the
and effectiveness of the device. Premarket revied @dearance by the FDA for Class Il devices isoagglished through the 510(k) PN
procedure. Pursuant to the Medical Device User arek Modernization Act of 2002, or MDUFMA, as of @ber 2002 unless a spec
exemption applies, 510(k) PMN submissions are stiltgeuser fees. Certain Class Il devices are exémom this premarket review process
majority of our products, encompassing all of agngicant product lines, are Class Il devices.

Class lll devices are those devices which havevaintended use, or use advanced technology thattisubstantially equivalent to that ¢
legally marketed device. The safety and effectigsnef Class Ill devices cannot be assured solelyhbyGeneral Controls and the o
requirements described above. These devices alheays require formal clinical studies to demortstisafety and effectiveness and mus
approved through the premarket approval processribes below. Premarket approval applications (andplemental premarket apprc
applications) are subject to significantly higheeufees under MDUFMA than are 510(k) PMNs. Nonewfproducts are Class Ill devices.
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A clinical trial may be required in support of alg) submission. These trials generally requirdrasestigational Device Exemption, or IC
application approved in advance by the FDA for acffied number of patients, unless the producteisnded a nomsignificant risk devic
eligible for more abbreviated IDE requirements. TB& application must be supported by appropriatadsuch as animal and labora
testing results. Clinical trials may begin if th@B application is approved by the FDA and the appate institutional review boards at
clinical trial sites.

Pervasive and Continuing FDA Regulati

A host of regulatory requirements apply to our neéekl devices, including the quality system regafafjwhich requires manufacturers
follow elaborate design, testing, control, docuraéioh and other quality assurance procedures)Mibdical Reporting Regulations (“MDR”
regulations (which require that manufacturers refmthe FDA specified types of adverse eventsliiag their products), labeling regulatio
and the FDA’s general prohibition against promotimgducts for unapproved or “off-labalses. Class Il devices also can have special ds
such as performance standards, poatket surveillance, patient registries and FDAdglines that do not apply to class | devi
Unanticipated changes in existing regulatory regugnts or adoption of new cGMP requirements could dur business, financial condit
and results of operations.

Health Care Fraud and Abus

In the United States, there are federal and statieki@kback laws that generally prohibit the paymentexreipt of kickbacks, bribes or ot
remuneration in exchange for the referral of pasiesr other health-related business. For exampke Federal Health Care Programs’ Anti
Kickback Law (42 U.S.C. §1320&3(b)) prohibits anyone from, among other thingsowingly and willfully offering, paying, solicitingr
receiving any bribe, kickback or other remuneraiitended to induce the referral of patients farthe purchase, order or recommendatio
health care products and services reimbursed bygeardl health care program (including Medicare Medicaid). Recognizing that the fede
antikickback law is broad and potentially applicable rmny commonplace arrangements, the Office of ktspeGeneral within tt
Department of Health and Human Services, or OIG,issued regulations, known as the safe harboiishvidentify permissible practices. If
of the requirements of an applicable safe harbemagt, an arrangement will not be prosecuted utiietaw. Safe harbors exist for a nurr
of arrangements relevant to our business, inclydingong other things, payments to bona fide empgleyeertain discount arrangements,
certain payment arrangements involving GPOs. Tlileréaof an arrangement to fit precisely within ooe more safe harbors does
necessarily mean that it is illegal. However, canidhat does not fully satisfy each requirementnfapplicable safe harbor may resu
increased scrutiny by government enforcement aitids®rsuch as the OIG or the Department of Justiedations of this federal law can res
in significant penalties, including imprisonmentometary fines and assessments, and exclusion frediddre, Medicaid and other fedt
health care programs. Exclusion of a manufactueildvpreclude any federal health care program fpaying for its products. In addition
the federal antkickback law, many states have their own kickbakd. Often, these state laws closely follow theylege of the federal la
Some state anti-kickback laws apply regardless tudther a federal health care program payment isived. Federal and state akitkback
laws may affect our sales, marketing and promotiagévities, and relationship with health care \pders or laboratory professionals
limiting the kinds of arrangements we may have \itispitals and others in a position to purchase@mmend our products.

Federal and state false claims laws prohibit anymra presenting, or causing to be presented, eldanpayment to thirgharty payors that a
false or fraudulent. For example, the federal Cihalse Claims Act (31 U.S.C. 83729 et seq.) impdisddity on any person or entity w
among other things, knowingly presents, or causdsetpresented, a false or fraudulent claim fompeyt by a federal health care prog
(including Medicaid and Medicare). Manufactureike lus, can be held liable under false claims laven if they do not submit claims to
government, where they are found to have causedisaion of false claims by, among other thingsyjating incorrect coding or billing advi
about their products to customers that file claiorshy engaging in kickback arrangements with quste that file claims. A number of ste
also have false claims laws, and some of these tasys apply to claims for items or services reimbdrsinder Medicaid and/or commer
insurance. Sanctions under these federal and Istate may include civil monetary penalties, exclasiof a manufactures’ products frot
reimbursement under government programs, and iorpment.
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The Health Insurance Portability and Accountabiltgt of 1996, or HIPAA, created two new federalnoeis: health care fraud and f:
statements related to healthcare matters. Thehheait fraud statute prohibits knowingly and wilin executing a scheme to defraud
health care benefit program, including private pay@ violation of this statute is a felony and mragult in fines, imprisonment or exclus
from government sponsored programs. The falserstatts statute prohibits knowingly and willfully $#lying, concealing or covering ug
material fact or making any materially false, fictus or fraudulent statement in connection with tkelivery of or payment for health c
benefits, items or services. A violation of thiatate is a felony and may result in fines or impmisent.

Due to the breadth of some of these laws, it isiptes that some of our current or future practiceght be challenged under one or mor
these laws. In addition, there can be no assurdrateve would not be required to alter one or madreur practices to be in compliance v
these laws. Evolving interpretations of currentdaaw the adoption of new federal or state lawsegulations could adversely affect many of
arrangements we have with customers and physic@umsrisk of being found in violation of these lawsincreased by the fact that som
these laws are open to a variety of interpretatitireeur past or present operations are found tobaolation of any of these laws, we coulc
subject to civil and criminal penalties, which adbhlurt our business, results of operations andizh condition.

Foreign Regulatior

Many foreign countries in which we market or mayrkea our products have regulatory bodies and a&iris similar to those of the FD
International sales are subject to foreign govemtmegulation, the requirements of which vary sabséally from country to country. The tir
required to obtain approval by a foreign countryyrba longer or shorter than that required for FOppraval and the requirements may di
Companies are now required to obtain a CE Mark,clwtshows conformance with the requirements of apple European Conform
directives, prior to sale of some medical devicéhiwthe European Union. Some of our current potglthat require CE Markings have tf
and it is anticipated that additional and futuredurcts may require them as well. As of the datéhisf filing, the Company has received
marks for eight for of its commercialized produptetluct components: PIFA Heparin/PF4 Rapid Assagpatin/PF4 Serum Panels; Tri-
Cholesterol “Check” and BreathScan PRO Detectons|lyrer Field Kit, Starter Kit and Blow Bags.

Third-Party Reimbursement

Health care providers, including hospitals, thatchase our products generally rely on thatty payors, including the Medicare and Medi
programs, and private payors, such as indemnityréns and managed care plans, to cover and reimbillirsr part of the cost of the prodt
and the procedures in which they are used. Aswdtyelemand for our products is dependent in parthe coverage and reimbursement pol
of these payors.

CMS, the federal agency responsible for administetiie Medicare program, along with its contractmtablishes coverage and reimburse
policies for the Medicare program. In addition,vate payors often follow the coverage and reimbuese policies of Medicare. We can
assure you that government or private thpeaty payors will cover and reimburse the proceslwrging our products in whole or in part in
future or that payment rates will be adequate.

In general, Medicare will cover a medical producpoocedure when the product or procedure is redderand necessary for the diagnos
treatment of an illness or injury. Even if the mediproduct or procedure is considered medicalbessary and coverage is available, Med
may place restrictions on the circumstances whemvides coverage. For some of our productssaacess in nokk.S. markets may depe
upon the availability of coverage and reimbursenfimrh the thirdparty payors through which health care provideespaid in those marke
Health care payment systems in non-U.S. markeissignificantly by country, and include singbayor, government managed systems as
as systems in which private payors and governmemtaged systems exist, side-dige. For some of our products, our ability to aghimarke
acceptance or significant sales volume in inteomati markets may be dependent on the availabifiyeionbursement for our products un
health care payment systems in such markets. Tdsrebe no assurance that reimbursement for oumuptedwill be obtained or that st
reimbursement will be adequate.
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Other U.S. Regulation

We must also comply with numerous federal, statelacal laws relating to matters such as envirortalgrotection, safe working conditio
manufacturing practices, fire hazard control anmomg other things, the generation, handling, trartagion and disposal of hazard
substances.

Employee!

We currently employ 31 fuliime equivalent employees, contractors or constdfamhich include 9 in research and developmein, genere
and administrative, 7 in sales and marketing anah Hirect and indirect manufacturing. We also eygga number of temporary employees
consultants. None of our employees are represdaytedabor union or are a party to a collectivegbaring agreement. We believe that we |
good relations with our employees.

Available information

Our website address wsww.akersbiosciences.conWe do not intend our website address to be ameatihk or to otherwise incorporate
reference the contents of the website into thisdRefd he public may read and copy any materialsGbepany files with the U.S. Securil
and Exchange Commission (the “SEC”) at the SERublic Reference Room at 100 F Street, NE, Wgstin DC 20549. The public m
obtain information on the operation of the Publieféence Room by calling the SEC at 1-800-SI30. The SEC maintains an Intel
website (http://www.sec.gov) that contains repofspxy and information statements and other infdiomaregarding issuers that 1
electronically with the SEC.

ltem 1A. Risk Factors.

You should carefully consider the risks describetbly, together with all of the other informatiorcinded in this report, in considering
business and prospects. The risks and uncertadgemsibed below are not the only ones facing thva@any. Additional risks and uncertain
not presently known to us or that we currently déemmaterial also may impair our business operatidhe occurrence of any of the follow
risks could harm our business, financial conditiomesults of operations.

Risks Related to the Company and Our Business

We have a history of operating losses and we caguatantee that we can ever achieve sustainedtphility.

We have recorded a net loss attributable to comstackholders in most reporting periods since oaefion. Our net loss for the years er
December 31, 2014 and December 31, 2013 were $34@22and $1,526,773, respectively. Our accumuld#ditit at December 31, 2014 v
$84,864,086. Losses are expected to continue fofdteseeable future. The Company expects to agmtio have development costs ¢
develops its next generation of products. We magnachieve profitable operations or positive déslv.

Our operating expenses will increase as we makihdurexpenditures to enhance and expand our opersitin order to support additior
growth in our business and public company reporand compliance obligation

Historically, we limited our investment in infragtture; however, we expect our infrastructure itmesits to increase substantially to sug
our anticipated growth and as a result of our beéegna public reporting company in the United Staté&e intend to make additior
investments in automated manufacturing systemspangbnnel in order to expand our operations to au@mticipated growth in our busine
In addition, to be competitive and take advantagmarket opportunities, we may need to make chatmesr sales model in the future. Th
changes may result in higher selling, general atdimistrative expenses as a percentage of our vevéWe also expect to incur ongc
operating costs of being a public reporting comp@sya result of these factors, we expect our djpgr@xpenses to increase.
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Due to our dependence on a limited number of custerand the loss of any such customer would haweaterial adverse effect on ¢
operating results and prospects.

As of December 31, 2014, we had four principal eors; Cardinal Health 200, Inc. (“Cardinal Head)thias the nomxclusive right t
distribute PIFA Heparin/PF4 Rapid Assays within thé.; Novotek Therapeutics, Inc. (“Novoteckdr the exclusive distribution, sales i
marketing rights to Akers’ Particle ImmunoFiltratidssay (“PIFA”) products in Mainland China; 36 &&gies General Trading LLC (“365”
for the exclusive distribution of certain of the r@panys infectious disease products in the United Arabir&es, Oman, Australia a
Singapore; and Chubeworkx Guernsey Limited (“Chutréw’) for the worldwide distribution of the “BE CBBE" breathalyzer products.

For the year ended December 31, 2014, Cardinaltijedbvotek, 36S and Chubeworkx accounted for apprately 84% of the Company’
product revenue. Fisher Healthcare, a non-excludisteibutor of the Compang’PIFA Heparin/PF4 Rapid Assays in the U.S., actmlfor al
additional 6% of the Company’s product revenuetieryear ended December 31, 2014.

Because of our dependence on a limited number pfckstomers, the loss of a major customer (or tdsa key program with a maj
customer), or any significant reduction in ordeysatmajor customer or termination of the any ofrtdéstribution agreements would materi
affect our business, our results of operations @mndfinancial condition. We expect that sales tatieely few customers will continue
account for a significant percentage of our ned¢s#&br the foreseeable future, however there camlessurance that any of these custome
any of our other customers will continue to utilcagr products or our services at current levels.

Due to our dependence on a limited number of custemve are subject to a concentration of credik:

As of December 31, 2014, Cardinal Health, Novo88S and Chubeworkx accounted for 98% of our tradkretes receivables. In the cas
insolvency by one of our significant customerstaaé or note receivable with respect to that customight not be collectible, might not
fully collectible, or might be collectible over Igar than normal terms, each of which could advera#éct our financial position.

The Company’s business would suffer if the Compaang unable to acquire adequate sources of supply.

We use a diverse and broad range of raw matenidtsei manufacturing of our products. We purchakefaur raw materials and select ite
such as packaging, from external suppliers. Intamdiwe purchase some supplies from single souimereasons of proprietary knokew,
quality assurance, sole source availability, or tueegulatory qualification requirements and dision of these sources could have,

minimum, a temporary adverse effect on shipmentstha financial results of the Company. We worksely with our suppliers to ensi
continuity of supply while maintaining high qualignd reliability. To date, we have not experieneag significant difficulty locating ar
obtaining the materials necessary to fulfill ouoghuiction requirements. During the year ended Deeer@h, 2014, one supplier accountec
17% and during the year ended December 31, 2018e tbuppliers accounted for 60% of the Comparigtal purchases. Any prolong
inability to obtain certain materials or componectsild have an adverse effect on the Compafipancial condition or results of operati
and could result in damage to its relationship$ g customers and, accordingly, adversely atfeztCompany’s business.
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We may require additional capital in the futuredevelop new products and otherwise support our atp@rs. If we do not obtain any st
additional financing, if required, our business ppects, financial condition and results of openasiavill be adversely affected.

We intend to invest significantly in our businetiserefore, we expect cash flows from operationbddnadequate to cover our anticipi
expenses. We believe we have sufficient capitabtesfy our needs for the next thirty six monthse Way need to obtain significant additic
financing, both in the short and lobgrm, to make planned capital expenditures, to coperating expenses, upgrades to our manufac
operations, our ongoing product development anfiiid to potential acquisitions, if any. We may het able to secure adequate additi
financing when needed on acceptable terms, or.al@lexecute our business strategy, we may isddéi@nal equity securities in public
private offerings. If we cannot secure sufficiedtiional funding we may be forced to forego stgateopportunities and/or delay, scale bac
eliminate future product development which wouldrh@ur business and our ability to generate pasitash flow in the future.

Because we may not be able to obtain necessaryategy clearances or approvals for some of our prog, we may not generate revenu
the amounts we expect, or in the amounts necessapntinue our business.

All of our proposed and existing products are scije regulation in the U.S. by the U.S. Food amdddAdministration and/or other dome:
and international governmental, public health agenaegulatory bodies or n@overnmental organizations. In particular, we arbject tc
strict governmental controls on the developmentufecture, labeling, distribution and marketingoefr products. The process of obtair
required approvals or clearances varies accordingpe nature of and uses for, a specific produbes€ processes can involve lengthy
detailed laboratory testing, human clinical triadgmpling activities, and other costly, tim@eAasuming procedures. The submission c
application to a regulatory authority does not gasge that the authority will grant an approvati@arance for product. Each authority t
impose its own requirements and can delay or refugeant approval or clearance, even though ayatdabs been approved in another cou

The time taken to obtain approval or clearanceegadiepending on the nature of the application aag masult in the passage of a signific
period of time from the date of submission of tipplecation. Delays in the approval or clearancecpsses increase the risk that we will
succeed in introducing or selling the subject patsiuand we may be required to abandon a propaseldigt after devoting substantial time
resources to its development.

Changes in domestic and foreign government regusttould increase our costs and could require uadergo additional trials or procedu
or could make it impractical or impossible for nsnarket our products for certain uses, in centaamkets, or at all.

Changes in government regulations may adverseblctfiur financial condition and results of openmagidbecause we may have to ir
additional expenses if we are required to changenpfement new testing, manufacturing and controkpdures. If we are required to de
resources to develop such new procedures, we mialiave sufficient resources to devote to reseanthdevelopment, marketing, or ot
activities that are critical to our business.

We are subject to regulations of various governnag@ncies and if we are unable to comply with seglulations it would materially affe
our business

We can manufacture and sell our products only iftaply with certain regulations of government ages. As a U.S. manufacturer, we n
operate our production facility in accordance vitib requirements established by the FDA under #defal Food, Drug, and Cosmetic
(FD&C Act). As such, we have implemented a quaitgtem that is intended to comply with applicalelguiations. Our manufacturing plan
subject to periodic inspections by the FDA, andaat inspection, the facility was found to be irbstantial compliance with current gc
manufacturing practice (cGMP) requirements. AltHotige Company is dedicated to remaining in compbawith such practices, the cGl
requirements could change and negatively impactbility to manufacture our products without maochtiions to our operating procedure
changes to our equipment or human resource altotatvhich may materially affect our business.
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The commercial success of our products will depgpoh the degree of market acceptance by physiclarspitals, thirdparty payors, an
others in the medical community.

Ultimately, none of our current products or produtt development, even if they receive approvaly re@er gain market acceptance
physicians, hospitals, thindarty payors or others in the medical communitythése products do not achieve an adequate leatasfptanc
we may not generate significant product revenue vaadmay not become profitable. The degree of maakeeptance of our products
approved for commercial sale, will depend on a nemdf factors, including:

e the efficacy and potential advantages over alteradteatments

the ability to offer our products for sale at cortipee prices;

the willingness of the target population to acaapd adopt our product

the strength of marketing and distribution supjord the timing of market introduction of compettiproducts; an
e publicity concerning our products or competing prets and treatment

Even if a potential product displays a favorablefite, market acceptance of the product will notknewn until after it is launched. Our effc
to educate the medical community and thpedty payors on the benefits of our products mayire significant resources and may neve
successful. Such efforts to educate the marketptaerequire more resources than are required byertdional technologies marketed by
competitors.

If we fail to obtain regulatory approval in foreigarisdictions, then we cannot market our produntthose jurisdictions

We plan to market some of our products in foreigpisgictions, initially in China, the European Uni¢‘EU”) and South America, initial
targeting Colombia and Brazil. Many foreign couedrin which we market or may market our productsshagulatory bodies and restricti
similar to those of the FDA. International sales subject to foreign government regulation, theuiregnents of which vary substantially fr
country to country. The time required to obtainr@ppl by a foreign country may be longer or shottam that required for FDA approval :
the requirements may differ. Companies are nowireduo obtain a CE Mark, which shows conformandth whe requirements of applica
European Conformity directives, prior to the sdls@mme medical devices within the European Uniamé of our current products that req
CE Markings have them and it is anticipated thatiteghal and future products may require them a#i. Wée may be required to cond
additional testing or to provide additional infortioa, resulting in additional expenses, to obta@tessary approvals. If we fail to obi
approval in such foreign jurisdictions, we wouldt i@ able to sell our products in such jurisdicsiothereby reducing the potential reve
from the sale of our products.

We may be unable to market our products outsidéJtiited States if our products cannot meet certagiuirements of the Federal Food, D
and Cosmetic Act requirements for exporting mediesfices.

Any medical device that is legally marketed in theS. may be exported anywhere in the world withanidr FDA notification or approve
Medical devices that are not FD&eared for marketing legally in the U.S. may bpated under section 801(e)(1) of the FD&C Act,videc
that they are intended for export only, they aessll or class Il devices, and they are:

e In accordance with the specifications of the fongigirchaset

e Not in conflict with the laws of the country to wehithey are intended for expa

e Labeled on the outside of the shipping packagettiet are intended for export; a

e Not sold or distributed in the U..
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We cannot guarantee that certain current and fyttoducts will meet all of the aforementioned spieations for export which could advers
impact our ability to market our products outside U.S.

We may be unable to market our products outsidétiiteed States if our products cannot meet regulatequirements of certain countries.

In the European Union, a product that meets thmitieh of an In Vitro Diagnostic Medical Devicel{’D”) in accordance with the Europ¢
Directive (98/79/EC) must receive a regulatory appt known as a CE mark. The letters “C&'e the abbreviation of the French ph
“Conforme Européene,” which means “European conifigrinAs such, export of these products to the Europeaiorl) and possibly oth
jurisdictions, without the CE mark is not possibthough obtaining a CE Mark is often a scertification process, preparation
submission of the technical file to an AuthorizegpResentative in the EU, and their verificatioraafompanys compliance with the Directiy
can be a lengthy process. Some of the Compacyirent and future products may fall within tMDI categorization. As of the date of t
filing, the Company has received CE marks for emfhits commercialized products and product comptsiePIFA Heparin/PF4 Rapid Ass
Heparin/PF4 Serum Panels; Tri-Cholesterol “Cheahd] BreathScan PRO Detectors, Analyzer Field Kért8r Kit and Blow Bags. An earl
version of the Breath Ketone “Check” also beard&=aMark.

Further, some foreign countries, such as Canadalradid, require that a medical device compangianufacturing facility be certified 1
compliance with the ISO 13485, an internationahdtad for quality systems management. The IntevnatiOrganization for Standardizat
(“1SO”) is the world’s largest developer of standsrwith 148 member countries. The Companguality management system receivi
certification of compliance with the 1ISO 13485:2083juirements on February 4, 2015. The failure by €ompany to maintain tl
certification may limit Akers’ability to obtain foreign regulatory approval ortimely basis, if at all and to do so may cause Akerincu
additional costs or prevent Akers from marketirsgptoducts in foreign countries, which may haveademal adverse effect on its business
results of operations.

Our products may not be able to compete with negristic products or existing products developeavbil-established competitors, wh
would negatively affect our business.

According to “In Vitro Diagnostic Tests Come out of the Lab anih the Home”, an article published by MDDI online in March 2018¢
diagnostic industry is focused on the testing ofdmical specimens in a laboratory or at the poifatare and is highly competitive and rap
changing. Several companies produce diagnostis teat compete directly with our testing produngliincluding but not limited to, Abbc
ACON Laboratories, Inc., Alere, Diagnostica Sta§é,, Immucor, Inc., OraSure Technologies, Inc., §uddel Corporation. Many of the
competitors have substantially greater financethhical, marketing and other resources than wandbenjoy other competitive advanta
including, greater name recognition; establishddtimnships with health care professionals, comgmrEnd consumers; additional line:
products and the ability to offer rebates or higiscounts and incentives. As new products ententhrket, our products may become obs
or a competitos products may be more effective or more effegivearketed and sold than ours. Although we havepezific knowledge «
any competitos product that will render our products obsoldteya fail to maintain and enhance our competitiesifion or fail to introduc
new products and product features, our customessdaaide to use products developed by our compstitehich could result in a loss
revenue and cash flow.

In addition, the point-of-care diagnostics indusgyundergoing rapid technological changes, wiggfrent introductions of new technology
driven products and services, some of which focuawomated systems to provide rapid results. Asteehnologies become introduced
the point-ofeare diagnostic testing market, we may be requivecommit considerable additional efforts, time amdources to enhance
current product portfolio or develop new produdiée may not have the available time and resourcesc¢omplish this and many of «
competitors have substantially greater financial ather resources to invest in technological imprognts. We may not be able to effecti
implement new technologgriven products and services or be successful iketiag these products and services to our custmnespecially
rapid, manual testing products become secondatgrge markets, to automated pointeaire systems. If these potential developments do
fruition our operating results could be materidlrmed.
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Clinical trials that may be required to support rdgtory submissions in the United States and ierimtional markets are expensive.
cannot assure that we will be able to complete maguired clinical trial programs successfully withany specific time period, and if si
clinical trials take longer to complete than we jerd, our ability to execute our current businesategy will be adversely affected.

Conducting clinical trials is a lengthy, tinoensuming and expensive process. Before obtaimigglatory approvals for the commercial sal
any products, we must demonstrate through clinicab the safety and effectiveness of our produsts have incurred, and we will continue
incur, substantial expense for, and devote a saggmf amount of time to, product development, pit@l testing, clinical trials and regulat
compliant manufacturing processes. During the yaated December 31, 2014 research and developmpehsx totaled $916,308. 7
estimated research and development expense fgetireending December 31, 2015 is $1,200,000.

Even if completed, we do not know if these triaif wroduce statistically significant or clinicallgneaningful results sufficient to support
application for marketing approval. Whether or antl how quickly we complete clinical trials is dedent in part upon the rate at which
are able to advance the rate of patient enrollngerd,the rate to collect, clean, lock and analiieectinical trial database.

Patient enrollment in trials is a function of mafactors. These include the design of the prototta#; size of the patient population;

proximity of patients to and availability of clirat sites; the eligibility criteria for the studyhe perceived risks and benefits of the pra
candidate under study; the medical investigateffirts to facilitate timely enrollment in clinicafials; the patient referral practices of Ic
physicians; the existence of competitive clinicals; and whether other investigational, existimngnew products are available or approvet
the indication. If we experience delays in patientollment and/or completion of our clinical trilograms, we may incur additional costs
delays in our development programs, and may natbleeto complete our clinical trials on a ceffiective or timely basis. Accordingly, we n
not be able to complete the clinical trials witlsin acceptable time frame, if at all. If we faildoroll and maintain the number of patients
which the clinical trial was designed, the statatipower of that clinical trial may be reduced,iethwould make it harder to demonstrate
the product candidate being tested in such cliricallis safe and effective. Further, if we or ahird party have difficulty enrolling a sufficie
number of patients in a timely or casffective manner to conduct clinical trials as plad, or if enrolled patients do not complete thed @
planned, we or a third party may need to delayoninate ongoing clinical trials, which could neégaly affect our business.

The results of our clinical trials may not suppeither further clinical development or the commaliziation of our product candidates.

Even if our clinical trials are completed as plashrieir results may not support either the furttierical development or the commercializa
of our product candidates. The FDA or governmeth@ities may not agree with our conclusions regaydhe results of our clinical tria
Success in preclinical testing and early clinicils does not ensure that later clinical triald Wwé successful, and the results from any
clinical trials may not replicate the results ofoprclinical trials and prelinical testing. The clinical trial process mayl ta demonstrate th
our product candidates are safe and effectiverfdicated uses. This failure would cause us to afrardproduct candidate and may d
development of other product candidates. Any d&lagr termination of, our clinical trials will day the filing of our 510(k¥ and, ultimatel
our ability to commercialize our product candidaaesl generate product revenue. Each medical devacketed in the U.S. must receive a 51
(k) clearance from the FDA. A 510(K) is a premarkebmission made to FDA to demonstrate that thécddw be marketed is at least as
and effective, that is, substantially equivalel8K"), to a legally marketed device. Companies must coenfieir device to one or more sim
legally marketed devices, commonly known as “pratis’, and make and support their substantial equivalesiaims. The submittir
company may not proceed with product marketingl untieceives an order from the FDA declaring aidevsubstantially equivalent. T
substantially equivalent determination is usuallyde within 90 days, based on the information sulechiby the applicant.

In addition, we or the FDA may suspend our clinicalls at any time if it appears that we are ekppgarticipants to unacceptable health 1
or if the FDA finds deficiencies in the conducttbese trials. A number of companies in the biotetdgy industry have suffered signific:
setbacks in advanced clinical trials despite prorgisesults in earlier trials. In the end, we mayumable to develop marketable products.
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Modifications to our devices may require additioA approval which could force us to cease markgtnd/or recall the modified dev
until we obtain new approvals.

After a device receives 510(k) clearance, any nicatibn that could significantly affect its safety effectiveness, or that would constitu
major change in its intended use, requires a né¥(k)Tlearance or could require a Premarket appr@RP&A”"). PMA is the FDA process
scientific and regulatory review to evaluate thiesaand effectiveness of Class Il medical devidggkss 1l devices are those that suppo
sustain human life, are of substantial importamcpreventing impairment of human health, or whicaspnt a potential, unreasonable ris
illness or injury. Currently the Company does nairket devices within this Class Ill category noeslat intend to in the foreseeable fut
However, the FDA requires each manufacturer to ntlalsedetermination in the first instance, but Bi2A can review any decision. If the FI
disagrees with a manufacturer’s decision not t& seeew 510(k) clearance, the agency may retraglgtiequire the manufacturer to seek 51
(k) clearance or PMA approval. The FDA also carunegthe manufacturer to cease marketing and/@llrdte modified devices until 5101
clearance or PMA approval is obtained. We have fremtlione of our prescription use, 510@®ared devices, specifically the PI
Heparin/PF4 Rapid Assay to include our seraSTATa&dpr. However, we determined that, in our vieasdal on FDA guidance as to whe
submit a 510(K) notification for changes to a adebdevice, new 510(k) clearances or PMA approvasat required. We cannot assure
that the FDA would agree with any of our decisioms to seek 510(k) clearance or PMA approval. § BEDA requires us to seek 51(
clearance or PMA approval for any modification, &go may be required to cease marketing and/ol teeamodified device until we obtair
new 510(k) clearance or PMA approval.

We are subject to inspection and market surveiltabg the FDA to determine compliance with regubat@quirements. If the FDA finds tl
we have failed to comply, the agency can instéautede variety of enforcement actions which mayematy affect our business operations.

We are subject to inspection and market surveidldamec the FDA to determine compliance with regulat@qguirements. If the FDA finds tt
we have failed to comply, the agency can institutgide variety of enforcement actions, ranging frarmublic warning letter to more sev
sanctions such as:

e fines, injunctions and civil penaltie

e recall, detention or seizure of our produ

e the issuance of public notices or warnin

e operating restrictions, partial suspension or tetmitdown of productior

e refusing our requests for 510(k) clearance of nevdpcts;

e withdrawing 510(k) clearance already granted;

e criminal prosecutior
The FDA also has the authority to request repaplacement or refund of the cost of any medicalademanufactured or distributed by us.
failure to comply with applicable requirements abiléad to an enforcement action that may have aarad effect on our financial condit
and results of operations.
We may not have sufficient resources to effectimtigduce and market our products, which could eniatly harm our operating results.
Achieving market acceptance for our existing praslusuch as our direct-tmensumer offerings (disposable breathalyzers) dirdcal
laboratory testing solutions (Particle Immuno REiiton Assay (“PIFA”) based heparinduced thrombocytopenia and infectious diseas#l
tests) and introducing new products (breath cormterdetectors for the health & wellness categorieglire substantial marketing efforts
will require our sales account executives, contpastners, outside sales agents and distributorsatce significant expenditures of time
money. In some instances we will be significanthtatally reliant on the marketing efforts and emgitures of our contract partners, out:
sales agents and distributors. The Company hasedligts sales resources with the regional salemeeigtion of our clinical produc
distributors. Although this has positively impactales, the large account executive territories praye to be inefficient as we commercia

products and may hinder our revenue growth.
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Because we currently have very limited marketingpteces and sales capabilities, commercializatfoouo products, some of which reqt
regulatory clearance prior to market entrance, wstreither expand our own marketing and sales déjbor consider collaborating wi
additional third parties to perform these functiohge may, in some instances, rely significantly sales, marketing and distribut
arrangements with collaborative partners and dthied parties. In these instances, our future raeewill be materially dependent upon
success of the efforts of these third parties.

Should we determine that expanding our own margetind sales capabilities is required, we may noalide to attract and retain qualif
personnel to serve in our sales and marketing argaon, to develop an effective distribution netwaor to otherwise effectively support «
commercialization activities. The cost of estahlighand maintaining a more comprehensive salesnaartteting organization may exceec
cost effectiveness. If we fail to further develap sales and marketing capabilities, if sales &ffare not effective or if costs of increasing s
and marketing capabilities exceed their cost effeness, our business, results of operations amghdial condition would be materic
adversely affected.

We may not have the resources to conduct clinioatibpols sufficient to yield data suitable for pighkion in peerreviewed journals and o
inability to do so in the future could have an atbeceffect on marketing our products effectively.

In order for our products targeted for use by haspaboratory professionals and healthcare praside be widely adopted, clinical protoc
that are designed to yield data suitable for palibim in peer-reviewed journals should be carrietd dhese studies are often tirm@Asuming
laborintensive and expensive to execute. The Companyhbibad the resources to effectively implementhsciical programs within i
clinical development activities and may not be afoledo so in the future. In addition, if a protodslinitiated, the results of which
ultimately not support the anticipated positionangd benefit proposition for the product. Eithertleése scenarios could hinder our abilit
market our products and revenue may decline.

Our future performance will depend largely on theaess of products we have not developed yet.

Technology is an important component of our busireesl growth strategy, and our success dependsigmificant extent on the developmi
implementation and acceptance of new products. Gtments to develop new products must be made wedldivance of any resulting sa
and technologies and standards may change duringjagienent, potentially rendering our products otgdaor uncompetitive before th
introduction. Our ability to develop products toehevolving industry requirements and at priceeptable to our customers will be depen
on a number of factors including, funding availapito complete development efforts, our ability test and refine products, success!
conduct clinical trials and seek to obtain requifFddA clearance or foreign approval/certificatiorr faroducts that require such regula
authorizations. Physician patients and third ppeyors and the medical community may be slow tgadoy of our products. Moreover, th
can be no assurance that the products that weeardoghing will receive FDA clearance, work effeetiy in the marketplace or gain mat
acceptance. We may expend considerable funds &ed msources on the development of mgderation products without any guarantee
these products will be successful.

If we are not successful in bringing new producisrarket, whether because we fail to address nddaet demand, fail to develop via
technologies or otherwise, our revenue may dedireour results of operations could be serioustynked.
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If we fail to establish, maintain and expand redaships with distributors, sales of our productsuldadecline.

The Company does not control the efforts of it¢ritigtors and its distributors are not prohibiteohfi selling competing products. Our ability
sell our products depends largely on the Commamsfationships with such distributors. Accordinglye are subject to the risk that they |
not commit the financial and other resources toketaand sell our products to our level of expeotatthey may experience financial hard:
or they may otherwise terminate our relationshigsbart notice. In the U.S. clinical laboratory metfdace, many of our existing and poter
customers purchase our products through our twiomsdtdistributors, Cardinal Health and Fisher HeaDur sales account executives wor
tandem with the distributas’sales representatives to gain access to degigiders within the majority of U.S. medical fac#isi In additior
the Company relies on its distribution network &gatiate pricing arrangements and contracts withu@Purchasing Organizations and t
affiliated hospitals and other members. For theyeaded December 31, 2014 and 2013, 48% and &¥eactively of total revenue from
sale of the Company’s Heparin/PF4 Assay productsgemerated through our U.S. distributgrsichases, with Cardinal Health accounting
36% and 72% of such sales for each year ended Deredi, 2014 and 2013. In the future, if we areblenéo maintain existing relationsh
and/or grow to be recognized as a prominent medie&ice supplier within these organizations, andlevelop new relationships w
additional U.S. and international distributors, oampetitive position would likely suffer and owrdiness would be harmed.

We have just begun to develop formal businessioaiships with foreign distributors for all of oun-iine products. We will therefore

dependent upon the financial health of these orgdions to further grow our business. If a distiiiswere to go out of business, it would t
substantial time, cost and resources to find abklgtreplacement and the product registrationscaniifications held by such distributor n
not be returned to us or to a subsequent distnibata timely manner or at all. Any failure to pragk foreign sales may negatively affect
profitability in the short and long-term. Since sowf our products have CHarks and/or are earmarked for sale in Europe whegdthcar
regulation and reimbursement for medical devicayg ganificantly from country to country, this chging environment could adversely afi
our ability to sell our products in some Europeaartries. In addition, the Company is working wath exclusive distributor in mainland Ch
to register its PIFA Heparin/PF4 Rapid Assay foerual sale. Since additional clinical studies mhestperformed by our distributor part
within Chinese healthcare facilities as part ofrtihegulatory submission, there is no guaranteetti@results of their protocol will support
successful registration of the product and peralgésactivity. Failure to gain product registratinrChina will hinder the Compang’ability tc
increase its revenue.

Our business is vulnerable to the availability afw materials, our ability to forecast customer dachand our ability to manage product
capacity.

Our ability to meet customer demand depends, ify parour production capacity and on obtaining $iegpa number of which can only
obtained from a single supplier or a limited numbksuppliers. A reduction or disruption in our guation capacity or our supplies could dt
products and fulfillment of orders and otherwisgatésely impact our business.

We must accurately predict both the demand forpsaducts and the lead times required to obtaimteessary components and materia
we overestimate demand, we may experience undeedticapacity and excess inventory levels. If wdanastimate demand, we may r
delivery deadlines and sales opportunities and riradditional costs for labor overtime, equipmenemse and logistical complexiti
Additionally, our production capacity could be affed by manufacturing problems. Difficulties in ghduction process could reduce yield
interrupt production, and, as a result, we mayhb®able to deliver products on time or in a cfétctive, competitive manner. Our failure
adequately manage our capacity could have a miadehvarse effect on our business, financial cooditind results of operations.

Our ability to meet customer demand also dependsuombility to obtain timely and adequate delivefymaterials, parts and components f
our suppliers. We generally do not maintain cortgradgth any of our key suppliers. From time to tisappliers may extend lead times, li
the amounts supplied to us or increase prices @gapgacity constraints or other factors. Supplyugisons may also occur due to shortage
critical materials. In addition, a number of ouwrmaterials are obtained from a single suppliernivaf our suppliers must undertake a time
consuming qualification process before we can iporate their raw materials into our production s If we are unable to obtain mate
from a qualified supplier, it can take up to a yeaqualify a new supplier, assuming an alternasioerce of supply is available. A reductiol
interruption in supplies or a significant increasethe price of one or more supplies could haveaenml adverse effect on our busin
financial condition and results of operations.
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Our manufacturing facility is vulnerable to naturdisasters and other unexpected losses, and wenaialyave adequate insurance to cc
such losses.

We have one manufacturing facility, located in Tdfare, New Jersey, for production of all of ouriglmed goods production. Our facility
susceptible to damage from fire, floods, loss of@oor water supply, telecommunications failured aimilar events. Since some of our
materials and finished goods are temperature-$emsiind our facility currently does not have a bapkgenerator, a moderatedever
disruption in power may render various levels of myentories unusable or unsalable, resulting sufficient write off of inventory and m
immediately impact our ability to generate revenue.

Any natural disaster could significantly disrupt aperations. In the event that our facility wateetfed by a natural or manade disaster, v
would be forced to rely on thirgarty manufacturers. Our insurance for damage topooperty and the disruption of our business i
casualties may not be sufficient to cover all of patential losses and may not continue to be abkilto us on acceptable terms, or at all. |
are forced to seek alternative facilities, we meguir additional transition costs and we may expegea disruption in the supply of our prod
until the new facility is available and operatirig.addition, much of the machinery we use in owdpiction process is customade. If suc
machinery is damaged, we may experience a longtigee before this uniqgue machinery is replaced duile and we are able to resu
production.

Our manufacturing and distribution operations aighly dependent on our information technology systeand we do not currently hav
redundant data center. In the event of a failureusfprimary data center, our manufacturing antridigtion operations will be disrupted wh
will adversely affect our business.

In addition, any disruption, delay, transition ogpansion of our manufacturing operations could impar ability to meet the demand of «
customers and our customers may cancel ordersrohgse products from our competitors, which coubdeasely affect our business, finan
condition and results of operations.

Some of our finished goods, including our PIFA prad and control materials related to PIFA HepaRRA assays, are temperature-sensitive

Proper packaging and time in transit are criticalthe stability of some of our clinical laboratgpyoducts when they are en route to
distributors or end users. If certain specializadiaging materials cannot be obtained, and/orriftontracted common carriers, or those of
distributors, cannot meet prodwspecific delivery requirements, our products maypesform as intended and may lead to requestgrfmtuc
replacement. If such issues become widespreadultidaurt our reputation and we could potentiallgdocustomers which would adver:
affect our business.

Also, given the issue of temperature sensitivityetin transit may limit our ability to service jotial markets outside of the U.S. for th
products, especially those with geographies thandballow for shipment and customs clearance witloiur business days. This co
adversely affect our potential to generate revédausome products on an international level.

We are subject to environmental, health and sdéstg, which could increase our costs and restrigt @perations in the future.

Our operations are subject to environmental, heaithsafety laws and regulations in each of thiedigtions in which we operate. These |
and regulations concern, among other things, tinerg¢ion, handling, transportation and disposadla#fardous substances or wastes, the cle:
up of hazardous substance releases, and the emissidischarge of materials into the air or watlithough we currently incur limite
expenditures in connection with these environmemtallth and safety laws and regulations, if wetfaikomply with the requirements of si
laws and regulations or if such laws changes samfly in the future, we could incur substantidtidional costs to alter our manufactui
processes and/or adjust our supply chain manager®@aah changes could also result in significaneirtery obsolescence. Compliance \
environmental, health and safety requirements calsld restrict our ability to expand our facilitiesthe future.

Our business is vulnerable to inflation.

We are limited in our ability to raise prices fasnse products, particularly in the clinical laborgtonarketplace where costntainmer
pressures are significant. As a result, increas@sii raw materials, production and transportatiosts may have a material adverse impa
our results of operations.
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Demands of thir-party payors, cost reduction pressures among ostauers and restrictive reimbursement practices atersely affect o
revenue.

Our ability to negotiate favorable contracts wittnrgovernmental payors, including managade plans or Group Purchasing Organiza
(“GPOs"), even if facilitated by our distributors, may sigo#ntly affect revenue and operating results. Qustamers continue to face c
reduction pressures that may cause them to ctingiil use of, or reimbursement for some of our potsl to negotiate reduced fees or ¢
concessions or to delay payment. Furthermore ntreasing leverage of organized buying groups ammomgyovernmental payors may red
market prices for our products and services, therelducing our profitability. Reductions in pricecireases or the amounts received °
current customers or lower pricing for our products:iew customers could have a material adversetedin the financial position, cash flc
and results of operations.

Failure to obtain medical reimbursement for our guets under development, as well as a changing latémy and reimburseme
environment, may impact our business.

The U.S. healthcare regulatory environment may gldn a way that restricts our ability to market puoducts due to medical coverag:
reimbursement limits. Sales of our diagnostic tegits depend in part on the extent to which thetsasf such tests are covered by he
maintenance, managed care, and similar healthcamagement organizations, or reimbursed by govertrhealth payor administrati
authorities, private health coverage insurers dhdrahirdparty payors. These healthcare payors are inciggsihallenging the prices charg
for medical products and services. The containmoéhtalthcare costs has become a priority of féderd state governments. Accordingly,
potential products may not be considered to be effsttive, and reimbursement may not be availablsufficient to allow us to sell o
products on a competitive basis. Legislation amliaions affecting reimbursement for our produntsy change at any time and in ways
are difficult to predict and these changes maydweese to us.

CMS, the federal agency responsible for administetive Medicare program, along with its contractstablishes coverage and reimburse
policies for the Medicare program. In addition,vate payors often follow the coverage and reimbuese policies of Medicare. We can
assure you that government or private thpeaty payors will cover and reimburse the proceslwrging our products in whole or in part in
future or that payment rates will be adequate.

For some of our products, our success in non-Ugkets may depend upon the availability of covermays reimbursement from the thipeity
payors through which health care providers are paithose markets. Health care payment systemsidnS. markets vary significantly
country, and include single-payor, government madagystems as well as systems in which privatergagiod governmentianaged syster
exist, side-byside. For some of our products, our ability to agkimarket acceptance or significant sales volumastérnational markets m
be dependent on the availability of reimbursememntdur products under health care payment systeanmmi¢h markets. There can be
assurance that reimbursement for our products beitbbtained or that such reimbursement will bejadte.

Health care legislation, including the Patient Peotion and Affordable Care Act and the Health laswe Portability and Accountability Act
1996, may have a material adverse effect on us.

The Patient Protection and Affordable Care Act ARA") substantially changes the way healthcare is findiyegovernment and priv:
insurers, encourages improvements in healthcargygund impacts the medical device industry. FRACA includes an excise tax on enti
that manufacture or import medical devices offdmrdsale in the United States; a new Pati@atitered Outcomes Research Institute to col
comparative effectiveness research; and paymetdgraygforms.

The PPACA also imposes new reporting and disclosegeirements on device and drug manufactureraufigrpayment or transfer of va
made or distributed to physicians or teaching HalgpiUnder these provisions, known as the Physie@yment Sunshine Act, affected de
and drug manufacturers need to begin data colleaio August 1, 2013, with the first reports duedi4. These provisions require, am
other things, extensive tracking and maintenanagatdbases regarding the disclosure of relationsdnipl payments to physicians and teac
hospitals. In addition, certain states have passedre considering legislation restricting our ratgions with health care providers an
requiring disclosure of many payments to them.uraito comply with these tracking and reportingdasould subject us to significant ¢
monetary penalties.
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The Health Insurance Portability and Accountsbifitgt of 1996 (“HIPAA”) created new federal statutes to prevent healttcane and fals
statements relating to healthcare matters. ThetHoeak fraud statute prohibits knowingly and wiljuexecuting a scheme to defraud

healthcare benefit program, including private payéy violation of this statute is a felony and nragult in fines, imprisonment or exclus
from government sponsored programs such as thedsiediand Medicaid programs. The false statemeatatstprohibits knowingly ai
willfully falsifying, concealing or covering up aaterial fact or making any materially false, fiictits or fraudulent statement in connection'
the delivery of or payment for healthcare benefitsins or services. A violation of this statuteaisfelony and may result in fines
imprisonment or exclusion from government sponsqmedjrams. HIPAA also established uniform standgmgerning the conduct of cert.
electronic healthcare transactions and protecthmg decurity and privacy of individually identifi&blhealth information maintained
transmitted by healthcare providers, health plantsteealthcare clearinghouses.

Both federal and state government agencies arencamy heightened and coordinated civil and crirhiaaforcement efforts. As part
announced enforcement agency work plans, the fedesernment will continue to scrutinize, among atlthings, the billing practices
hospitals and other providers of healthcare sesvidée federal government also has increased fgnidirfight healthcare fraud, and i
coordinating its enforcement efforts among variagsencies, such as the U.S. Department of JustieeDffice of Inspector General and s
Medicaid fraud control units. We believe that thealthcare industry will continue to be subject tereased government scrutiny

investigations.

We may fail to recruit and retain qualified persehn

We expect to rapidly expand our operations and gromsales, development and administrative operatidhis expansion is expected to p
a significant strain on our management and williegihiring a significant number of qualified pemsel. Accordingly, recruiting and retaini
such personnel in the future will be critical tar @uccess. There is intense competition from atberpanies for qualified personnel in the a
of our activities, particularly sales, marketinglaesearch & development. If we fail to identiftract, retain and motivate these highly ski
personnel, we may be unable to continue our manetind development activities, and this could havenaterial adverse effect on
Company’s business, financial condition, resultspérations and future prospects.

We may face risks in connection with potential agitjans.

We may look to acquire businesses that complemeakjpand our operations as part of our businessegly going forward. We may not
able to successfully identify attractive acquisiticandidates or negotiate favorable terms in theréu Furthermore, our ability to effectiv
integrate any future acquisitions will depend anpag other things, the adequacy of our implemesratians, the ability of our managemer
oversee and operate effectively the combined opesatand our ability to achieve desired operatioefficiencies. If we are unable
successfully integrate the operations of any bssee that we may acquire in the future, our busjrfegncial position, results of operation:
cash flows could be adversely affected.

We rely on key executive officers, and their kndgdeof our business and technical expertise woeldifficult to replace.

We are highly dependent on our Executive ChairrRaymond F. Akers, Jr., PhD because of his expeatiseexperience in biotechnology .
diagnostics. We do not have “key persdifé insurance policies for any of our officers.él'toss of the technical knowledge, managemen
industry expertise of any of our key personnel dodsult in delays in product development, lossudtomers and sales and diversio
management resources, which could adversely affgobperating results.

We may need to obtain additional licenses to patenbther proprietary rights from other parties.

To facilitate development and commercializatioragdroprietary technology base, we may need to olatadlitional licenses to patents or o
proprietary rights from other parties. Obtainingl anaintaining these licenses, which may not belalvis, may require the payment of frpat
fees and royalties. In addition, if we are unablelbtain these types of licenses, our product dgveént and commercialization efforts ma
delayed or precluded.
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We may not be able to protect or enforce our iatgllal property rights, which could impair our coetitive position.

Our success depends significantly on our abilitpriatect our rights to the patents, trademarkslgtisecrets, copyrights and all other intellec
property rights used in our products. Protecting intellectual property rights is costly and timensuming. We rely primarily on patt
protection and trade secrets, as well as a conmbmaf copyright and trademark laws and nondisalesand confidentiality agreements
protect our technology and intellectual propergghts. However, these legal means afford only lichipgotection and may not adequa
protect our rights or permit us to gain or maintaimy competitive advantage. Despite our intelldcpraperty rights practices, it may
possible for a third party to copy or otherwiseadtand use our technology without authorizatieyedop similar technology independentl
design around our patents.

We cannot be assured that any of our pending pafmsiications will result in the issuance of a pat® us. The U.S. Patent and Trader
Office, or PTO, may deny or require significant noaring of claims in our pending patent applicatioasd patents issued as a result o
pending patent applications, if any, may not previd with significant commercial protection or bsued in a form that is advantageous t
We could also incur substantial costs in proceeslbgfore the PTO. Our issued and licensed patedtsh@se that may be issued or licenst
the future may expire or may be challenged, inedéd or circumvented, which could limit our ability stop competitors from market
related technologies. Upon expiration of our issaeticensed patents, we may lose some of oursighexclude others from making, us
selling or importing products using the technoldgged on the expired patents. There is no assutiaaiceompetitors will not be able to des
around our patents. We also rely on unpatentedrigtapy technology. We cannot assure you that wengaaningfully protect all our rights
our unpatented proprietary technology or that athval not independently develop substantially eqilent proprietary products or processe
otherwise gain access to our unpatented propridohinology. Further, we may not be able to obfztent protection or secure ot
intellectual property rights in all the countrieswhich we operate, and under the laws of such ttesn patents and other intellectual prop
rights may be unavailable or limited in scope.ry @f our patents fail to protect our technologywould make it easier for our competitor:
offer similar products. Our trade secrets may bleanable to disclosure or misappropriation by emeés, contractors and other persons.
inability on our part to adequately protect ouellgctual property may have a material adversecefia our business, financial condition

results of operations.

Expenses incurred with respect to monitoring, prtitg, and defending our intellectual property rigltould adversely affect our busine

Competitors and others may infringe on our intéllatproperty rights, or may allege that we havdnged on theirs. Monitoring infringeme
and misappropriation of intellectual property candifficult and expensive, and we may not be ablddtect infringement or misapproprial
of our proprietary rights.

We may incur substantial costs as a result ofdiiign or other proceedings relating to patent ardev intellectual property rights and we n
be unable to protect our rights to, or use of, taghnology.

Some or all of our patent applications may not lteisuthe issue of patents, or the claims of arsuél patents may not afford meanin
protection for our technologies or products. Initdd, patents issued to us or our licensors, if,amay be challenged and subseque
narrowed, invalidated, found unenforceable or eireanted. Patent litigation is widespread in thediibnology industry and could harm
business. Litigation might be necessary to protectpatent position. Patentability, invalidity, éidom-toeperate or other opinions may
required to determine the scope and validity ofddpiarty proprietary rights. If we choose to go to tdo stop a third party from using 1
inventions protected by our patent, that third yparbuld have the right to ask the court to rule thach patents are invalid and/or should ne
enforced against that third party. These lawsugseaxpensive and we may not have the required ressto pursue such litigation or to pro
our patent rights. In addition, there is a riskttthee court will decide that our patents are ndidvar that we cannot stop the other party f
using their inventions. There is also the risk tieaen if the validity of these patents is uphéhd, court will find that the third party’activitie:
do not infringe our rights in these patents.
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Furthermore, a third party may claim that we afenging the third partys patent rights and may go to court to stop us femgaging in ot
normal operations and activities, including makorgselling our product candidates. These lawsuiscastly and could affect our results
operations and divert the attention of managendltachnical personnel. There is a risk that atowauld decide that we are infringing the tt
party’s patents and would order us to stop the activimasred by the patents. In addition, there issk that a court will order us to pay
other party’s treble damages or attorneys’ feeshiaving violated the other parg/’patents. The biotechnology industry has prodia
proliferation of patents, and it is not always cleaindustry participants, including us, which gt cover various types of products or met
of use. The coverage of patents is subject topnégamtion by the courts, and the interpretationdsalways uniform. If we are sued for pa
infringement, we would need to demonstrate thatpsaducts or methods of use either do not infritigeeclaims of the relevant patent an
that the third party patent claims are invalid, ar@imay not be able to do this. Proving invaliditythe United Sates, in particular, is diffic
since it requires a showing of clear and convinawiglence to overcome the presumption of validitypged by issued patents.

In addition, changes in either patent laws or tenpretations of patent laws in the United States@her countries may materially diminish
value of our intellectual property or narrow th@ge of our patent protection. In September 2014 ,Ut5. Congress passed the Le&myitr
America Invents Act (“AIA”) which became effective in March 2013. The AIA rafer United States patent law in part by changing
standard for patent approval for certain patergmfa “first to invent” standard to a “first to filstandard and developing a paggnt reviev
system. It is too early to determine what the dfi@cimpact the AIA will have on the operation ofirobusiness and the protection
enforcement of our intellectual property. Howewbe AIA and its implementation could increase tineartainties and costs surrounding
prosecution of our patent applications and the reefoent or defense of our issued patents, all aélwbould have a material adverse effec
our business and financial condition. Because spatent applications in the United States may bentaimied in secrecy until the patents
issued, patent applications in the United Statesraany foreign jurisdictions are typically not pishled until eighteen months after filing,
publications in the scientific literature often laghind actual discoveries. We cannot be certaihdthers have not filed patent application:
technology covered by our issued patents or oudipgrapplications or that we were the first to intzthe technology (prédA) or first to file
(postAlA). Our competitors may have filed, and may ie fiature file, patent applications covering tecloggl similar or the same as ours. /
such patent application may have priority over patent application and could further require ushtain rights to such technologies in orde
carry on our business. If another party has filédl 3. patent application on inventions similartoe same as ours, we may have to particip:
an interference or other proceeding in the U.Seiand Trademark Office, or the USPTO, or a ctaudetermine priority of invention in t
United States, for pré&dA applications and patents. The costs of thesegedings could be substantial, and it is possfila@iesuch efforts wou
be unsuccessful, resulting in a loss of our U.$emtaposition with respect to such inventions. Saheur competitors may be able to sus
the costs of complex patent litigation more effeslly than we can because they have substantiatgr resources.

Our failure to secure trademark registrations coaldiversely affect our ability to market our prodaahdidates and our business.

Our trademark applications in the United Statesamgdother jurisdictions where we may file may hetallowed registration, and we may
be able to maintain or enforce our registered tratks. During trademark registration proceedingsay receive rejections. Although we
given an opportunity to respond to those rejectioms may be unable to overcome such rejectionsaddition, in the USPTO and
corresponding foreign agencies, third parties arergan opportunity to oppose pending trademarHliegimons and to seek to cancel regist
trademarks. Opposition or cancellation proceedimgy be filed against our applications and/or regigins, and our applications anc
registrations may not survive such proceedingdufeato secure such trademark registrations inlthited States and in foreign jurisdictic
could adversely affect our ability to market ouoguct candidates and our business.
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We may be subject to claims that our employees Wwemegfully used or disclosed alleged trade secoéttheir former employers.

As is common in the biotechnology and pharmacelitichustry, we employ individuals who were previgusmployed at other biotechnolc
or pharmaceutical companies, including our cometior potential competitors. Although the Compdmag no knowledge of any clai
against us, we may be subject to claims that theggoyees or the Company have inadvertently orraflse used or disclosed trade secre
other proprietary information of their former emydos. Litigation may be necessary to defend ag#ireste claims. Even if we are successf
defending against these claims, litigation coulslifein substantial costs and be a distraction éamagement. To date, none of our emplo
have been subject to such claims.

We may not be able to adequately protect our iettlial property outside of the United States.

The laws in some foreign jurisdictions may not pdevprotection for our trade secrets and othedletial property. If our trade secrets
other intellectual property are misappropriatedfaneign jurisdictions, we may be without adequaéenedies to address these iss
Additionally, we also rely on confidentiality andsignment of invention agreements to protect oigllectual property. These agreements
provide for contractual remedies in the event afappropriation. We do not know to what extentnif, @hese agreements and any remedie
their breach, will be enforced by a foreign or dstitecourt. In the event our intellectual propasymisappropriated or infringed upon anc
adequate remedy is not available, our future pretspeill likely diminish.

Additionally, prosecuting and maintaining intelleat property, particularly patent rights, are veostly endeavors. We do not know whe
legal and government fees will increase substantaaid therefore are unable to predict whether owesg factor into our intellectual prope
strategy.

If we deliver products with defects, we may beextlip product recalls or negative publicity, ouedibility may be harmed, market accepte
of our products may decrease and we may be exjodiedbility.

The manufacturing and marketing of professional emasumer diagnostics involve an inherent riskrofpct liability claims. For example
defect in one of our diagnostic products could lead false positive or false negative result, cffg the eventual diagnosis. Our proc
development and production are extremely complekamuld expose our products to defects. Manufaaguaind design defects could lea
recalls, either voluntary or required by the FDAotihher government authorities, and could resuthearemoval of a product from the mar
Defects in our products could also harm our refatead to product liability claims, claims thatccurate test results lead to death or in
negative publicity and decrease sales of our pitsdifée have obtained $10,000,000 of product lighifisurance and we have never receiv
product liability claim, and have generally not sgeoduct liability claims for screening tests tha¢ accompanied by appropriate disclain
However, in the event there is a claim, this ineaeamay not fully cover our potential liabilitiek addition, as we attempt to bring r
products to market, we may need to increase outygtdiability coverage which would be a signifitatditional expense that we may no
able to afford. If we are unable to obtain suffitisnsurance coverage at an acceptable cost teqiras, we may be forced to abandon effol
commercialize our products or those of our stratpgrtners, which would reduce our revenue.

If our estimates relating to our critical accourgimpolicies are based on assumptions or judgmerdisdhange or prove to be incorrect,
operating results could fall below expectationdiéincial analysts and investors, resulting in &léee in our stock price.

The preparation of financial statements in confoymiith U.S. GAAP requires our management to matem@ates, assumptions and judgm
that affect the amounts reported in the financiatesnents and accompanying notes. We base ouradssiron historical experience anc
various other assumptions that we believe to bgoreble under the circumstances, the results athwioirm the basis for making judgme
about the carrying values of assets, liabilitiegyigy, revenue and expenses that are not readiharapt from other sources. Our opere
results may be adversely affected if our assumgptadrange or if actual circumstances differ fromsthm our assumptions, which could ce
our operating results to fall below the expectatiaf financial analysts and investors, resultingailecline in our stock price. Signific
assumptions and estimates used in preparing camdial statements include those related to reveszegnition, inventory, product warranti
allowances for doubtful accounts, stock-based cosgéon expense and income taxes.
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As an emerging growth company within the meaninthefSecurities Act, we will utilize certain moelifidisclosure requirements, and
cannot be certain if these reduced requirementsmake our common stock less attractive to investor

We are an emerging growth company within the megpointhe rules under the Securities Act. We havi@ed, and we plan in future filin
with the SEC to continue to utilize, the modifiedadosure requirements available to emerging grasetinpanies, including reduced disclos
about our executive compensation and omission wipemsation discussion and analysis, and an exemfpdm the requirement of holding
nonbinding advisory vote on executive compensatioddition, we will not be subject to certain uggments of Section 404 of the Sarbane:
Oxley Act, including the additional testing of oimternal control over financial reporting as maywcwhen outside auditors attest as tao
internal control over financial reporting, and wavh elected to delay adoption of new or revisedagting standards applicable to pu
companies. As a result, our stockholders may ne¢ aacess to certain information they may deem rtapt

In addition, Section 107 of the JOBS Act also pdes that an emerging growth company can utilizesttiended transition period providec
Section 7(a)(2)(B) of the Securities Act which alious to delay the adoption of compliance with mewevised accounting standards. Thu
emerging growth company can delay the adoptionesfat accounting standards until those standamigldvotherwise apply to prive
companies. We have elected to utilize this extertdausition period. Our financial statements magréifiore not be comparable to thos
companies that comply with such new or revised aeting standards as they become applicable to publinpanies. We cannot predic
investors will find our common stock less attraetivecause we will rely on these exemptions. If samestors find our common stock |
attractive as a result, there may be a less attiding market for our common stock and our staggepmay be more volatile.

We could remain an “emerging growth compafy’ up to five years, or until the earliest of ffile last day of the first fiscal year in which
annual gross revenue exceeds $1 billion, (ii) thee dhat we become a “large accelerated filer"effndd in Rule 122 under the Exchan
Act, which would occur if the market value of ownemon stock that is held by naffiliates exceeds $700 million as of the last hass day (
our most recently completed second fiscal quantdiiipthe date on which we have issued more tfiarbillion in noneonvertible debt durir
the preceding three-year period.

We have not performed an evaluation of our integmaitrol over financial reporting, such as requibydSection 404 of the Sarban@siey
Act, nor have we engaged our independent registaubtic accounting firm to perform an audit of doternal control over financial reporti
as of any balance sheet date or for any periodtegm our financial statements. Had we performach an evaluation or had our indepen
registered public accounting firm performed an awdiour internal control over financial reportinmaterial weaknesses may have |
identified. For so long as we qualify as an “emegggrowth company” under the JOBS Act, we will have to provide an audit@rattestatio
report on our internal controls in future annugdas on Form 10-K as otherwise required by Sectiof(b) of the Sarbane3xley Act. During
the course of the evaluation, documentation ostit®n, we or our independent registered publioanting firm may identify weaknesses
deficiencies that we may not otherwise identifyaitimely manner or at all as a result of the deféimplementation of this additional leve
review.

Our legal counsel has advised us that we may halated Section 402 of the Sarbar@sley Act of 2002, which prohibits an issuer f
extending or maintaining personal loans to its dimrs or executive officers. As a result, we cobdtome subject to criminal, civil
administrative sanctions or penalties and we mayp &ce potential private securities litigation.

On September 14, 2012, the Company entered intecarfies Purchase Agreement (the “Purchase Agre&ymeith Mr. Thomas J. Kno:
Pursuant to the Purchase Agreement, Mr. Knox peetdhaamongst other things, 10,000,000 shares @¢hies A Preferred Stock. The Se
A Preferred Stock were convertible at any time 820,512 shares of common stock. The Company resiéisat Mr. Knox convert the Ser
A Preferred Stock, and though under no obligatmmld so, on November 15, 2013, Mr. Knox converttd 000,000 shares of Series
Preferred Stock into 320,512 shares of common spoackuant to the terms of the Series A PreferredkStin order to satisfy the requil
onetime payment of $500,000 (the “Purchase Prida&) upon conversion as set forth in the Purchaseehgent, Mr. Knox issued a promiss
note in favor of the Company for the principal aggate amount of $500,000 (the “2013 Knox Not&he 2013 Knox Note required paym
of the principal in full prior to maturity date dfovember 15, 2014 (the “Maturity Datef)ith interest on the unpaid principal balance at ¢
of the thirty day average LIBOR per annum commeman November 15, 2013. The 320,512 shares of canstark were to be held by -
Company as collateral until all amounts owing urttier2013 Knox Note were paid in full.
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We have taken immediate steps to address the aiimnagion by cancelling the 2013 Knox Note and segknmediate repayment from M
Knox. On December 3, 2013 the Company issued Moxkd61,997 shares of common stock and cancelleckthaining shares issuable to
under the terms of the Series A Preferred Stockulinsatisfaction of the Purchase Price. Sectio@ 40 the Sarbane@xley Act of 200:
prohibits public U.S. companies, including us, framtending or maintaining personal loans to itsediors or executive officers. T
arrangements with Mr. Knox may have violated thishgbition. The potential violation of the Sectidd2 may cause governmental authori
such as the SEC or other U.S. authorities, to impestain criminal, civil, and administrative saoos or penalties upon us. Similarly, priv
parties may also bring civil litigations againstfassuch violations.

Risks Related to the Market

Recent global economic trends could adversely affecbusiness, liquidity and financial resul

Recent global economic conditions, including augision of financial markets, could adversely affest primarily through limiting our acce
to capital. In addition, the continuation or worisgnof general market conditions in economies ingaarto our businesses may adversely &
our clients’level of spending and ability to obtain financimgading to us being unable to generate the levietales that we require. Curr
and continued disruption of financial markets confive a material adverse effect on the Compmaby'siness, financial condition, result:
operations and future prospects.

Risks Relating to our Common Stock

We currently have a limited trading volume, whielults in higher price volatility for, and reduckguidity of, our common stock.

There has been limited trading of our common sindke U.S since we began trading on the NASDAQi@aplarket in January 2014. Sir
2002, our shares of common stock have been listettdding on AIM. However, historically there hlasen limited volume of trading in ¢
common stock on AIM, which has limited the liquiditf our common stock on that market. We cannadliptevhether or how investor inter
in our common stock on the AIM market might tratesléo the market price of our common stock or tegetbpment of an active tradi
market in the U.S. or how liquid that market migketome.

Furthermore, if we cease to be listed on AIM or ND¥8), holders would find it more difficult to dispe®f, or to obtain accurate quotation
to the market value of, our common stock, and theket value of our common stock would likely deelin

If and when a larger trading market for our comnstack develops, the market price of our commorkstostill likely to be highly volatile ai
subject to wide fluctuations, and you may be unsbhesell your shares at or above the price atalihiou acquired them.

The market price of our common stock is likely soHighly volatile and could be subject to wide fuations in response to a number of fac
that are beyond our control, including, but notited to:

e variations in our revenue and operating exper

e actual or anticipated changes in the estimatesupperating results or changes in stock markelyaheecommendations regard
our ordinary shares, other comparable companiesioindustry generally
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e market conditions in our industry and the economg &vhole

e developments in the financial markets and worldvadesgional economie:

e announcements of innovations or new products amices by us or our competitol
e announcements by the government relating to regakathat govern our industr
e sales of our common stock or other securities bgrus the open market; ai

e changes in the market valuations of other comparatinpanies

In addition, if the market for biotech stocks oe thtock market in general experiences loss of tovenfidence, the trading price of |
common stock could decline for reasons unrelatazlitdusiness, financial condition or operatingutss The trading price of our shares m
also decline in reaction to events that affect otmenpanies in our industry, even if these eventsat directly affect us. Each of these fac
among others, could harm the value of your investrireour common stock. In the past, following pels of volatility in the market, securit
classaction litigation has often been instituted agacminpanies. Such litigation, if instituted against could result in substantial costs
diversion of managemestattention and resources, which could materiallg adversely affect our business, operating results financie
condition.

Our common stock is listed on two separate stockets and investors seeking to take advantage ioé mhfferences between such mar
may create unexpected volatility in our share priceaddition, investors may not be able to easilgve shares for trading between s
markets.

Our common stock is already admitted to tradinghtivt and the NASDAQ Capital Market. Price levels faur ordinary shares could fluctu
significantly on either market, independent of alare price on the other market. Investors couttk 4@ sell or buy our shares to t
advantage of any price differences between the maokets through a practice referred to as arbitrédgey arbitrage activity could cre:
unexpected volatility on either exchange with respe both our share price and the volume of shavedable for trading. In addition, hold
of shares in either jurisdiction will not be immatdily able to transfer such shares for tradinghenather market without effecting neces:
procedures with our transfer agent. This couldltésudime delays and additional cost for our staiders. Further, if we are unable to cont
to meet the regulatory requirements for listingAdM or NASDAQ, we may lose our listing on AIM or NBDAQ, which could impair tt
liquidity of our shares.

Our stock price could fall and we could be delistemm the NASDAQ in which case U.S. brollealers may be discouraged from effec
transactions in shares of our common stock becthesemay be considered penny stocks and thus fecstdthe penny stock rules.

The SEC has adopted a number of rules to reguteierty stock’that restricts transactions involving stock whisldeemed to be penny stc
Such rules include Rules 3a51-1, 15g-1, 15¢g-2,3,5tp9-4, 15g-5, 159-6, 15g-7, and 1%Bgnder the Securities and Exchange Act of 192
amended. These rules may have the effect of regub@liquidity of penny stocks. “Penny stock@nerally are equity securities with a pric
less than $5.00 per share (other than securitgisteeed on certain national securities exchangegioted on the NASDAQ Stock Marke
current price and volume information with respectransactions in such securities is provided lgyekchange or system). Our securities
in the past constituted, and may again in the &utanstitute, “penny stockithin the meaning of the rules. The additionaksgbractice ar
disclosure requirements imposed upon U.S. brokalede may discourage such brokiealers from effecting transactions in shares @
common stock, which could severely limit the madigaiidity of such shares and impede their salthensecondary market.

A U.S. broker-dealer selling penny stock to anyotier than an established customer or “accreditegstor” generally, an individual with n
worth in excess of $1,000,000 or an annual incorteeding $200,000, or $300,000 together with hihi@r spouse) must make a spe
suitability determination for the purchaser and tmeseive the purchaser’s written consent to thadaction prior to sale, unless the broke
dealer or the transaction is otherwise exempt.dditen, the “penny stock” regulations require tieS. brokerdealer to deliver, prior to a
transaction involving a “penny stock”, a disclossahedule prepared in accordance with SEC standelating to the “penny stockharket
unless the broker-dealer or the transaction israfse exempt. A U.S. broketealer is also required to disclose commissiongiplayto the U.¢
broker-dealer and the registered representativecanent quotations for the securities. FinallylUs. brokerdealer is required to subr
monthly statements disclosing recent price inforomatvith respect to the “penny stock” held in atoaser’s account and information w
respect to the limited market in “penny stocks”.
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Stockholders should be aware that, according to, SE®Cmarket for “penny stockdias suffered in recent years from patterns of fram
abuse. Such patterns include (i) control of theketafor the security by one or a few brolderalers that are often related to the promot
issuer; (i) manipulation of prices through preaged matching of purchases and sales and falsenisidading press releases; (iiDdiler
room” practices involving higlpressure sales tactics and unrealistic price piojex by inexperienced sales persons; (iv) excesain
undisclosed bid-ask differentials and markups Bingebrokerdealers; and (v) the wholesale dumping of the ssecerities by promoters a
brokerdealers after prices have been manipulated to iseddgvel, resulting in investor losses. Our mamagnt is aware of the abuses
have occurred historically in the penny stock markéthough we do not expect to be in a positiordictate the behavior of the market o
brokerdealers who participate in the market, manageméhstwve within the confines of practical limitans to prevent the described patt
from being established with respect to our se@agiti

We have not paid dividends in the past and do rRpe& to pay dividends for the foreseeable futare] any return on investment may
limited to potential future appreciation on the walof our common stock.

We currently intend to retain any future earningsapport the development and expansion of oumbasiand do not anticipate paying «
dividends in the foreseeable future. Our paymenargf future dividends will be at the discretionafr board of directors after taking il
account various factors, including without limitatj our financial condition, operating results,lcageds, growth plans and the terms of
credit agreements that we may be a party to atiree To the extent we do not pay dividends, oaclstmay be less valuable because a
on investment will only occur if and to the extent stock price appreciates, which may never odowsddition, investors must rely on sale
their common stock after price appreciation asdhly way to realize their investment, and if thécerof our stock does not appreciate,
there will be no return on investment. Investorskégg cash dividends should not purchase our conrstaok.

Nor-U.S. investors may have difficulty effecting ssvof process against us or enforcing judgmentsinsgiaus in courts of notkkS
jurisdictions.

We are a company incorporated under the laws oBthte of New Jersey. All of our directors andafs reside in the United States. It may
be possible for nok).S. investors to effect service of process withigir own jurisdictions upon our company and ouectiors and officers.
addition, it may not be possible for nbhS. investors to collect from our company, itsediors and officers, judgments obtained in coun
such non-U.S. jurisdictions predicated on non-Ue&islation.

If securities or industry analysts do not publighcease publishing research or reports about us, msiness or our market, or if they cha
their recommendations regarding our stock adversaly stock price and trading volume could decline.

The trading market for our common stock will bduehced by the research and reports that industsgaurities analysts may publish abou
our business, our market or our competitors. If afiythe analysts who may cover us change theirmecendation regarding our stc
adversely, or provide more favorable relative resmndations about our competitors, our stock prioeldlikely decline. If any analyst w
may cover us were to cease coverage of our compafajl to regularly publish reports on us, we abldse visibility in the financial marke
which in turn could cause our stock price or trgdiolume to decline.

The requirements of being a U.S. public company strayn our resources and divert management’s dthen

As a U.S. public company, we will be or become sabjo the reporting requirements of the Securiigshange Act of 1934, as amen
(“Exchange Act”), the Sarbanes-Oxley Act, the Dddtdnk Act, the listing requirements of NASDAQ, avttier applicable securities rules
regulations. Compliance with these rules and reaguia will increase our legal and financial comptia costs, make some activities n
difficult, time-consuming, or costly, and increase demand on @ies)s and resources. The Exchange Act requiresyq@otber things, that v
file annual and current reports with respect tolmusiness and operating results.
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As a result of disclosure in filings required ofablic company, our business and financial conditiall become more visible, which \
believe may result in threatened or actual litigratiincluding by competitors and other third partié such claims are successful, our busi
and operating results could be harmed, and evtmeitlaims do not result in litigation or are resal in our favor, these claims, and the 1
and resources necessary to resolve them, could desources of our management and harm our bissareboperating results.

We will incur significant costs as a result of kgia publicly traded company and such costs mayeese when we cease to be an eme
growth company

As a publicly traded company, we will incur legatcounting and other expenses estimated to raoge $150,000 to $250,000 per yt
including costs associated with the periodic rapgrtequirements applicable to a company whosergsuare registered under the Excha
as well as additional corporate governance requrgs, including applicable requirements under theb&egxley Act and other rule
implemented by the SEC. The expenses incurred bjiqpoompanies generally for reporting and corpargbvernance purposes have t
increasing. We expect compliance with these putdimorting requirements and associated rules andlatons to increase our legal ¢
financial costs, particularly after we are no longe emerging growth company, and to make someitiesi more timesonsuming and cost
although we are currently unable to estimate tlwsts with any degree of certainty. These laws ragdlations could also make it m
difficult or costly for us to obtain certain type$ insurance, including director and officer liatyilinsurance, and we may be forced to ac
reduced policy limits and coverage or incur suliidiip higher costs to obtain the same or similavarage. These laws and regulations ¢
also make it more difficult for us to attract aretain qualified persons to serve on our board ofatiors, our board committees or as
executive officers. Further, if we are unable ttsfa our obligations as a public company, we colddsubject to delisting of our comn
stock, fines, sanctions and other regulatory adiush, potentially, civil litigation.

The recently enacted JOBS Act reduces certainadisoé requirements for emerging growth companieseby decreasing related regula
compliance costs. We qualify as an emerging grasthpany. However, when we cease to be an emergavegtly company, we will be unat
to take advantage of the reduced regulatory reopgnts and any associated cost savings.

Efforts to comply with the applicable provisions Séction 404 of the Sarbar-Oxley Act will involve significant expendituresjdanon-
compliance with Section 404 of the Sarbanes-Oxtdyrmay adversely affect us and the market pricuotommon stock.

Under current SEC rules, beginning with our fispahr ending December 31, 2014, we will be requiteteport on our internal control o
financial reporting pursuant to Section 404 of 8s&bane©xley Act, and related rules and regulations of $i#C; although, as an emerc
growth company, we are exempt from the requirentemrovide an auditor attestation to managenseatsessment of its internal control
required by Section 404(b) of the Sarbafedey Act. We will be required to review on an aahbasis our internal control over finan
reporting, and on a quarterly and annual basiss&tuate and disclose changes in our internal cbotrer financial reporting. As a result,
expect to incur additional expenses in the nean thiat may negatively impact our financial perfono@ and our ability to make distributio
This process also will result in a diversion of mgemens time and attention. We cannot be certain as adithing of completion of ol
evaluation, testing and remediation actions orithgact of the same on our operations, and we maypeaable to ensure that the proce:
effective or that our internal control over finaglaieporting is or will be effective in a timely m@er. In the event that we are unable to mai
or achieve compliance with the applicable provisiohSection 404 of the Sarbar@gley Act and related rules, we and the marketepoitou
common stock may be adversely affected.

Item 1B. Unresolved Staff Comments.
Not applicable
Item 2. Property.

Our corporate headquarters which houses our rdseard development, engineering, manufacturing, adjpers and support personnel
located in Thorofare, New Jersey, in an office ésiigy of a total of 12,500 square feet. For thetpan years, the Company has leasec
facility at this location. The current lease tesreffective from January 1, 2013 through Decemhe£819 with an annual rent of $132,000.

We believe our current facilities are sufficient fur current needs and will be adequate, or thigalde additional or substitute space wil
available on commercially reasonable terms, forftheseeable future.

Item 3. Legal Proceedings.

From time to time, we are a party to litigation asubject to claims incident to the ordinary couodebusiness. Future litigation may
necessary to defend ourselves and our customedeteymining the scope, enforceability and validifythird party proprietary rights or
establish our proprietary rights.

On October 15, 2014 a complaint was filed by AkBigsciences, Inc. in federal district court (South®istrict of New York) seeking
declaratory judgment of ndoreach of a contract with Mr. Lawrence Martin. §bomplaint was filed in response to various tlreétitigatior
proffered by Mr. Martins counsel in connection with the alleged breach péirchase agreement entered into by the CompahivanMartin
on January 23, 2007 (“2007 Purchase Agreemeas’amended on April 18, 2012. Prior to filing templaint, the Company, in good fa
attempted to ascertain the basis for the breadwations with an eye to resolve any possible clasmiside of court but such discussi
ultimately were rendered fruitless. Responsiveh® €ompanys filing, Mr. Martin has filed a complimentary suit the sixth judicial circu
court (Pinellas County, FL) alleging, among otheurts, breach of the 2007 Purchase Agreement flordato pay certain royalties allege



owed to Mr. Martin. The Company successfully rentbtlee Florida state court case filed by Mr. Mattnthe Federal District Court, Midc
District, Florida. On March 10, 2015, the Federauthern District of New York denied Mr. Marts'request to transfer venue to Florida
retained jurisdiction. In light of this decisiomet Company and Mr. Martin have entered into a &tmn that Mr. Martins Florida Action wil
be dismissed without prejudice. It is anticipatedttMr. Martin will refile his claim in the Southern District of New Yods Counterclaim
The Company continues to seek the most efficiedtaptimal manner to handle Mr. Martintlaims without prejudicing any of its rights. -
Company believes that no accrual for potentialdegsom this case are necessary.

With the exception of the foregoing dispute, therpany is not involved in any disputes and doedhage any litigation matters pending.
Item 4. Mine Safety Disclosures.
Not applicable
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PART Il
Item 5. Market for Registrant's Common Equity, Related Stockholder Matters and Issuer Purchases of Edty Securities.
(a) Market Information

We began trading on The NASDAQ Capital Market onuday 23, 2014 and have not been previously lisiedany other U.S. mark
However, our shares are currently listed on AIMemtthe symbol “AKR.L". Our shares began tradingfdM in May 2002.

The following table shows the high and low marketes, for our shares since we began trading oN&k®DAQ Capital Market.

Quarter ended Low Price High Price

March 31, 2015’ $ 3.1t $ 4.1¢€
December 31, 201 2.62 3.9¢
September 30, 201 2.8¢ 4.97
June 30, 201 3.1¢ 4.3
March 31, 201« 4.5 5.51

*Accurate through March 13, 2015

The following table shows the high and low marketes, for our shares for each fiscal quarter far two most recent fiscal years. Ma
prices for our shares have fluctuated significasthce they were listed on AIM and trading volunmeAlM have been very small in relatior
the number of our total outstanding shares.

Low Price High Price
Quarter Ended GBP USD GBP UsSD Exchange Rate
March 31, 201! £ 22 % 3.3¢ £ 26 % 40C $ 1.523:
December 31, 201 2.1¢ 3.44 2.7¢ 4.27 1.583:
September 30, 201 2.0¢ 3.47 3.1t 5.2¢ 1.670"
June 30, 201 2.6t 4.4€ 3.1t 5.3C 1.682¢
March 31, 201« 2.9C 4.8C 4.8t 8.0¢ 1.654¢
December 31, 201 3.6: 5.84 6.91 11.1¢( 1.606¢
September 30, 201 1.64 2.64 3.9t 6.37 1.613¢
June 30, 201 1.64 2.5C 2.7¢C 4.1% 1.529(
March 31, 201! 1.72 2.6¢ 2.31 3.61 1.561¢

*  The most recent quarter is accurate through Ma&h2015. The Comparg/'stock is listed on the AIM where stock prices iarpounds
All shares prices in the table above are reflettadbllars after having been converted accordinthéoperiods average exchange re
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(b) Holders

As of March 13, 2015, there were approximately @&@0ders of record of our common stock. This figdmes not take into account th
shareholders whose certificates are held in theenafrbroker-dealers or other nominees.

(c) Dividends

We have never paid any cash dividends on our comshares, and we do not anticipate that we will @ay dividends with respect to ths
securities in the foreseeable future. Our currarginess plan is to retain any future earnings rtarfce the expansion development of
business.

(d) Securities Authorized for I ssuance under Equity Compensation Plan

The following table shows information with resp#ds plan as of the fiscal year ended Decembef314.

Equity Compensation Plan Information

Number of
securities
remaining
available for
Number of Weightec- future issuance
securities to average under equity
be issued upon Exercise price compensation
exercise of plans
of outstanding outstanding (excluding
options, options, securities
warrants and warrants and reflected in
Plan category rights (a) rights (b) column (a)) (c)
Equity compensation plans approved by securitydrs $
Equity compensation plans not approved by sechdtglers 176,98¢ $ 5.7:2 165,00(
Total 176,98¢ $ 5.7¢ 165,00(

Transfer Agent

Our transfer agent is VStock Transfer LLC, 18 Lafiéy Place Woodmere, NY 11598.

Recent Sales of Unregistered Securities

During the year ended December 31, 2014, there mesales of unregistered securities by the Coypan

Rule 10B-18 Transactions

During the year ended December 31, 2014, there m@repurchases of the Company’s common stock éZtmpany.
Item 6. Selected Financial Data.

Not applicable
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Item 7. Management’s Discussion and Analysis of Famcial Condition and Results of Operations.

THE FOLLOWING DISCUSSION OF OUR PLAN OF OPERATIONN® RESULTS OF OPERATIONS SHOULD BE READ
CONJUNCTION WITH THE FINANCIAL STATEMENTS AND RELAED NOTES TO THE FINANCIAL STATEMENTS INCLUDE]
ELSEWHERE IN THIS REPORT. THIS DISCUSSION CONTAINN®ORWARD-LOOKING STATEMENTS THAT RELATE TO FUTUR
EVENTS OR OUR FUTURE FINANCIAL PERFORMANCE. THESETATEMENTS INVOLVE KNOWN AND UNKNOWN RISKS
UNCERTAINTIES AND OTHER FACTORS THAT MAY CAUSE OURCTUAL RESULTS, LEVELS OF ACTIVITY, PERFORMANC
OR ACHIEVEMENTS TO BE MATERIALLY DIFFERENT FROM ANYFUTURE RESULTS, LEVELS OF ACTIVITY, PERFORMANC
OR ACHIEVEMENTS EXPRESSED OR IMPLIED BY THESE FORWM®-LOOKING STATEMENTS. THESE RISKS AND OTHE
FACTORS INCLUDE, AMONG OTHERS, THOSE LISTED UNDERFORWARD-LOOKING STATEMENTS” AND “RISK FACTORS”
AND THOSE INCLUDED ELSEWHERE IN THIS REPORT.

Results of Operations
Management’s Plans and Basis of Presentation

To date, the Company has in large part relied anmtedinancing to fund its operations, raising $@X® in private placements in 20
$2,345,024 in private placements in 2013 and $1338®B, net of expenses, in an initial public offigrion the NASDAQ Stock Exchange
2014. The Company has experienced recurring leaseéaegative cash flows from operations, however,Gompanys performance for ti
year ended December 31, 2014 has improved. Manad’s strategic plans include the following:

e continuing to advance the development and comaération of the Compang’products, especially those that utilize MPC Bicse
PIFA and seraSTAT technologie

e continuing to strengthen and forge domestic artdrivational relationships with wetdlstablished sales organizations with st
distribution channels in specific target marketslfoth our currently marketed and emerging prodt

e establishing clinical protocols that support retia submissions and publication of data withinr-reviewed journals; an
e continuing to monitor and implement cost contrdi@tives to conserve cas

Despite our plans, the Company expects to contimirgcur losses from operations for the ngsam and these losses could be significant fc
following reasons:

e some of Akersdistribution partnerships have been recently eistaddl or are in the process of being initiated éimerefore, consiste
and historical ordering patterns have not beeritinst;

e the Company continues to incur expenses relatedetanitial commercialization and marketing aciizdét for METRON and VIVC
and product development (research, clinical tri@gulatory tasks) costs for its emerging produsteath PulmoHealth “Checkapid
assays and PIFA PLU® Infectious Disease pok-of-care tests); an

e to expand the use of its clinical laboratory praduthe Company may need to invest in additionalketang support programs
increase brand awarene

At December 31, 2014, Akers had cash of $455,84itkiwg capital of $11,215,747, stockholdeesjuity of $99,691,096 and an accumul
deficit of $84,864,086. The Company believes tlaturrent working capital position will be suficit to meet its estimated cash needs 1
least 36 months.

The fair value of the Company’s investments in rmetakle securities as of December 31, 2014 was 8386 (2013: $-)The Compan
restricts its investments to Level | and Level écarities and maturities generally range up toehyrears. Securities are evaluated witl
emphasis on minimizing risk while achieving readdeaates of return on the investment. These mabketsecurities are a key componet
the Company’s cash management strategy and asseichonitored regularly.

If the Company does not obtain additional capitaheeded, the Company would potentially be requive@duce the scope of its research
development activities. The Company is closely rwing its cash balances, cash needs and expereds.le

Revenue

The Companys total revenue for the year ended December 314 @@k $4,427,174, a 24% increase over the samedpieri2013. Revenu
improved in two of the major product lines, PIFA gdein/PF4 Rapid Assay increased by 110% and thes s#l Rapid Enzymatic Ass
products which did not exist in 2013. These incesasere offset by decreases in the MPC Producbln&l%, other products, which inclu
shipping and handling fees, by 36% and Licensingmaes by 36%. The Company’s MicroParticle CatalyB&gosensor (“MPC")produc
revenues associated with our breath alcohol predietreased to $918,049 (2013: $1,885,028) dunegéear ended December 31, 2014.
is attributable to a decline in orders from our Mewide distributor of this product, ChubeWorkx Guesynd.imited. During the year end
December 31, 2014, ChubeWorkx accounted for $766(2013: $1,719,340) of our MPC product revenuelhe decline of orders fra
ChubeWorkx is as a result of the French govern’s postponement, indefinitely, of the fine that viasbe imposed for drivers failing



possess breathalyzers in their vehicles. Althougrers are still required to carry the s#dits, the lack of a monetary fine has reducedym
demand. It is unknown how long this interruptiordl wontinue for, but the Compars/distributor of alcohol breathalyzers believed this well
positioned to resume large volume sales of theymbshould full enforcement resume. ChubeWorkx anted for an additional $333,333
licensing fees.
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Sales of the Company’s PIFA Heparin/PF4 Rapid Ag8B{FA") products increased by 110% during the year endaxtier 31, 2014
$2,241,405 (2013: $1,065,432). The Compargédicated technical sales account executiveswgmgorting over 300 sales representative
Akers’ US distribution partners, Cardinal HealthCérdinal Health”), Medline Industries, Inc. (“Mexdd”), Fisher HealthCare Fishe
Healthcare”) and Typenex Medical, LLC (“TypenexThe Companys addition of Typenex and Medline during the secqudrter and tt
relationshipbuilding initiative with our other partners haseady delivered a measureable increase in prodatt aind adoptions. Domes
sales for the year ended December 31, 2014 of istritditors, Cardinal Health and Fisher Health,carted for $1,064,733 of the total PI
Heparin/PF4 Rapid Assay as compared to $849,34thésame period of 2013 and individually represer#6% and 11% of such sales.
remaining $176,672 of domestic sales was genefededAkers’ new distributors and direct customers during 204 4ampared to $216,08€
2013.

International sales of the CompasyIFA Heparin/PF4 Rapid Assay products beganarfdhrth quarter with the receipt of the initiabsking
order from NovoTek Therapeutics, Inc. (“NovoTeKThis $1,000,000 initial order shipped in Decemta814 and accounted for 45% of
Company’s total PIFA Heparin/PF4 Rapid Assay prodades for the year ended December 31, 2014.

Revenue from Rapid Enzymatic Assay (“REA") produftisthe year ended December 31, 2014 totaled $864(2013: $-)This revenue

attributable to The Compars/hew distributor in Australia, Singapore, Oman drelUnited Arab Emirates, 36 Strategies Generatling, LLC
(“36S"), a related party, who placed their first order wihle Company during the period. The Company is waykiith 36S on a number
product approvals in the territory.

Cost of sales for the year ended December 31, @etreased by 39% to $1,175,232 (2013: $1,913,84%).reduction primarily reflects t
change in emphasis from the production of Breattealy (MPC products) in 2013 to PIFA Heparin/PF4 iRassay (PIFA products) duril
2014. Direct cost of sales declined to 18% (20B86Band indirect cost of sales declined to 11% 82Q@%%) of product revenue for year en
December 31, 2014. Overall, cost of sales, as eeptage of product revenue, was 29% and 63% foyehes ended December 31, 2014
2013.

The change of production emphasis from MPC prodtwt®IFA products is the primary contributor to timeprovement in direct cos
additionally, the Company had removed its REA patsglirom its active inventory while the Company text to develop a market and iden
a distributor for the product line. As a resulttbis inventory writedown, there was no significant cost of sales fer REA products report
for the year ended December 31, 2014. Direct cast®ciated with the MPC products increased to 42043: 41%) and PIFA produ
increased to 15% (2013: 12%) related to the lodsili purchase discounts for MPC components ankienigosts of raw materials for PIFA.

The decrease in indirect cost of sales is attribtibedecreases in shipping expenses, repairs aimdemance of equipment, and manufactu
supplies due to the reduced levels of productiahimprovements to the component inventory handdind reporting procedures that rest
in a reduction of materials lost to the productiwacess during the year ended December 31, 2014.

Licensing fee revenue declined to $343,333 (20B33$333). The decline is associated with a tme- restricted licensing fee of $200,!(
received in the first quarter of 2013 from a customvhile they performed a product evaluation prbjec

Akers’ gross profit margin improved to 71% of product mewe for the year ended December 31, 2014 as cothpar87% in 2013. Tt
improvement in gross profit margin was derived frements described above for the year ended Decedib@014.

General and Administrative Expenses

General and administrative expenses in the yeagcemecember 31, 2014 totaled $3,979,080, which ava$1% increase as compare
$1,524,626 for the year ended December 31, 2018.ifd¢rease was the result of personnel costs (38832013: $139,661)), professio
services ($1,008,508 (2013: $756,078)), stock ntaakd investor services ($650,559 (2013: $128,068)yel ($124,611 (2013: $5,987)) i
the issuance of stock options to board memberafiand key employees ($357,276 (2013: $dyitionally, an accrual of $697,300 has k
recorded for restricted stock grants issued todosmbers on January 9, 2015 for services rendknédg the year ended December 31, 2(

The increase in personnel costs relates to theiesland benefits of the Chief Executive Officeddhe Vice President of Finance, positi
that were previously contracted. Increases in ggifmal services and stock market and investoicgnare directly related to the mainten:
of our stock listings in the United States (NASDA®N Great Britain (London Stock Exchange). Thd tisting requires us to maintain puk
relations, stock registrars, nominated advisors Egél counsel for both markets and requires amtthli accounting services to ins
compliance with regulators.
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Sales and Marketing Expenses

Sales and marketing expenses in the year endedibece1, 2014 totaled $1,302,103, which was a 9@ease as compared to $684,72
the year ended 2013. The increase was the restiileafse of market consultants and other profeald$550,515 (2013: $21,325)) to deve
sales and marketing strategies for the Compapyoduct lines and travel ($72,625 (2013: $24,p89%upport of technical customer serv
and market development.

Research and Development

Research and development expenses in the year dhgieeinber 31, 2014 totaled $916,308, which was ade@¥ease as comparec
$1,006,800 for the year ended 2013. The decreasehgaresult of personnel reassignments which emtipersonnel costs ($586,027 (2
$840,177)), the consumption of raw materials ($10,82013: $47,979)) and travel ($796 (2013: $13)pO¢hich was offset by increas
professional services ($85,702 (2013: 7,419)), bep$54,157 (2013: $27,216)) and the issuancank options to key employees ($120,
(2013: $-)).The professional services fees were related tit@ficant increase in activities related to obtag regulatory approvals and
certification of our Quality Management System ke tinternational Standards Organization (“1SQ3485:2003 which was achieved
February 2015.

The following table illustrates research and deprlent costs by project for the years ended DeceBihe2014 and 2013, respectively.

2014 2013
Asthma/pH $ 535¢ $ =
Beath Alochol Phone Applicatic 10,54( -
BreathScal - 2,43:
BreathScan Pr 13,86¢ 4,751
Chlamydia Trachomati 143,31: -
CHUBE 3,86 4,751
H/PF4 107,87! 376,83t
HIV 56,58¢ 13,19:
Ketone/Metror 48,30¢ 268,96(
Lyophilization 74,95¢ 71,91¢
Malaria 6,81( -
Malondialdehyde - 56,96¢
Other Project: 46,13¢ -
PF4 PLUSS 36,96( 107,49:
Troponin 53,96 -
Tri Cholestero 125,55! -
VIVO 182,21! 99,50
Total R&D Expenses: $ 916,30( $ 1,006,80i

Other Income and Expense

Other income decreased for the year ended Decedihe014 over the same period in 2013, primarila assult of income from two nota
events. On June 13, 2013, Akers sold its intere¢em)10, the Company’exclusive CHUBE distributor based in the UK, touBGeworkx fo
$100,000; a realized gain of $99,710, represerthiegdifference between the sale price and carradevof the interest. We have determ
that the sale of our interest was an independans#ction, unrelated to the extension of the liognagreement to include North America.

In addition, the Company recognized $91,286 in 28&48ompared to $4,669 as other income from thenoeeeds gained from Akerigsisure
demutualizing upon receiving a payment of such amhoepresenting our share of the demutualizatiotedsrmined by the insurer.

Other items, including interest, dividends and otiméscellaneous income amounted to $72,285 foryéher ended December 31, 201«
compared to $1,037 for the year ended DecembeR@ll3. During 2013, approximately $91,905 in oldé&agayables were reversed anc
income recognized as miscellaneous income.

Income Taxe

As of December 31, 2014 and 2013, the Company kdéral net operating loss carry forwards of appnately $51,300,000 and $47,600,(
respectively, expiring through the year ending Deloer 31, 2034. As of December 31, 2014 and 20E3Cthmpany had New Jersey state
operating loss carry forwards of approximately $00,000 and $8,100,000, respectively, expiringytter ending December 31, 2021.
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The principal components of deferred tax assetsvahdation allowance as of December 31, 2014 arckBéer 31, 2013 are as follows:

Deferred Tax Asse

Year Ended December 31

2014 2013
Reserves and oth $ 684,83( $ 844,72¢
Net operating loss car-forwards $ 18,754,06 $ 17,165,80
Valuation Allowance $ (19,438,89) $ (18,010,53)
Net $ - $ -

The valuation allowance for deferred tax assetsfddecember 31, 2014 and 2013 was 19,438,896 a8®M$1,538. The change in the t
valuation for the years ended December 31, 20142848 were increases of $1,428,358 and $939,99&sdassing the realization of defe
tax assets, management considers whether it is likehg than not that some portion or all of thefeteed tax assets will not be realized.
ultimate realization of deferred tax assets is ddpat upon the generation of future taxable incalagng the periods in which the |
operating losses and temporary differences becoadeidtible. Management considered projected futaxaklle income and tax plann
strategies in making this assessment. The valtieeadeferred tax assets was fully offset by a tadnallowance, due to the current uncerte
of the future realization of the deferred tax asset

The reconciliation of income taxes using the statut).S. income tax rate and the benefit from inedaxes for the years ended Decembe
2014 and December 31, 2013 are as follows.

Tax Rates & Benefits

Year Ended December 31

2014 2013
Statutory U.S. Federal Income Tax R (35.00% (35.00%
New Jersey State income taxes, net of |
Federal tax effec (5.9% (5.9%
Change in Valuation Allowance 40.% 40.%
Net 0.00% (0.0)%

Liquidity and Capital Resources

For the years ended December 31, 2014 and 2018dmpany generated a net loss attributable to bhhtters’of $3,142,960 and $1,526,7
respectively. As of December 31, 2014 and 2013Qbmpany has an accumulated deficit of $84,864d4186$81,721,126 and had cash
cash equivalents totaling $455,841 and $103,63pedively.

Currently, our primary focus is to expand the dadiceand international distribution of our PIFA HepdPF4 rapid assays. The Comp
continues initial commercialization tasks for METR@nd VIVO, as well as development activities figr PIFA PLUSS@®Infectious Diseas
single-use assays, Breath Ketone “Check”, and BrBatmoHealth “Checkproducts, including advancement of the steps reduior FDA
clearance or CE marking in the EU where necessary.
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We expect to continue to incur losses from openatimr the neaterm and these losses could be significant as a# iproduct developme
clinical and regulatory activities, contract cornsy and other product development and commereitidin related expenses. We believe
our current working capital position will be suffat to meet our estimated cash needs for at B&astonths. We are closely monitoring
cash balances, cash needs and expense levelsc@tm@anying financial statements do not include adjystments to reflect the poss
future effects on the recoverability and classtfma of assets or the amounts and classificatiohiabilities that might result in the possi
inability of the Company to continue as a goingazm.

We expect that our primary expenditures will bedatinue development of PIFA PLUSS® Infectious Bs®singlaise assays, Breath Ket
“Check” and Breath PulmoHealth “Check” products andoll patients in clinical trials to support pmrhance claims, generate studies in pee
reviewed journals to support product marketing, pralide data for the FDA 510(k) clearance/CE @iedfions processes when required.
will also continue to support commercialization andrketing activities of in-line products (PIFA He/PF4 rapid assays, PIFA PLUSS
PF4, breath alcohol detectors, METRON and VIVO)thie US and internationally. Based upon our expesgerlinical trial and relate
regulatory expenses can be significant costs. Stepshieve commercialization of emerging prodwdgtsbe an ongoing and evolving proc
with expected improvements and possible subsegendrations being evaluated for commercializedeandrging tests. Should we be uni
to achieve FDA clearance for products that reqgsireh regulatory “approvaljevelop performance characteristics for rapid tdsis satisf
market needs, or generate sufficient revenue fromneercialized products, we would need to rely dreobusiness or product opportunitie
generate revenue and costs that we have incurredefgatents may be deemed impaired.

Capital expenditures, primarily for production, dastory and facility improvement costs for the yearding December 31, 2014
approximately $24,988. As per the Companigase agreement, the owner of the facility wélliandling the majority of facility upgrades,
we anticipate financing any production and labasat@pital expenditures through working capital.

The Company may enter into generally sherth consulting and development agreements priynémltesting services and in connection \
clinical trials conducted as part of the Companyevelopment process which may include activigdésted to the development of technical |
for FDA 510(k) clearance submissions. Such commitsia@t any point in time may be significant but gigreements typically cont:
cancellation provisions.

We lease our manufacturing facility which also eam$ our administrative offices. Our current leases executed January 1, 2013 ar
effective through December 31, 2019. The Comparsyléased this property from the current owner sit@@7. Due to recent market eve
that have adversely affected all industries andettenomy as a whole, management has placed indreasghasis on monitoring the ri
associated with the current environment, partityldre recoverability of current assets, the failue of assets, and the Companiguidity. At
this point in time, there has not been a matenmgdact on the Comparg’assets and liquidity. Management will continuentnitor the risk
associated with the current environment and tieiraict on the Company’s results.

Operating Activities

The Companys net cash consumed by operating activities totB883,929 during the year ended December 31,.204¢h was consumed
the loss of $3,127,167 less non-operating gain®26{203 plus non-cash adjustments of $349,398 dpretiation and amortization of non-
current assets and $746,400 for share based coatjzenand services. For the year ended Decemb&34, decreases in inventory and ¢
assets of $179,306 and an increase in trade amd p#yables of $538,017 provided cash, primarilsiteel to routine changes in opera
activities. A net increase in trade receivablesesoeceivables related party, and other receivables of $2,203,@Glecrease in other payal

- related party of $6,586 and a net decrease inrmdefeevenue of $333,333 consumed cash from opgratitivities.
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The Companys net cash consumed by operating activities toth®d@30,002 during the year ended December 31,.204$h was consumed
the loss of $1,526,773 less non-operating gaird280,901 plus a non-cash adjustment of $354,39ddpreciation and amortization of non
current assets. For the year ended December 33, @8&reases in other receivables and licensedéees/ables of $450,559 and an increa:
trade and other payables of $116,739 provided cpsmarily related to routine changes in operatagjivities. A net increase in tre
receivables, trade receivables — related partiegnitories and other assets of $1,349,809, a deciedrade and other payableselated partie

of $51,957 and a net decrease in legal settlenpayisble and deferred revenue of $440,257 consuastdfoom operating activities.

Critical Accounting Policies

We intend to utilize the extended transition penwdvided in Securities Act Section 7(a)(2)(B) dsvaed by Section 107(b)(1) of the JO
Act for the adoption of new or revised accountitapgards as applicable to emerging growth compablieder the JOBS Act, emerging gro
companies may delay adopting new or revised acowystandards that have different effective datespliblic and private companies u
such time as those standards apply to private corepaWe have elected to use the extended tramgigdod for complying with these new
revised accounting standards. Since we will noteogiired to comply with new or revised accountitandards on the relevant dates on w
adoption of such standards is required for othé&tipewompanies, our financial statements may notdmaparable to the financial statement
companies that comply with public company effectilaes. If we were to elect to comply with thesélipucompany effective dates, st
election would be irrevocable pursuant to Section af the JOBS Act.

The preparation of financial statements in confoymiith accounting principles generally acceptethie United States of America (US GA/
requires management to make estimates and assusimut future events that affect the amountsrreghan the financial statements
accompanying notes. Future events and their effemsot be determined with absolute certainty. dtoee, the determination of estime
requires the exercise of judgment. Actual resukvitably will differ from those estimates, and Bulifferences may be material to the finar
statements. The most significant accounting esématherent in the preparation of our financiatesteents include estimates associated
revenue recognition, impairment analysis of inthtes and stock-based compensation.

The Companys financial position, results of operations andhcigws are impacted by the accounting policies @menpany has adopted.
order to get a full understanding of the Companffhancial statements, one must have a clear stadating of the accounting polic
employed. A summary of the Company'’s critical acttng policies follows:

Trade Receivables, Trade Receivables — Related Paiand Allowance for Doubtful Accounts:

The carrying amounts of current trade receivaldegtdated at cost, net of allowance for doubtfubaots and approximate their fair value gi
their short term nature.

The normal credit terms extended to customers sabgéveen 30 and 90 days. The Company reviewedivables that exceed terms
establishes an allowance for doubtful accounts dase managemerst’assessment of the collectability of trade anderotieceivables.

considerable amount of judgment is required in s88g the amount of allowance. The Company consither historical level of credit loss
makes judgments about the credit worthiness of eastomer based on ongoing credit evaluations amwitors current economic trends 1
might impact the level of credit losses in the fatu

Fair Value Measurement — Marketable Securities:

The framework for measuring fair value providesa@ ¥alue hierarchy that prioritizes the inputsviduation techniques used to measure
value. The hierarchy gives the highest priorityut@adjusted quoted prices in active markets fortidahassets or liabilities (level 1) and
lowest priority to unobservable inputs (level 3neTthree levels of the fair value hierarchy undeEB ASC 820 are described as follows:

Level 1 Inputs to the valuation methodology are unadjusfeoted prices for identical assets or liabilitirsactive markets that t
Company has the Ability to acce:

Level 2 Inputs to the valuation methodology inclu
e quoted prices for similar assets or liabilitiesotive markets
e quoted prices for identical or similar assets abilities in inactive market:
e inputs other than quoted prices that are obsenfabke asset or liability
e inputs that are derived principally from or corrodtied by observable market data by correlatiortlograneans

If the asset or liability has a specified (contuat) term, the level 2 input must be observablestdrstantially the full ter
of the asset or liability.

Level 3 Inputs to the valuation methodology are unobsepsabl significant to the fair value measurem

The asset or liabilityg fair value measurement level within the fair eahierarchy is based on the lowest level of inpat ts significant to tt
fair value measurement. Valuation techniques mazdrttie use of relevant observable inputs and midrthie use of unobservable inpt



Intangible Assets:

Intangible assets primarily represent legal anddilcosts associated with obtaining patents onGbmpanys new discoveries or acquiri
patents for diagnostic technologies or tests thktewhance the Company’product portfolio. The Company has developedcouaed sever.
diagnostic tests that can detect the presence rafugasubstances in a pers®rreath, blood, urine and saliva. Propriety ptatacfor the
Companys products, technology and process is importaiis tocompetitive position. To date, the Company élasen patents from the Uni
States Patent Office in effect (8,871,521, 8,808,63896,167, 8,097,171, 7,285,246, 7,837,936,30®1, 8,425,859, 5,565,366, 5,827,
D691,056, D691,057 and D691,058). Other patentsnaedfect in Australia through the Design Regis{d#8,310, 348,311 and 348,312),
Community Trade Mark in the European Union ((OHI0OR216895-0001, 002216895-0002 and 00221688%3) and in Japan (4,885,134
4,931,821). Patents are in the national phaseasfggution in many PCT participating countries. Aiddial proprietary technology consists
numerous different inventions. The Company intemmidile additional patent applications, where agpiate, relating to new produc
technologies and their use in the U.S., Europeah Asian markets. Management intends to protectoder intellectual property (e
copyrights, trademarks and trade secrets) usirlggal remedies available to the Company.
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Costs associated with applying for patents aretaliged as patent costs. Once the patents areahrthe respective costs are amortized
a period of twelve to seventeen years on a strdiightasis. Patent pending costs for patents tleatat approved are charged to operation
year the patent is rejecte

In addition, patents may be purchased from thindige® The costs of acquiring the patent are chpetd as patent costs if it represents a fu
economic benefit to the Company. Once a paterntdsieed it is amortized over its remaining life.efT@ompany amortizes these costs ove
shorter of the legal life of the patent or its estied economic life using the straidime method. The Company tests intangible assetsfimite
lives upon significant changes in the Company’drimss environment.

The testing resulted in no patent impairment checyging the years ended December 31, 2014 andr28pactively.
Long-Lived Assets:
Recognition and measurement

Items of property, plant and equipment are measatambst less accumulated depreciation and acctesulmpairment losses. Cost inclu
expenditure that is directly attributable to theusition of the asset. When parts of an item afpprty, plant and equipment have diffe
useful lives, they are accounted for as separatesit(major components) of property, plant and agait. Gains and losses on disposal ¢
item of property, plant and equipment are deterdhimg comparing the proceeds from disposal withcdueying amount of property, plant ¢
equipment and are recognized net within “other inedin profit or loss.

Revenue Recognition

In accordance with FASB ASC 605, the Company reizagnrevenue when (i) persuasive evidence of somest or distributor arrangem
exists, (i) a retailer, distributor or wholesaleceives the goods and acceptance occurs, (iiiptive is fixed or determinable, and (iv)

collectability of the revenue is reasonably assufgbject to these criteria, the Company recogniggenue from product sales when

passes to the customer based on shipping termsC@®hmpany typically does not accept returns norroffearge backs or rebates excep
certain distributors. Revenue recorded is net gfdiscount, rebate or sales return.

License fee revenue is recognized on a straigbtHasis over the term of the license agreement.

When the Company enters into arrangements thaticontore than one deliverable, the Company alleceggenue to the separate elem
under the arrangement based on their relativengglifices in accordance with FASB ASC 605-25.

Stock-based Compensation

FASB ASC 718Share-Based Paymentefines the fair-value-based method of accourfiingtockbased employee compensation plans
transactions used by the Company to account foissisances of equity instruments to record compgemsaost for stocksased employe
compensation plans at fair value as well as to ise@oods or services from non-employees. Transagtin which the Company issues stock
based compensation to employees, directors andiitants and for goods or services received fromemployees are accounted for base
the fair value of the equity instruments issuede TWompany utilizes pricing models in determining fair values of options and warre
issued as stock-based compensation. The Black-&hubdel is utilized to calculate the fair valueqbiity instruments.
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Recently Issued and Adopted Accounting Pronouncésnen

The Company has evaluated all recently issued aiogtad accounting pronouncements and believes gratouncements do not hav
material effect on the Company’s financial statetsen

Quantitative and Qualitative Disclosure About Market Risk

We have limited exposure to market risks from unsients that may impact tigalance Sheets, Statements of Operatiand,Statements
Cash FlowsSuch exposure is due primarily to changing interatsts.

Interest Rates

The primary objective for our investment activitisdo preserve principal while maximizing yieldghout significantly increasing risk. This
accomplished by investing excess cash in highlyidigdebt and equity investments of highly ratedtiest which are classified as trad
securities.

Off-Balance Sheet Arrangements

We have no significant known off balance sheetrayements.

ltem 7A. Quantitative and Qualitative Disclosures Aout Market Risk.

We do not hold any derivative instruments and doemgage in any hedging activities.

Item 8. Financial Statements and Supplementary Data

Our financial statements are contained in pageshfeligh F-27 which appear at the end of this AhRegort.

Item 9. Changes in and Disagreements with Account&on Accounting and Financial Disclosure.

There have been no changes in or disagreementaedthuntants on accounting and financial disclosure

Item 9A. Controls and Procedures.

(a) Evaluation of Disclosure and Control Procedures

The Company maintains “disclosure controls and guoces”, as such terms are defined under Exchang&éle 13al5(e), that are design
to ensure that information required to be discldseaur Exchange Act reports is recorded, processatimarized and reported within the t
periods specified in the SE€tules and forms, and that such information isiaedated and communicated to our management, imgjuali
Chief Executive Officer and Chief Financial Officexrs appropriate, to allow timely decisions regagdiequired disclosures. The Comp
acknowledges that any controls and procedures aside only reasonable assurances of achievingelseed control objectives.

We have carried out an evaluation as required ble RBai5(d) under the supervision of and with the pagvation of our manageme
including our Chief Executive Officer and Chief Rirtial Officer, of the effectiveness of the desaapa operation of our disclosure controls
procedure as of December 31, 2014. Based upondhaiuation, the Chief Executive Officer and Chi@fancial Officer concluded that, as
December 31, 2014, the Compasmydisclosure controls and procedures were not taféecAlthough we have determined that the exis
controls and procedures are not effective, thecigfcies identified have not been deemed materialit reporting disclosures.

We engaged an independent accounting firm to assistupdating our controls and procedures durhng year ended December 31, 201:
the Company previously utilized the Internationadahcial Reporting Standards (“IFRSYVith their assistance, we are actively implemer
their recommendations to improve our controls amd@dures for disclosures.
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(b) Management’s Report on Internal Controls ovarafcial Reporting

The Companys management is responsible for establishing aridtaiaing adequate internal control over financgporting, as such term
defined in Exchange Act Rules 13a-15(f) and 15¢P. Internal control over financial reportingfees to the process designed by, or unde
supervision of, our principal executive officer apdncipal financial officer, and effected by ouo&d of Directors, management and ¢
personnel, to provide reasonable assurance regadttiinreliability of financial reporting and thegparation of financial statements for exte
purposes in accordance with generally accepteduatiog principles.

Internal control over financial reporting cannotyide absolute assurance of achieving their objestilnternal control over financial report
is a process that involves human diligence and éiamge and is subject to lapses in judgement aadKkgiowns resulting from human failui
Due to their inherent limitations, there is a rikkt material misstatements my not be preventatbtacted on a timely basis by internal coi
over financial reporting. It is possible to desigafeguards to reduce, but not eliminate, this Mdmagement is responsible for establishing
maintaining adequate internal control over finaha@orting for the Company.

During the year ended December 31, 2014, the Compagaged an independent accounting firm to assist the evaluation of tt
effectiveness of our internal controls over finahaieporting. Management has used the frameworkastt in the report entitled Interr
Control—Integrated Framework published by the Cottaaiof Sponsoring Organizations of the Treadwayn@gsion(2013 framework),
known as COSO, to evaluate the effectiveness oindeimal control over financial reporting.

A material weakness is a deficiency, or a combamatif deficiencies, in internal control over finglaeporting, such that there is a reasor
possibility that a material misstatement of the @any’s annual or interim financial statements will net frevented or detected on a tin
basis. Based on such evaluation, our CEO and CK@ t¢mncluded that, as of December 31, 2014, oarnat controls over financial reporti
were not effective.

As a result of our evaluation, we identified a mialeweakness in our controls related to segregatib duties and other namateria
weaknesses in several areas of data managemedbamahentation.

The Companys management is composed of a small number of ggiofieals resulting in a situation where limitati@mssegregation of duti
exists. Accordingly, as a result of the materiableess identified above, we have concluded thatahérol deficiencies result in a reason
possibility that a material misstatement of theuwsiror interim financial statements will not be yeated on a timely basis by the Company’
internal controls.

While the material weakness set forth above weeeréisult of the scale of our operations and amngit to our small size, the Comp:
believes the risk of material misstatements redativfinancial reporting are minimal.

This annual report does not include an attestatagort of our registered public accounting firm astjng internal control over financ
reporting. Management's report was not subjecttestation by our registered public accounting fgarsuant to the DodBErank Wall Stre¢
Reform and Consumer Protection Act, which permstsouprovide only management’s report in this ahnegort.
(c) Changes in Internal Control over Financial Rejitg
There were no changes in our internal control diemcial reporting, as defined in Rules 13a-1%5(f)d 15d15(f) under the Exchange A
during our most recently completed fiscal quartet thave materially affected, or are reasonabBiyiko materially affect, our internal cont
over financial reporting.
Item 9B. Other Information.
None.

PART III
Item 10. Directors, Executive Officers, and Corporge Governance.
Executive Officers and Directors
The following table sets forth the names, agespasitions of all of the directors and executiveaafs of the Company and the positions

hold as of the date hereof. The directors of then@any serve until their successors are electecshaltl qualify. Executive officers are elec
by the Board of Directors and serve at the disocnetif the directors.

Name Age Position
Raymond F. Akers, Jr. Ph 56 Executive Chairman of the Board of Directors, Stk
Gary M. Rauct 59 Vice President of Finance, Treasu

Tom Knox 73 Independent Directc



Brandon Knox 35 Independent Directc
Gavin Moran 43 Independent Directc
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Set forth below is a brief description of the backmd and business experience of each of our exeaufficers and directors.

Raymond F. Akers Jr., Ph.D., age 56has been Executive Chairman of the Board since mkee 31, 2009 and was appointed Secreta
August 5, 2013. Dr. Akers founded the Company iBAlHe has over 25 years of experience in the distggs industry having cfizsundec
Drug Screening Systems, Inc., a publicly listed pany, in 1987, and Akers Medical Technology Inc1884. He was Chief Executive Offit
and vice president of research and developmentd Bcreening Systems, Inc. until the sale of teatpany in 1989 and served as Pres
and Chief Executive Officer of Akers Medical Teclogy Inc. until 1987.

Dr. Akers holds a Ph.D. in Neurochemistry from Neréstern University. Dr. Akers has either inventmddirected the research ¢
development of all of the Company’s products amtitelogies.

The Company believes that Mr. Akeestperience in assisting diagnostic companies dpviefoastructure; including but not limited to geal
management and business development will contriioutiee Company development of its own infrastructure and groagha public compan

Gary M. Rauch, age 59has over 35 years of experience in accountingnéirz and information systems consulting, discragnufacturing
distribution and administration. Mr. Rauch was dpterl the Vice President of Finance and becamenguoyee of the Company effect
February 2, 2014. Prior to this time, Mr. Rauch s Companys controller from March, 2010 through February @142 Additionally, Mr
Rauch has served as the Compareasurer from August 5, 2013 through the predé¢ntRauch also founded DataSys Solutions, LLQ00<
and is currently the managing member. DataSys ®akit. LC specializes in financial and informatigrsems consulting and technical sup
services. From July, 2002 through March, 2010, Rauch was the controller for Cold Star, Inc., a ufacaturer of dairy dispensing equipm
and a dairy products distributor. Mr. Rauch alsoked for six years as consulting manager with Deda® Touche providing financial systt
selection, development and implementation senfimetheir small to middle market clients.

Mr. Rauch has an associate degree from the UniyexEEouth Carolina.
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Thomas J. Knox, age 73was appointed to our board of directors effectivly 1, 2013 and was appointed as Cloairman on August 1
2014. Mr. Knox is currently the Chief Executive ©#r of Knox Consulting Group, an advisory and stmeent firm, as well as Chairman
ORB Automotive Corporation, Ltd. (appointed in 2014 company focused on the development and matouéaof various components u
in the Chinese automotive industry including adesiand rubber molds. In May of 2007, Mr. Knox wasandidate for Mayor of Philadelpt
From April 2004 to April 2006, Mr. Knox was the G@fiiExecutive Officer of United Healthcare of Perlaaypia, a division of Unite
Healthcare, Inc., the largest health insurance igesvin the world. From 1999 to 2004, Mr. Knox w@bairman of the Board and Ct
Executive Officer of Fidelity Insurance Group, Ina.Maryland and Pennsylvania licensed group lifé laealth insurance provider. From 1
through June 2000, Mr. Knox was the Chairman ofttbard and Chief Executive Officer of Crusader hHtmddCorporation, a NASDAQ listt
company which was the owner of a muitanch bank serving the greater Philadelphia afieaKnox is a Chartered Life Underwriter (CL
and Chartered Financial Consultant (ChFC), anctiivain Philadelphia politics having held the pimsi of Deputy Mayor for the Office
Management and Productivity from 1993 to 1999. MoK also currently serves as the Chairman of INDE®H, a full service health ben:
third party administrator affiliated with Aetna @Qaration. From 1999 through the present, Mr. Knas tbeen a director of Histo
Philadelphia Incorporated. Mr. Knox was a candidatéSovernor or Pennsylvania from 2008 to 2010.

The Company believes that Mr. Knox extensive expeih health care and finance will assist the Camyfs strategic planning and operations

Brandon Knox, age 35, Mr. Knox has been a wealth advisor at Raymondedam Philadelphia since December 2012. His pradticuses c
investment and estate solutions for high net wtathilies and individuals as well as public and ptévinstitutions both locally and nationa
Prior to joining Raymond James, Mr. Knox was a Weabvisor at Morgan Stanley from July 2008 to ®eto2012. From 2006 to 2008, |
Knox served as Deputy Finance Director for the &talphia mayoral campaign of his Father, ThomasxKhwothis role he concentrated on
organization and management of campaign fundraisifagts as well as the planning and executionashgaign events and offte functions
Mr. Knox was a Leasing Associate for SSH Realtyimladelphia from 2005 to 2007 handling lease riagohs for both commercial tena
and landlords. Mr. Knox holds a BS in EconomicsnfraVest Chester University and an MBA in Financiahrgement from Drex
University. Mr. Knox sits on the Board of Directoo§ The Committee of Seventy and is a member of Dihexel University Presider
Leadership Council and the Archdiocese of Philadalp OSD Advisory Council.

Mr. Knox holds a B.S. in Economics from West Chestaiversity and an M.B.A. in Financial Managemé&am Drexel Universitys LeBow
College of Business.

The Company believes that Mr. Knox vast experienmite corporate finance and financial management mvdke him an ideal board mem
helping the Company to manage its finances asiiirmoes its growth.

Gavin Moran, age 43, has previously worked for Shell International @S rader, rotating through different departmentduding She!
chemicals, marketing, finance and Internationaldirrg from 1988 to 1995. Mr. Moran held a tradinderas a beneficial shareholde!
Trafigura Ltd, where he was a Trading Manager bas&buth Africa and London with responsibility falt the groups activities and with joil
responsibility for trading activities in East Afacand Far East, from 1995 to 2008. Since April 20M0 Moran has held a trading role ¢
beneficial shareholder at Sono International Ltdemhhe is responsible for the grosigommercial activities, investments and stratétgy.is
based in Ghana and London.

The Company believes that the Mr. Moran’s extensixperience in marketing and finance will assig @ompanys growth strategy al
development as a public company.

Family Relationships

Tom Knox and Brandon Knox are father and son, respy. There are no other family relationshipsoam any of our directors or execul
officers.

Board Composition and Committees and Director |reshefence

Our board of directors consists of 4 members: Rayhte. Akers, Jr. PhD, Thomas Knox, Gavin Moran BtrdBrandon Knox. The directc
will serve until our next annual meeting and uttiiéir successors are duly elected and qualifie@. Cbmpany defines “independerats tha
term is defined in Rule 5605(a)(2) of the NASDA&tilig standards.

In making the determination of whether a membethef board is independent, our board considers, gnatimer things, transactions
relationships between each director and his immedamily and the Company, including those reponeder the captionRelated Pari
Transactions”"The purpose of this review is to determine whe#rer such relationships or transactions are matanid) therefore, inconsist
with a determination that the directors are indeleeh. On the basis of such review and its undedstgrof such relationships and transacti
our board affirmatively determined that Mr. Thonka®x, Mr. Gavin Moran and Mr. Brandon Knox are dfiedl as independent and that n
of them have any material relationship with us thight interfere with his or her exercise of indegent judgment.

Board Committee
The Company has established an audit committe@ngensation committee and a nominating and corpagavernance committee. E

committee has its own charter, which is availabieoor website atvww.akersbiosciences.cofmformation contained on our website is
incorporated herein by reference.



Audit Committet

We have a separatetiesignated standing Audit Committee establisheataordance with Section 3(a)(58)(A) of the ExchaAgeof 1934, a
amended (the Exchange Act'Yhe members of our Audit Committee are Tom KnoxyiGavoran and Brandon Knox. Each of th
Committee members is “independent” within the megrof Rule 10A3 under the Exchange Act and the NASDAQ Stock MiaRades. Ou

board has determined that Tom Knox is an “auditrmdttee financial expert”, as such term is definedtém 407(d)(5) of Regulation &-Tom
Knox serves as Chairman of our Audit Committee.
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The Audit Committee oversees our accounting andnfifal reporting processes and oversee the audiuofiinancial statements and
effectiveness of our internal control over finahceporting. The specific functions of this Comredtinclude, but are not limited to:

selecting and recommending to our board of directbe appointment of an independent registeredi@@aicounting firm an
overseeing the engagement of such fi

approving the fees to be paid to the independeigtered public accounting firn

helping to ensure the independence of the indepemdgistered public accounting firt

overseeing the integrity of our financial staterse

preparing an audit committee report as requirethBySEC to be included in our annual proxy staten
resolve any disagreements between management@additors regarding financial reportir

reviewing with management and the independent atgddny correspondence with regulators and anyighda reports that rai
material issues regarding the Comf’s accounting policie:

reviewing and approving all related party transatdi anc

overseeing compliance with legal and regulatoryiregnents

Compensation Committee

The members of our Compensation Committee are TaoxKGavin Moran and Brandon Knox. Each such menséndependentivithin the
meaning of the NASDAQ Stock Market Rules. In adbutti each member of our Compensation Committee fipglas a “noremploye:
director” under Rule 16B- of the Exchange Act. Our Compensation Committegists the board of directors in the dischargets
responsibilities relating to the compensation of thoard of directors and our executive officersmTEnox serves as Chairman of
Compensation Committee.

The Committee’s compensation-related respons#slithclude, but are not limited to:

reviewing and approving on an annual basis thearatp goals and objectives with respect to compimséor our Chief Executiv
Officer;

reviewing, approving and recommending to our boafrdlirectors on an annual basis the evaluation gg®cand compensati
structure for our other executive office

determining the need for an the appropriatenessnployment agreements and change in control agregsrfog each of our executi
officers and any other officers recommended byGhieef Executive Officer or board of directo

providing oversight of managementiecisions concerning the performance and compensa other company officers, employe
consultants and advisol

reviewing our incentive compensation and otheitgepased plans and recommending changes in suchtplans board of directo
as needed, and exercising all the authority otmard of directors with respect to the administratf such plans

reviewing and recommending to our board of directthe compensation of independent directors, dietuincentive and equity-
based compensation; a

selecting, retaining and terminating such compémsatonsultants, outside counsel or other advismsit deems necessary
appropriate
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Nominating and Corporate Governance Commi

The members of our Nominating and Corporate Govera&ommittee are Tom Knox, Gavin Moran and Brarnkloox. Each such membel
“independent'within the meaning of the NASDAQ Stock Market Rul&se purpose of the Nominating and Corporate Qe Committe
is to recommend to the board nominees for electi®rdirectors and persons to be elected to fill @agancies on the board, develop
recommend a set of corporate governance princglelsoversee the performance of the board. Mr. Geldran serves as Chairman of
Nominating and Corporate Governance Commit

The Committee’s responsibilities include:

e recommending to the board of directors nomineeglition as directors at any meeting of stockhslded nominees to fill vacanc
on the board

e considering candidates proposed by stockholdeasdnrdance with the requirements in the Committeeter;
e overseeing the administration of the Comf’'s Code of Ethics

e reviewing with the entire board of directors, onaamual basis, the requisite skills and criteridbfmard candidates and the compos
of the board as a whol

e the authority to retain search firms to assisidentifying board candidates, approve the termghefsearch firns engagement, a
cause the Company to pay the engaged searc’s engagement fe

e recommending to the board of directors on an anipasik the directors to be appointed to each comendtf the board of director

e overseeing an annual seffaluation of the board of directors and its cortemi to determine whether it and its committee:
functioning effectively; an

e developing and recommending to the board a sedrpfocate governance guidelines applicable to thag2my.
The Nominating and Corporate Governance Committag delegate any of its responsibilities to subcotte®s as it deems appropriate.
Nominating and Corporate Governance Committee thasized to retain independent legal and other smgi and conduct or authot
investigations into any matter within the scopé®fiuties.

Managemer-Non-Executive Director Compensation

Mr. Thomas Knox and Mr. Gavin Moran were appoirtiederve as noaxecutive directors in 2013. Mr. Brandon Knox wpp@inted to sen
as a non-executive director in 2014.

Currently, no director of the Company receives aagh compensation for their services as such,nbilitel future directors may receive st
options pursuant to the Company’s stock option plagh grants of the Company’s common stock.
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Legal Proceedings

To the best of our knowledge, during the past &ary, none of the following occurred with respeabar present or former director, execu
officer, or employee: (1) any bankruptcy petitided by or against any business of which such peveas a general partner or executive of
either at the time of the bankruptcy or within tyears prior to that time; (2) any conviction in r@minal proceeding or being subject t
pending criminal proceeding (excluding traffic \dtibns and other minor offenses); (3) being subjeciny order, judgment or decree,
subsequently reversed, suspended or vacated, afcamy of competent jurisdiction, permanently anperarily enjoining, barring, suspend
or otherwise limiting his or her involvement in atype of business, securities or banking activjtéesl (4) being found by a court of compe
jurisdiction (in a civil action), the SEC or the @modities Futures Trading Commission to have vémlah federal or state securities
commodities law, and the judgment has not beerrsede suspended or vacated.

Compliance with Section 16(A) of the Exchange Act

Section 16(a) of the Exchange Act requires the Gomgis directors, executive officers and persons whaeefieally own 10% or more of
class of securities registered under Section lth@fExchange Act to file reports of beneficial onalégp and changes in beneficial owner:
with the SEC. Directors, executive officers andatiee than 10% stockholders are required by thes rathel regulations of the SEC to furnish
Company with copies of all reports filed by thentompliance with Section 16(a).

Based solely on our review of certain reports fileith the Securities and Exchange Commission putsteaSection 16(a) of the Securii
Exchange Act of 1934, as amended, the reportsnedjto be filed with respect to transactions in cemmon stock during the fiscal year en
December 31, 2014, were timely.

Code of Ethics and Business of Conduct

We have adopted a Code of Business Conduct andsiththich applies to our board of directors, ouecive officers and our employe
outlines the broad principles of ethical businessduict we adopted, covering subject areas such as:

e compliance with applicable laws and regulatic
e handling of books and recorc

e public disclosure reporting

e insider trading

e discrimination and harassme

e health and safet

e conflicts of interest

e competition and fair dealing, ai

e protection of company asse

A copy of our Code of Business Conduct and Ethecgviailable without charge, to any person desiirngpy of the Code of Business Con
and Ethics, by written request to us at our priacgifices at 201 Grove Road, Thorofare, New Jel$Sp 08086.

Item 11. Executive Compensation.
The compensation provided to our “named executifieens” for 2014, 2013 and 2012 is set forth in detailie Summary Compensat
Table and other tables and the accompanying foesgnand narrative that follow this section. Thistieecexplains our executive compensa
philosophy, objectives and design, our compensa@iting process, our executive compensation prog@mponents and the decisions n
for compensation in respect of 2014 for each ofrmmed executive officers.
Our named executive officers who appear in the Z2dsmary Compensation Table are:

Raymond F. Akers, Jr., Ph Executive Chairman, Secrete

Gary M. Rauct Vice President of Finance, Treasu
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Summary Compensation Table

The following table summarizes information regagdthe compensation awarded to, earned by or pamlioChief Executive Officer, and ¢
only other most highly compensated executive offisgho earned in excess of $100,000 during 20143 2td 2012.

Cash Stock Option All Other
Salary Bonus Awards Awards Compensatia Total
Name and Principal Positic Year ($) ($) ($) ($) $) $)
Raymond F Akers Jr Ph 2014 394,23: 0 0 124,271 7,80((1) 526,30:
Executive Chairmar 2013 347,50( 26,17: 0 0 7,80((1) 381,47.
Secretan 2012 350,00( 0 0 0 7,80((1) 357,80(
Thomas A Nicolettt 2014 0 100,00( 0 0 83,75/(2) 183,75:
Former Chief Executiv 2013 0 26,17: 0 0 335,0042) 361,17¢
Officer, President (2 2012 0 0 0 0 335,0042) 335,00
Gary M Rauct 2014 78,41« 2,50( 0 46,60: 11,25((3) 138,76!
Vice President of Financ 2013 0 0 0 0 67,50((3) 67,50(
Treasurel 2012 0 0 0 0 67,50((3) 67,50(

(1) Other compensation for Mr. Akers consisted of aatiawance

(2) Thomas A. Nicolette is the former Chief ExecutivBic@r of the Company. Mr. Nicolette was not an éoype of the Company and v
paid a fee pursuant to his consultant agreemees paid to Mr. Nicolette were recorded as otherpmnmation. On March 7, 2014,
Company was informed that effective March 28, 24, Nicolette resigned from his positions as Chigecutive Officer, President a
Director of the Company, and all other positionsvtich he may have been assigned, regardless dhetiee served in such capac

(3) Gary M. Rauch became an employee of the Compaeygtefé February 2, 2014. Prior to this date, Mruétawas paid a fee pursuan
this consultant agreement. Fees paid to Mr. Raoichi§ pr-employment period are recorded as other compens

STOCK AWARDS
Equity
Incentive
Plan
Awards:
Market
Equity or
Market Incentive Payout
Value o Plan Value of
Equity Number o Awards: Unearne
Incentive Shares  Number
Plan Shares or or Units of Unearne Shares,
Awards: Units of Units or
Number of Number of Number of Stock of Stock  Shares, Other
Securities  Securities  Securities That Have Units or Rights
Underlying Underlying Underlying Option That Other That
Unexercise Unexercised Unexercise Exercist Option Not Have Rights Tha Have No
Options (#) Expiratior Vested (# Not Have Not
Options (#, Unexercisabl Unearned Price Vested Vested Vested
Name Exercisable Options (#,  ($) Date (9) %) # (€]
@ (b) (©) (d) ©) U] ©) (h) ® ()]
Raymond F. Akers Jr.
Executive Chairma 40,00( 0 0 5.5C 6/10/201¢ 0 0 0 0
Gary Rauch VP of Financ 15,00( 0 0 5.5C 6/10/201¢ 0 0 0 0
Thomas Knox, C-Chairman 20,00( 0 0 5.5C 6/10/201¢ 0 0 0 0
Gavin Moran, Directo 20,00( 0 0 5.5C 6/10/201¢ 0 0 0 0
Brandon Knox, Directo 20,00( 0 0 5.5C 6/10/201¢ 0 0 0 0

Thomas Nicolette(1 0 0 0 0 n/a 0 0 0 0



(1) Effective, March 28, 2013, Mr. Nicolette is resignieom his positions as Chief Executive Officeregldent and director of the Compe
and all other positions to which he may have bessigaed, regardless of whether he served in syzcity.

DIRECTOR COMPENSATION

The following sets forth the compensation awardeearned by, or paid to the named director bywisg the year ended December 31, 2014

Non-equity
incentive
plan All other
Fees earned or Stock Option compensatic  compensatic
paid in cash Awards Awards Total
Name (%) (%) (%) (%) (%) (%)
Thomas Nicolette (4 0 0 0 0 0 0
Raymond Akers, J 0 0 0 0 0 0
Gavin Moran (1, 0 0 62,13¢ 0 0 62,13¢
Tom Knox (2) 0 0 62,13: 0 0 62,13:
Brandon Knox (3 0 0 62,13¢ 0 0 62,13:

(1) Effective July 1, 2013, Mr. Gavin Moran was appethas Directot
(2) Effective July 1, 2013, Mr. Tom Knox was appointesdDirector
(3) Effective January 23, 2014, Mr. Brandon Knox wapgapted as Directol

(4) Effective, March 28, 2013, Mr. Nicolette is resigrfeom his positions as Chief Executive Officere§ident and director of the Compa
and all other positions to which he may have besigaed, regardless of whether he served in syzdcig.

Item 12. Security Ownership of Certain Beneficial Qvners and Management and Related Stockholder Mattet
The following table sets forth, as of March 20, 20ihformation regarding beneficial ownership of eapital stock by:
e each person, or group of affiliated persons, knbws to beneficially own more than 5% of our comnstock;
e each of our named executive office
e each of our directors; ar
e all of our current executive officers and directassa groug
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Beneficial ownership is determined according tortiles of the SEC and generally means that a pdraseneficial ownership of a securil
he, she or it possesses sole or shared votingvestiment power of the applicable security, inclgdaptions that are currently exercisabl
exercisable within 60 days of March 20, 2014. Ex@pindicated by the footnotes below, we belidased on the information furnished to
that the persons named in the table below havevaieg and investment power with respect to adres of common stock shown that t
beneficially own, subject to community property awhere applicable.

Our calculation of the percentage of beneficial ewship is based on 5,321,826 shares of our comtock Bsued and outstanding as of M:
20, 2015.

Common stock subject to stock options currentlyr@zable or exercisable within 60 days of March Z114, are deemed to be outstandini
computing the percentage ownership of the persddiirfgpthese securities and the percentage owneostapy group of which the holder i
member but are not deemed outstanding for compthimgercentage of any other person.

Unless otherwise indicated, the address of eackfiogad owner listed in the table below is c/o AkdBiosciences, Inc., 201 Grove Rc
Thorofare, New Jersey USA 08086.

Percentage of
Ownership
as of
March 20, 2015

Name of Beneficial Owner:
5% Stockholders:

Chubeworkx Guernsey Limite(®) 9.6%
Act Capital Management, LLL 5.2%
Named Executive Officers and Directors

Raymond F. Akers, Jr. Pt 0.8%
Tom Knox 7.1%
Brandon Knox 1.2%
Gavin Moran 0.2%
Gary M. Rauct 0.2%
All executive officers and directors as a groupéssons 9.8%

(1) Mark Chasey is the Chairman of Chubeworkx GseyrLimited and has beneficial ownership of theasha

Changes in Control

We are not aware of any arrangements that maytrasithanges in control'as that term is defined by the provisions of 1te@3(¢) o
Regulation S-K.
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Item 13. Certain Relationships and Related Transa@ns, and Director Independence.

Other than compensation arrangements, the follovgiggdescription of transactions to which we waegarticipant or will be a participant to
which:

e the amounts involved exceeded or will exceed thedeof 1% of our total assets or $120,000;

any of our directors, executive officers or holdefsnore than 5% of our capital stock, or any mentdig¢he immediate family of tt
foregoing persons, had or will have a direct oirieet material interes

On September 14, 2012, the Company entered intecariies Purchase Agreement (the “Purchase Agme&neith Mr. Thomas J. Kno:
Pursuant to the Purchase Agreement, Mr. Knox peexhd 92,305 shares of the Compangdmmon stock for a purchase price of $450
Additionally, Mr. Knox received 10,000,000 sharddlee Company’s Series A Cumulative Preferred Stgbk Series A Preferred Stockt)
consideration for a $225,000 promissory note isgoeithe Company by Mr. Knox. The note bears intea¢she rate of 3% per annum. ~
Series A Preferred Stock pays a $0.00135 dividemdapnum. The Series A Preferred Stock were cobledt any time into 320,512 comn
stock, at the rate of 0.0320512 common stock foh gaeferred share, for an additional payment cd%@er converted share.

On June 12, 2013, the Company entered into a psechgreement with Chubeworkx Guernsey Limited (‘ti&workx”) whereby the Compa
sold all of its equity interest, 20 ordinary shaiagEN)10 (Guersney) Limited to Chubeworkx foparchase price of $100,000.

On December 19, 2012, Chubeworkx placed an orde 00,000 Breathalyzers for a purchase price 19050,000 or $0.30 per ur
Additional orders were received in 2013 totaling20,000 units and 2014 totaling 2,500,000 unitstimi@u2014, the Company had proc
sales of $766,379 (2013: $1,719,340) to Chubewarick recognized $333,333 of licensing fees. The Gmypeceived $500,000 during 2(
(2013: $519,964) and has an account receivablé df7$,766 from Chubeworkx as of December 31, 2€H& Chubeworkx Receivable”) .

On December 31, 2014, the outstanding ChubeworkoeiRable was converted to a note receivable. The i payable in sixty eqt
installments of $27,734 commencing January 1, 2xid has an interest rate of 5% per annum. Instatendue for the periods of Januai
through March 1, 2015 have been settled.

On November 15, 2013, Mr. Knox converted all 10,000 shares of Series A Preferred Stock into 320gkhres of common stock. In orde
satisfy the required one time payment of $500,@06€ (Purchase Pricejue upon conversion as set forth in the Purchaseehgent, Mr. Kno
issued a promissory note in favor of the Compamytfe principal aggregate amount of $500,000 (@13 Knox Note”).The 2013 Knox Noi
required payment of the principal in full prior twaturity date of November 15, 2014 (the “Maturitgt®’) with interest on the unpaid princi
balance at the rate of the thirty day average LIBi2Rannum commencing on November 15, 2013. Théb32G&hares of common stock w
to be held by the Company as collateral until albants owing under the 2013 Knox Note were paifllin

On December 3, 2013 the Company entered intoex latireement with the Knox whereby the 2013 KnoieNeas cancelled and the Comp
issued Mr. Knox 261,997 shares of common stockcamdelled the remaining shares issuable to himruhaeterms of the Series A Prefer
Stock in full satisfaction of the Purchase Price.

On June 30, 2014 the Company recorded a salesodf @80 to Thirty Six Strategies General Trading L{286S”). Gavin Moran, a member
the Company’s Board of Directors, has beneficiahewghip in 36S.

Item 14. Principal Accounting Fees and Services.

The following table sets forth the aggregate feiledbfor each of the last two fiscal years for f@ssional services rendered by the prin
accountant for the audit of the Company’s annuaritial statements and review of financial statémerciuded in the Compars/'quarter!
reports or services that are normally provided Hyy accountant in connection with statutory and leggry filings or engagements for thi
fiscal years.

Audit-Related fees include services for the review afrint financial statements, tax fees include the@ration of tax returns and other {
include services performed in relation to the prafian of Form S-1 for the initial public offerirapn NASDAQ and advisory services.

2014 2013
Audit Fees $ 55,51« $ 50,34(
Audit-Related Fee $ 51,00 % 39,50(
Tax Fees $ 551¢ $ 7,50(
All Other Fees $ 16,60 $ 22,90(
TOTAL $ 128,63( $ 120,24(
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PART IV

Item 15. Exhibits, Financial Statement Schedules.

Exhibit
Number

Description of Exhibit

11

3.1

3.2

3.3

3.4

3.5

4.1

5.1

10.1

10.2

10.3

10.4

10.5

Form of Underwriting Agreement (incorporated byerehce to Exhibit 1.1 to the to the CompaniRegistration Statement
Form &-1 filed with the Securities Exchange CommissioNmvember 18, 2013

Amended & Restated Certificate of Incorporatiorc@rporated herein by reference to Exhibit 3.1 ® @ompanys Registratio
Statement on Form-1 filed with the Securities and Exchange CommissiorAugust 7, 2013

Amendment to Certificate of Incorporation datedel@n 2008 (incorporated herein by reference to lEkBi2 to the Company’
Registration Statement on Forr-1 filed with the Securities and Exchange Commissiorugust 7, 2013

Amendment to Certificate of Incorporation, Certifie of Designation of Series A Preferred Stockedi&eptember 21, 20:
(incorporated herein by reference to Exhibit 3.3t@ Company’s Registration Statement on Forth filed with the Securitie
and Exchange Commission on August 7, 20

Amendment to Certificate of Incorporation dated ubag 22, 2013 (incorporated herein by referencéextbibit 3.4 to th
Compan’s Registration Statement on Fori-1 filed with the Securities and Exchange CommissiorAugust 7, 2013

Amended and Restated By-laws dated August 5, 20d&(orated herein by reference to Exhibit 3.5 He Company
Registration Statement on Forr-1 filed with the Securities and Exchange Commissierugust 7, 2013

Form of Underwriters’ Warrant (incorporated by refece to Exhibit 4.1 to the to the CompaniRegistration Statement on F¢
S-1 filed with the Securities Exchange CommissiorNmvember 18, 2013

Opinion of Lucosky Brookman LLP (incorporated byerence to exhibit 5.1 to the CompasyRegistration Statement on Fc
S-1 filed with the Securities and Exchange Commissioibecember 30, 201

Employment Agreement, dated January 12, 2011 betWasymond F. Akers, Jr. Phd and Akers Bioscienites,and letter ¢
amendment dated August 3, 2013. (incorporated méngireference to Exhibit 10.1 to the CompaniRegistration Statement
Form &-1 filed with the Securities and Exchange CommissiorAugust 7, 2013

Consulting Agreement between Akers Biosciences, &mcl Nicolette Consulting Group, dated January2DA,1(incorporate
herein by reference to Exhibit 10.2 to the ComparBegistration Statement on Fornd Sited with the Securities and Exchal
Commission on August 7, 201:

Consulting Agreement between Akers Biosciences,dnd DataSys Solutions, LLC, dated January 1, 2(d@orporated here
by reference to Exhibit 10.3 to the Company’s Regi®on Statement on Form Bfiled with the Securities and Excha
Commission on August 7, 201!

Amended License and Supply Agreement by and betwdens Biosciences, Inc. and Chubeworkx Guernsayited (a
successor to Sono International Limited) (“Chubdu®y, (EN)10 (Guernsey) Limited (formerly BreathScan Intgiona
(Guernsey) Limited) and (EN)10 Limited (formerlyeé&thScan International Limited), dated June 1232@icorporated here
by reference to Exhibit 10.4 to the Company’s Regi®on Statement on Form Bfiled with the Securities and Excha
Commission on August 7, 201:

Share Purchase Agreement by and between Akersi8mss, Inc. and Chubeworkx, dated June 12, 20i&orporated here
by reference to Exhibit 10.5 to the Company’s Regioon Statement on Form Bfiled with the Securities and Excha
Commission on August 7, 201
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10.6

10.7

10.8

10.9

10.10

10.11

10.12

10.13

10.14

10.15

10.16

10.17

10.18

10.19

10.20

10.21

10.22

17.1

31.1*

Voting Agreement by and between Akers Bioscienb®s, Chubeworkx and Thomas J. Knox, dated JunQ23(incorporate
herein by reference to Exhibit 10.6 to the Comparmegistration Statement on Forni Sited with the Securities and Exchai
Commission on August 7, 201!

Subscription Agreement by and between Akers Bioses, Inc. and Chubeworkx, dated June 12, 2013focated herein k
reference to Exhibit 10.7 to the Company’s Regigina Statement on Form B-filed with the Securities and Exchai
Commission on August 7, 201:

Subscription Agreement by and between Akers Bioggs, Inc. and Thomas J. Knox, dated Septembe2Q (incorporate
herein by reference to Exhibit 10.8 to the Comparmegistration Statement on Forni $ited with the Securities and Exchai
Commission on August 7, 201!

Promissory Note entered into by Thomas J Knox wsimefavor of Akers Biosciences, Inc., dated Sefitem14, 201:
(incorporated herein by reference to Exhibit 1@.3he Company’s Registration Statement on Forinfiked with the Securitie
and Exchange Commission on August 7, 20

License and Supply Agreement by and among the Coypaono International Limited (“SIL")BreathScan Internatior
(Guersney) Limited and BreathScan Internationalitadh dated June 19, 2012 (incorporated hereirefgrence to Exhibit 10.:
to the Company’s Registration Statement on Fori//ASfiled with the Securities and Exchange Comnaisson October ¢
2013).

Distribution Agreement by and among the Company Ristier Healthcare, and Amendment thereto, dated 16, 2010 ar
May 1, 2012, respectively. (incorporated hereirrdéfgrence to Exhibit 10.11 to the CompaniRegistration Statement on F¢
S-1/A filed with the Securities and Exchange Comnaissin October 8, 2013

National Brand Distribution Agreement by and amdng Company and Cardinal Health 2000, and Amendithameto, date
May 1, 2007 and June 1, 2008, respectively. (inm@fed herein by reference to Exhibit 10.12 to @menpanys Registratio
Statement on Form-1/A filed with the Securities and Exchange Comnaissin October 8, 2013

Promissory Note entered into by Thomas J. Knoxedsin favor of Akers Biosciences, Inc, dated Novemi5, 2013
(incorporated herein by reference to Exhibit 10t@3the Company’s Registration Statement on ForivVAS{filed with the
Securities and Exchange Commission on Novembe253).

2013 Incentive Stock and Award Plan (incorporatexkim by reference to Exhibit 10.14 to the CompaiRegistration Stateme
on Form &1/A filed with the Securities and Exchange Comnaissin December 6, 201

Form of Nonqualified Stock Option Agreement (NBmployee) (incorporated herein by reference to Bxhi0.15 to th
Compan’s Registration Statement on For-1/A filed with the Securities and Exchange Comnoissin December 6, 201

Form of Nonqualified Stock Option Agreement (Emgey (incorporated herein by reference to Exhibii&Qo the Company’
Registration Statement on Forr-1/A filed with the Securities and Exchange Comnoissin December 6, 201!

Form of Restricted Stock Agreement (incorporategtineby reference to Exhibit 10.17 to the Comparfiegistration Stateme
on Form 1/A filed with the Securities and Exchange Comnaissin December 6, 201

Form of Incentive Stock Option (incorporated hereynreference to Exhibit 10.18 to the CompaniRegistration Statement
Form &-1/A filed with the Securities and Exchange Comnaissin December 6, 201

Letter Agreement, dated December 3, 2013, by ahddaem the Company and Mr. Tom Knox (incorporateckimeby referenc
to Exhibit 10.19 to the Company’s Registration &ta¢nt on Form 3S/A filed with the Securities and Exchange Comnoissir
December 6, 2013

Joint Venture Agreement, dated October 24, 2014 rud/between Akers Biosciences, Inc., Hainan Savgdtment Manageme
Ltd, and Thomas Knox (incorporated herein by refeesto Exhibit 10.1 to the Company’s Current RemortForm 8K filed
with the Securities and Exchange Commission on la&t89, 2014)

Amended and Restated 2013 Incentive Stock and AREmd (incorporated herein by reference to ExHibitl to the Company’
Current Report on Formr-K filed with the Securities and Exchange Commissiandanuary 9, 201&

Form of Lock Up Agreement (incorporated herein bference to Exhibit 10.1 to the Company’s Curreepétt on Form 8<
filed with the Securities and Exchange Commissiodanuary 9, 2015

Letter of Resignation from Thomas Nicolette datedréh 7, 2014 (incorporated herein by reference xhiliit 17.1 to th
Compan’s Current Report on Forn-K filed March 12, 2014)

Certification by the Principal Executive Officer Blegistrant pursuant to Section 302 of the Sarl-Oxley Act of 2002 (Rul



13e-14(a) or Rule 15-14(a))

31.2* Certification by the Principal Financial Officer &egistrant pursuant to Section 302 of the Sarb@mdsy Act of 2002 (Rul
13¢-14(a) or Rule 15-14(a))

32.1* Certification by the Principal Executive Officernsuant to 18 U.S.C. 1350 as adopted pursuant ttho8e206 of the Sarbanes-
Oxley Act of 200z

32.2% Certification by the Principal Executive Officerrguant to 18 U.S.C. 1350 as adopted pursuant too8e206 of the Sarbanes-
Oxley Act of 200z

* Filed herewith
Unless otherwise indicated, exhibits were previpfigtd with this registration statement.
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SIGNATURES

Pursuant to the requirements of Section 13 or 1&{dhe Exchange Act of 1934, the registrant hdg daused this report to be signed ol
behalf by the undersigned, thereunto duly authdrize

AKERS BIOSCIENCES, INC.

Date: March 23, 2015 By: /s/ Raymond Akers J
Name:Raymond Akers Ji
Title: Executive Chairman (Principal Executive Office

Date: March 23, 2015 By: /s/ Raymond Akers J

Name:Raymond Akers Ji
Title: (Principal Financial Officer

Pursuant to the requirements of the Securities &xga Act of 1934, this report has been signed belpthe following persons on behalf of
registrant and in the capacities and on the datlisdted.

Name Position Date

/s/ Raymond Akers J Executive Chairman March 23, 2015
Raymond Akers Ji

/s/ Thomas Kno Director March 23, 2015
Thomas Kno»

/s/ Brandon Kno: Director March 23, 2015
Brandon Knox

/s/ Gavin Morar Director March 23, 2015
Gavin Moran
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTINGRM

To the Board of Directors and Stockholders of
Akers Biosciences, Inc. and Subsidiaries

We have audited the accompanying consolidated balaheets of Akers Biosciences, Inc. and Subsidigthe “Company”ps of Decembi
31, 2014 and 2013, and the related consolidatdédnseats of operations and comprehensive loss, elsaimgstockholderséquity, and cas
flows for the years then ended. These consoliditadicial statements are the responsibility of @mpanys management. Our responsib
is to express an opinion on these consolidateahfimhstatements based on our audits.

We conducted our audits in accordance with thedstats of the Public Company Accounting OversighamBioUnited States). Those stand.
require that we plan and perform the audit to sbtaasonable assurance about whether the consalifiadincial statements are free of mat
misstatement. The Company is not required to hasewere we engaged to perform, an audit of itsrirdl control over financial reportir
Our audits included consideration of internal cohtiver financial reporting as a basis for desigradit procedures that are appropriate il
circumstances, but not for the purpose of exprgsaimopinion on the effectiveness of the Compsairyternal control over financial reportii
Accordingly, we express no such an opinion. An aindiludes examining, on a test basis, evidencgating the amounts and disclosure
the financial statements. An audit also includegssing the accounting principles used and sigmfiestimates made by management, as
as evaluating the overall financial statement preg®n. We believe that our audits provide a reabte basis for our opinion.

In our opinion, the consolidated financial statetagrferred to above present fairly, in all mater@spects, the consolidated financial pos
of Akers Biosciences, Inc. and Subsidiaries at Ddur 31, 2014 and 2013, and the consolidated sestitheir operations and their cash fls
for the years then ended, in conformity with acamgprinciples generally accepted in the Uniteat&t of America.

/s/ Morison Cogen LLI

Bala Cynwyd, Pennsylvania
March 23, 2015




AKERS BIOSCIENCES, INC. AND SUBSIDIARIES

ASSETS
Current Assets
Cash
Marketable Securitie
Trade Receivables (ne
Trade Receivable- Related Part
Notes Receivabl- Related Part
Other Receivable
Inventories (net
Other Current Assets

Total Current Assets

Non-Current Assets
Notes Receivabl- Related Part
Property, plant and equipment, |
Intangible assets, n
Other Assets

Total Non-Current Assets
Total Assets

LIABILITIES

Current Liabilities
Trade and Other Payabl
Other Payable- Related Part

Shor-Term Notes Payab- Related Part

Deferred Revenue - Related Party
Total Current Liabilities

Non-Current Liabilities
Deferred Revenue - Related Party

Total Non-Current Liabilities
Total Liabilities

EQUITY

Consolidated Balance Sheets
December 31, 2014 and 2013

Convertible Preferred Stock, No par value, 50,000 $hares authorized, no shares
issued and outstanding as of December 31, 201&€andmber 31, 201

Common Stock, No par value, 500,000,000 shareoeanéd, 4,954,837 and
2,167,837 issued and outstanding as of Decemb&(3¥4, and December 31, 20

Accumulated Defici
Accumulated Comprehensive Loss

Total Equity

Total Liabilities and Equity

The accompanying notes are an integral part ottheasolidated financial statements.
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2014 2013
455,84: 103,63
9,264,96. -
2,018,291 118,40
- 1,209,38

266,45 -
41,43 748,96;
905,11¢ 1,025,10
107,63 163,89
13,059,73 3,369,38
1,209,30! -
201,48 267,32
2,176,06! 2,434,63
4,28: 4,28:
3,591,13' 2,706,24
16,650,87 6,075,62
1,538,43 1,000,41
- 6,58¢

- 307,501

305,55t 333,33
1,843,98 1,647,83
- 305,55t

- 305,55t
1,843,98 1,953,38
99,691,09 85,843,36
(84,864,08) (81,721,12)
(20,129 -
14,806,88 4,122,23
16,650,87 6,075,62




AKERS BIOSCIENCES, INC. AND SUBSIDIARIES
Consolidated Statements of Operations and Comprehsive Loss

Years ended
December 31,

2014 2013

Revenues

Product Revenu $ 3,317,46. $ 1,325,17:

Product Revenu- Related part 766,37¢ 1,719,34

License Revenu 10,00( 200,00t

License Revenue - Related party 333,33: 333,33.

Total Revenut 4,427,17. 3,577,85
Cost of Sales
Product Cost of Sales (1,175,23) (1,913,84)

Gross Profit 3,251,94. 1,664,00
Administrative Expense 3,784,07 1,095,95
Administrative Expense- Related partie 195,00: 428,671
Sales and Marketing Expens 1,302,10: 684,72
Research and Development Exper 916,30¢ 1,006,80!
Amortization of Non-Current Assets 258,57. 258,57.

Loss from Operations (3,204,12) (1,810,71)
Other (Income)/Expenst

Gain on sale of equity investme- Related part - (99,71()

Foreign Currency Transaction (Income)/Expe (2,667 57

Gain from demutualization of insurance car (4,669 (91,28¢)

Interest and Dividend Incon (69,619 (1,099

Other Income - (91,907
Total Other Income (76,959 (283,939

Loss Before Income Taxt (3,127,16) (1,526,77)

Income Tax Benefit - -

Preferred Stock Dividend (15,799 -

Net Loss Attributable to Common Stockholders (3,142,961 (1,526,77)
Other Comprehensive Lo

Unrealized Losses on Marketable Securities (20,129 =
Total Other Comprehensive Loss (20,122 -
Comprehensive Loss $ (3,163,08) $ (1,526,77)
Basic & diluted loss per common share $ (0.66) $ (0.96)
Weighted average basic & diluted common sharegandsg 4,745,68 1,596,72;

The accompanying notes are an integral part oktheasolidated financial statements.
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AKERS BIOSCIENCES, INC. AND SUBSIDIARIES
Consolidated Statement of Changes in StockholderEquity
Years ended December 31, 2014 and 2013

Common
Shares Accumulated
Issued and Preferred Common Accumulated Comprehensive Total
Qutstanding  Stock Stock Deficit Loss Equity

Balance at December 31, 2012 1,278,94i $ 225,00( $83,273,37 $ (80,194,35) % - $ 3,304,02.

Net loss for the perio - - (1,526,77) - (1,526,77)

Private placement of Common Sha 512,82( - 1,600,00! - - 1,600,00!

Conversion of Series A Preferred She 320,51: (225,000 225,00( - - -

Retirement of Common Shares for conversion of

Series A Preferred Shar (58,51%) - (40 - - (40

Private placements of Common Shares net of off

costs of $55,708 114,07: - 745,02: - - 745,02
Balance at December 31, 201 2,167,83 - 85,843,361 (81,721,12) - 4,122,223

Net loss for the perio - - (3,127,16) - (3,127,16)

Dividends paid on Series A Convertible Preferre:

Stock - - (15,799 - (15,799

Initial public offering net of offering costs of

$1,897,16¢ 2,727,001 - 13,101,33 - - 13,101,33

Issuance of Non-Qualified Stock Options for

Directors & Officers - 357,27t - - 357,27t

Issuance of Non-Qualified Stock Options for Key

Employees - 192,32« - - 192,32«

Issuance of Restricted Common Shares for Ser 60,00( - 196,80( - - 196,80(

Unrealized loss on marketable securities - - - (20,129 (20,129
Balance at December 31, 201 4,954,83 $ - $99,691,09 $ (84,864,08)$ (20,124 $14,806,88

The accompanying notes are an integral part oktheasolidated financial statements.
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AKERS BIOSCIENCES, INC. AND SUBSIDIARIES

Years ended December 31, 2014 and 2013

Cash flows from operating activities
Net loss for the perio

Consolidated Statement of Cash Flow

Adjustments to reconcile net loss to net cash usegerating activities
Accrued interest and dividends on marketable séesi

Decrease in reserve for inventory obsolesct
Depreciation and amortizatic
Gain from demutualization of insur
Gain on sale of equity investme
Non-cash share based compensa
Non-cash share based payment for serv
Reversal of old trade payabl

Changes in assets and liabilit
Increase in trade receivabl
Increase in trade receivabl- related party
Increase in notes receivab- related part
(Increase)/decrease in other receiva

Decrease in license fees receive- related part

(Increase)/decrease in inventor
(Increase)/decrease in other as
Increase in trade and other payal
Decrease in other payabl- related part)
Decrease in legal settlement liabilit

Decrease in deferred revenue - related party

Net cash used in operating activitie

Cash flows from investing activities
Purchases of property, plant and equipn
Purchases of marketable securi

Proceeds from demutualization of insurance ca

Proceeds from sale of equity investm
Proceeds from sale of marketable securities

Net cash (used in)/provided by investing activitie

Cash flows from financing activities

Proceeds from note receival- related party for Series

Convertible Preferred Stot

(Payment)/Proceeds of sk-term note payabl- related part
Proceeds from other receivable for London Privééedémen

Proceeds from issuance of common sh

Net proceeds from issuance of common stock iraintiiblic offering
Dividend distribution on Series A Convertible Preéel Stock

Net cash provided by financing activities

Net increase/(decrease) in ci
Cash at beginning of period

Cash at end of period

Supplemental Schedule of Non-Cash Financing and legting Activities

Unrealized losses on marketable securities

Conversion of trade receivable - related partyfd3exember 31, 2013 to a note receivable

the year ended December 31, 2014

Other receivable for proceeds of London Private&tigent

2014 2013

$ (3,127,16) $ (1,526,77)
(18,479 -

(3,067 -

349,39¢ 354,39
(4,669 (91,286
- (99,710

549,60( -

196,80( -

- (91,909

(1,899,88) (17,19)

- (1,199,37)

(266,379 -

(37,497 55¢

- 450,00(

123,04¢ (37,25)

56,25’ (95,99

538,01° 116,73

(6,586) (51,957

- (106,92

(333,33) (333,33)
(3,883,92) (2,730,00)
(24,98¢) (123,13)
(12,551,10) -

4,66¢ 91,28¢

- 100,00

3,284,49. -
(9,286,93) 68,15

- 225,00(

(307,500 307,50(

745,02 -

- 1,599,96!

13,101,33 -
(15,799 -
13,523,06 2,132,46!
352,20° (529,38))

103,63+ 633,02:

$ 455,84. $ 103,63
$ (20,129 $ -
$ (1,209,38) $ -
$ -3 745,02

The accompanying notes are an integral part oktheasolidated financial statements.
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AKERS BIOSCIENCES, INC. AND SUBSIDIARIES
Notes to Consolidated Financial Statements

Note 1 - Nature of Business

(@)

(b)

Reporting Entity

The accompanying audited financial statemeatg tbeen prepared by Akers Biosciences, Inc. (“Ad@lthe “Company”)a
company domiciled in the United States of Ameritiae address of the Compasyegistered office is 201 Grove Road, V
Deptford, New Jersey, 08086. The Company is inaated in the United States of America under theslafvthe State
New Jersey

The consolidated financial statements include tearghnt subsidiaries, Akers Acquisition Sub, Inad &out Time Marketin
Corporation. All material intercompany transactitiase been eliminated upon consolidat

Nature of Business

The Company primary focus is the development and sale ofadiable diagnostic testing devices that can be peed ir
minutes, to facilitate time sensitive therapeutcidions. The Comparg’main products are a disposable breathalyzettia
measures the blood alcohol content of the usapid test detecting the antibody causing an abbenggction to Heparin anc
disposable breathalyzer test that measures FreedRaattivity in the human body. When the Compamyees into a
agreement with a new distributor it typically reeps an upfront licensing fee to be paid for thétrip sell the Company’
products in specific market

Note 2 - Basis of Presentation

(@)

(b)

Statement of Compliance

The consolidated financial statements of the Compare prepared in U.S. Dollars and in accordandh \accountin
principles generally accepted in the United StafeSmerica (US GAAP)

The Company is an emerging growth company as tme i® used in The Jumpstart Our Business StartupiseAacted ¢
April 5, 2012 and has elected to comply with cert@éiduced public company reporting requireme

Use of Estimates and Judgment

The preparation of financial statements in conftymiith US GAAP requires management to make judgsjesstimates al
assumptions that affect the application of accawgnipolicies and the reported amounts of assetsilities, income an
expenses. Actual results may differ from thesaresigés. Estimates and underlying assumptions afewed on an ongoit
basis. Revisions to accounting estimates are répegrin the period in which the estimates are exviand in any futu
periods affected. In particular, information absigmificant areas of estimation, uncertainty aritlcad judgments in applyir
accounting policies that have the most significefiféct on the amounts recognized in the finandesnents is included
the following notes for preferred stock, allowandes doubtful accounts, inventory writlewns, impairment of intangit
assets and valuation of share based paymr
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(d)

AKERS BIOSCIENCES, INC. AND SUBSIDIARIES
Notes to Consolidated Financial Statements

Functional and Presentation Currency

These consolidated financial statements arsepted in U.S. Dollars, which is the Companyunctional currency. A
financial information presented in U.S. Dollars h&en rounded to the nearest dollar. Foreign Cayr@nansaction Gains
Losses, resulting from loans and cash balancesniieated in Foreign Currencies, are recorded inctivesolidated stateme
of operations and comprehensive I

Comprehensive Income
The Company follows Financial Accounting StandaBtsard Accounting Standards Codification (FASB ASZX0 ir

reporting comprehensive income (loss). Comprehensicome is a more inclusive financial reportingtmoeology the
includes disclosure of certain financial informatitat historically has not been recognized incdleulation of net income

Note 3 - Significant Accounting Policies

(@)

(b)

()

Cash and Cash Equivalent:

Cash and cash equivalents comprise cash balahice Company considers all highly liquid investiise which include short-
term bank deposits (up to 3 months from date ofodépthat are not restricted as to withdrawal dateuse, to be ca
equivalents. Bank overdrafts are shown as paradetand other payables in the consolidated balsimeet

Fair Value of Financial Instruments

The Company’s financial instruments consistash and cash equivalentsarketable securities, receivables and trade
other payables. The carrying value of cash and egsilvalents, receivables and trade and other peyapproximate the
fair value because of their short maturities. TlenPany believes the carrying amount of its noteik@ble approximates
fair value based on rates and other terms. Thev&dire of marketable securities is described ineN8ft).

Fair Value Measurement— Marketable Securities

The framework for measuring fair value providesa ¥alue hierarchy that prioritizes the inputsyduation techniques us
to measure fair value. The hierarchy gives thedstjpriority to unadjusted quoted prices in actharkets for identical ass
or liabilities (level 1) and the lowest priority tmobservable inputs (level 3). The three leveltheffair value hierarchy unc
FASB ASC 820 are described as follo\
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(d)

AKERS BIOSCIENCES, INC. AND SUBSIDIARIES
Notes to Consolidated Financial Statements

Level 1 Inputs to the valuation methodology are unadjusiedted prices for identical assets or liabilitiesaictive
markets that the Company has the ability to act

Level 2 Inputs to the valuation methodology inclu
e quoted prices for similar assets or liabilitiesgtive markets
e quoted prices for identical or similar assets abilities in inactive market:
e inputs other than quoted prices that are obsenfablne asset or liability

e inputs that are derived principally from or corrodied by observable market data by correlationtioe!
means

If the asset or liability has a specified (contuat} term, the level 2 input must be observablestdrstantiall
the full term of the asset or liability.

Level 3 Inputs to the valuation methodology are unobsersabl significant to the fair value measurem

The asset or liabilitg fair value measurement level within the fair eahierarchy is based on the lowest level of inpat t:
significant to the fair value measurement. Valuatiechniqgues maximize the use of relevant obseevigipiuts and minimi:
the use of unobservable inpL

Trade Receivables, Trade Receivable- Related Party and Allowance for Doubtful Accounts

The carrying amounts of current trade receivaldestated at cost, net of allowance for doubtfulbaots and approxime
their fair value given their short term natu

The normal credit terms extended to customers sabgéveen 30 and 90 days. The Company reviewsedivables th.
exceed terms and establishes an allowance for fibwntcounts based on managememtssessment of the collectability
trade and other receivables. A considerable amotintdgment is required in assessing the amounaliofvance. Th
Company considers the historical level of credisks, makes judgments about the credit worthinesaalh customer bas
on ongoing credit evaluations and monitors curegmnomic trends that might impact the level of tredses in the future

As of December 31, 2014 and 2013, allowancesdtmbtful accounts were $- and ®llowances charged for doubt
accounts amounted t- and & for the years ended December 31, 2014 and -
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(f)

(9)

AKERS BIOSCIENCES, INC. AND SUBSIDIARIES
Notes to Consolidated Financial Statements

Concentration of Credit Risk

The Company is exposed to credit risk in the norowalrse of business primarily related to trade ivatdes and cash a
cash equivalent:

All of the Companys cash is maintained with Fulton Bank of New Jer&ank of America, NA and PayPal. The funds
insured by the FDIC up to a maximum of $250,00Q,dva otherwise unprotected. The Company place® 829 and $with
Fulton Bank of New Jersey, $52,384 and $99,418 Biéink of America, NA and $4,040 and $4,216 with Palyas c
December 31, 2014 and 2013. No losses have beemeéddn these accoun

Concentration of credit risk with respect tade receivables exists as approximately 85% ofGbmpanys revenue
generated by four customers. These customers atexbior 96% of trade receivables as of December2814. In order {
limit such risks, the Company performs ongoing ttredaluations of its custome¢ financial condition

Included in accounts receivable as of December2814 is a receivable of $1,000,000 due to be paitvd increments
$500,000, the first on April 30, 2015 and the secon July 30, 2015. Additionally, a receivable &64,000 is due on Ju
25, 2015 (Note 3(j))

Inventories

Inventories are measured at the lower of cosharket. The cost of inventories is based on te@ktedaverage principl
and includes expenditures incurred in acquiring itheentories, production or conversion costs artkiotosts incurred
bringing them to their existing location and comtit In the case of manufactured inventories andkvilo progress, cos
include an appropriate share of production overbdaded on normal operating capac

Property, Plant and Equipment

Items of property, plant and equipment are measatedost less accumulated depreciation and accteduianpairmer
losses. Costs include expenditures that are dyratitibutable to the acquisition of the as:

Gains and losses on disposal of an item of propgtgnt and equipment are determined by compatiegproceeds fro
disposal with the carrying amount of property, plamd equipment and are recognized within “otharoime” in the
consolidated statement of operations and comprereluss.

Depreciation is recognized in profit and loss om dtcelerated basis over the estimated useful divdse property, plant ai
equipment. Leased assets are depreciated ovendhtersof the lease term or their useful liv
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AKERS BIOSCIENCES, INC. AND SUBSIDIARIES
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The estimated useful lives for the current and canaifive periods are as follown

Useful Life

(in years)
Plant and equipmel 5-12
Furniture and fixture 5-10
Computer equipment & softwa 3-5

Depreciation methods, useful lives and residualesiare reviewed at each reporting d

(h) Intangible Assets

(i)

(ii)

(i)

Patents and Trade Secret

The Company has developed or acquired several atigrtests that can detect the presence of vasobstances in
person’s breath, blood, urine and saliva. Proprigiytection for the Comparny’products, technology and proces
important to its competitive position. To date, thempany has eleven patents from the United Staddsnt Office i
effect (7,896,167, 8,097,171, 7,285,246, 7,837,838)3,061, 8,425,859, 5,565,366, 5,827,749, D&HL,0691,057 ar
D691,058). Other patents are in effect in Austréieough the Design Registry (348,310, 348,311 a48,312), th
Community Trade Mark in the European Union ((OHI®)2216895-0001, 002216895-0002 and 0022168¥E3) an
in Japan (4,885,134 and 4,931,821). Patents ateeimational phase of prosecution in many Patewip€tion Treal
participating countries. Additional proprietary b@ology consists of numerous different inventioibe Compan
intends to file additional patent applications, wehappropriate, relating to new products, technielbgnd their use in t
U.S., European and Asian markets. Management iatéadprotect all other intellectual property (eappyrights
trademarks and trade secrets) using all legal remsedailable to the Compar

Patent Costs

Costs associated with applying for patents aretaliged as patent costs. Once the patents are \agghrthe respecti
costs are amortized over their estimated usefaklimaximum of 17 years) on a straifihe basis. Patent pending cc
for patents that are not approved are chargeddmatipns the year the patent is rejec

In addition, patents may be purchased from thimtigeg The costs of acquiring the patent are chpdich as patent costs
it represents a future economic benefit to the CamgpOnce a patent is acquired it is amortized dgeemaining usef
life.

Other Intangible Assets

Other intangible assets that are acquired by thep@oy, which have definite useful lives, are meaduat cost le:
accumulated amortization and accumulated impairiosses
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AKERS BIOSCIENCES, INC. AND SUBSIDIARIES
Notes to Consolidated Financial Statements

(iv) Amortization

Amortization is recognized on a straidine basis over the estimated useful lives of igthle assets, other than goodv
from the date that they are available for use. @$i@mated useful lives for the current and compaegberiods are

follows:
Useful Life
(in years)
Patents and trademar 12-17
Customer list: 5

Recoverability of Long Lived Assets

In accordance with FASB ASC 360-10-35 “Impairer Disposal of Long-lived Assets”, lodiged assets to be held ¢
used are analyzed for impairment whenever eventhanges in circumstances indicate that the cayrgmount of an as:
may not be fully recoverable or that the usefubdivof those assets are no longer appropriate. Shegpény evaluates at e:
balance sheet date whether events and circumsthagesccurred that indicate possible impairm

The Company determines the existence of such imegait by measuring the expected future cash flowdiggounted ar
without interest charges) and comparing such amiouthite carrying amount of the assets. An impaitnhass, if one exists,
then measured as the amount by which the carryimguat of the asset exceeds the discounted estinfistiee cash flow:
Assets to be disposed of are reported at the lofvdre carrying amount or fair value of such assets costs to sell. As:
impairment charges are recorded to reduce theingramount of the longjved asset that will be sold or disposed of tan
estimated fair values. Charges for the asset imgait reduce the carrying amount of the Idingd assets to their estima
salvage value in connection with the decision gpdse of such asse

Revenue Recognition

In accordance with FASB ASC 605, the Company rezmgnrevenue when (i) persuasive evidence of aomest o
distributor arrangement exists, (ii) a retailestdbutor or wholesaler receives the goods andmaoee occurs, (iii) the pri
is fixed or determinable, and (iv) the collectdpilof the revenue is reasonably assured. Subjdbiete criteria, the Compe
recognizes revenue from product sales when titssgmto the customer based on shipping terms. dhmgpé&ny typically doe
not accept returns nor offer charge backs or rebateept for certain distributors. Revenue recordetet of any discout
rebate or sales return. No accrual for estimatéassaturns and rebate incentives are necessarfylascember 31, 2014 a
2013.

The Companyg new distributor in Australia, Singapore, Oman #mgl United Arab Emirates, Thirty Six Strategiesn&a
Trading LLC (“36S"), a related party, placed théist order for one of the Company’s Rapid Enzymaissay (“REA)
based products during the three months ended Jun2034. The Company with the assistance of 36S,sbamitted tr
product to Australia’s Therapeutic Goods Administna (“TGA”) and is awaiting final government approval for 36eégir
marketing the product. Although 36S has the rightdturn this product should the TGA deny governtragproval, th
Company believes the likelihood of rejection is mmal and therefore recognized the entire salesaeion of $864,000
revenue during the three months ended June 30,. 201t product carries a United States Food and iginistratior
(“FDA")  Over-the-Counter approval (FDA K880723), ré® Conformité Européenne (“CE") Marks
(DE/CAQ09/0170/1VD/1428; DE/CA09/0170/IVD/1429; DEAD9/0170/1VD/1430) for the European Economic Ared &
Health Canada approval (73007) for Canada. The @agnpas never been denied a foreign governmenbeagipfor any o
its products that carries an FDA appro
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The sole condition under which the product candtarned is the failure of the Company to attain T&?proval for the tes
Given the existing approvals attained by the Comipfamn the product and the Compasyhistory with attaining foreic
government approvals, the Company has determiradtta risk of a product return is insignifica

The Company granted 36S extended terms forispesific sale, as allowed in the distribution agnent, to allow Australia’
Therapeutic Goods Administration time to issue gbgernment approval required for them to beginvabti marketing th
product. The Company believes that the receivablilly collectable and therefore no allowance doubtful accounts
deemed necessal

Based on the above, the Company determined thaetemue recognition for this transaction is incadance with the FAS
ASC 605-15-25-1 and 60-15-25-3.

License fee revenue is recognized on a str-line basis over the term of the license agreen

When the Company enters into arrangements thatitontore than one deliverable, the Company alleceggenue to tt
separate elements under the arrangement basediorethtive selling prices in accordance with FAS8C 60%-25.

Income Taxes

The Company follows FASB ASC 740 when accountingif@ome taxes, which requires an asset and ligkalpproach t
financial accounting and reporting for income taxBsferred income tax assets and liabilities arnmated annually fc
temporary differences between the financial statdgmand tax bases of assets and liabilities thltregult in taxable ¢
deductible amounts in the future based on enaetedatvs and rates applicable to the periods in kiie differences a
expected to affect taxable income. Valuation alloges are established when necessary to reduceattfax assets to t
amount expected to be realized. Income tax expanbenefit is the tax payable or refundable forgkeod plus or minus tl
change during the period in deferred tax assetdiaitities.
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Notes to Consolidated Financial Statements

Shipping and Handling Fees and Cost

The Company charges actual shipping plus a hant#ego customers, which amounted to $35,454 afd734 for the yea
ended December 31, 2014 and 2013. These feesamsfiedld as part of product revenue in the conatdd statement
operations and comprehensive loss. Shipping aret otflated delivery costs, including those for imimg raw materials a
classified as part of the cost of net revenue, Wwhimounted to $71,416 and $96,187 for the yearsceBatcember 31, 20
and 2013

(m) Research and Development Cos

(n)

(0)

In accordance with FASB ASC 730, research and deweént costs are expensed when incul
Stock-based Payment:

The Company accounts for stock-based compemsathder the provisions of FASB ASC 718, “Compeinsat-Stock
Compensation”, which requires the measurement ecmgnition of compensation expense for all stoaked awards made
employees and directors based on estimated faiesaln the grant date. The Company estimates itheafae of stockbase:
awards on the date of grant using the Bl&ckoles model. The value of the portion of the awhat is ultimately expected
vest is recognized as expense over shorter ofahiechover which services are to be received ov#sting period

The Company accounts for stock-based compemsativards to non-employees in accordance with FASE 50550,
“Equity-Based Payments to Non-Employees”. Under BASSC 50550, the Company determines the fair value of thek
warrants or stocklased compensation awards granted as either theafae of the consideration received or the faiue o
the equity instruments issued, whichever is moliably measurable

All issuances of stock warrants or other eqinstruments to noemployees as consideration for goods or servicasvex
by the Company are accounted for based on thevéhie of the equity instruments issued. The Compestynates the fe
value of stock-based awards on the date of granguke BlackScholes model. The value of the portion of the awhat i
ultimately expected to vest is recognized as expensr the period which services are to be rece

Basic and Diluted Earnings per Share of Common Stdc

Basic earnings per common share are based on tlghte# average number of shares outstanding dutiegperiod
presented. Diluted earnings per share are compuded) the weighted average number of common shaltes dilutive
common share equivalents outstanding during thmghePotential common shares that would have tfecebf increasin
diluted earnings per share are considereddiluiive, i.e. the exercise prices of the outstagdstock options were gree
than the market price of the common stc
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Notes to Consolidated Financial Statements

(p) Recently Adopted Accounting Pronouncement

As of December 31, 2014 and for the year then entihede were no recently adopted accounting procements that hac
material effect on the Compeg’s financial statement

(q) Recently Issued Accounting Pronouncements notet Adopted

As of December 31, 2014, there are no recentlyesiandards not yet adopted which would have amabheffect on th
Compan’s financial statements through 20

Note 4 - Fair Value Measurement - Marketable Secuties

Following is a description of the valuation methlodpes used for assets measured at fair value &@eoémber 31, 201
There were no marketable securities as of DeceBihe2013.

U.S. Agency Securities, Corporate and MunicipaluBiges and Certificates of Deposit&/alued using pricing mode
maximizing the use of observable inputs for simsacurities. This includes basing value on yieldsently available ¢
comparable securities of issuers with similar dreatings.

2014
Accrued Unrealized Unrealized Fair
Cost Income Gains Losses Value

Leve 2:

Money market fund $ 1,798 $ -8 - $ - $ 1,79¢

US agency securitie 297,69¢ 36( - (147 297,91¢

Certificates of deposit 3,430,001 10,65 - (11,23¢) 3,429,41

Corporate securitie 1,528,30: 5,03 - (6,63)) 1,526,71.

Municipal securities 4,008,81. 2,42: - (2,11¢) 4,009,11

Total Level 2: 9,266,61. 18,47: - (20,129) 9,264,96
Total: $ 9,266,61 $ 18,47: $ - 3 (20,129 $ 9,264,96.

Marketable securities include U.S. agency secsritidrporate securities, and municipal securitigsich are classified .
available for sale. The securities are valued iatnfiarket value. Maturities of the securities rarfigam one to twenty yea
Unrealized losses relating to the available foe sabestment securities were recorded in the cateteld statement of chan
in stockholders’ equity as comprehensive incomesehamounts were $20,124 andrigt (of effect of income tax expense
$-0-) for the years ended December 31, 2014 and -

As of December 31, 2014, investments in U.S. agesyrities, corporate securities and municipalisges classified ¢
available for sale mature as follov

Within After
1 Year 1-5Years 5-10 Years 10 Years

$ 4,397,39! $ 4,767,531 $ - 8 100,02¢

Proceeds from the sale of marketable securitiélsdryear ended December 31, 2014 is $3,284,494s@ain and gross I
as a result of the sales amounted to $861 and :
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Note 5 - Note Receivable — Related Parties
On December 31, 2014 a note of $1,475,766 wased to the Company in exchange for the Compganpen trac
receivables from ChubeWorkx Guernsey Limited, aanahareholder. It is payable in sixty equal irstehts of $27,72

commencing January 1, 2015 and has an interesboif&¥% per annum. Installments due on the firslasfuary, February a
March 2015 have been settlr

In the event of default, the Company, at its saer@tion, has the right to redeem any and all Camgpshares owned
ChubeWorkx Guernsey Limited to satisfy the monieed to the Company under this nc

The scheduled cash flow from the note is as follc

Principal Interest Total
Next 12 Months $ 266,45 $ 66,35( $ 332,80°
Next 12-24 Months 280,09( 52,71¢ 332,80¢
Next 25-36 Months 294,42( 38,38t 332,80¢
Next 37-48 Months 309,48: 23,32t 332,80¢
Next 4¢-60 Months 325,31t 7,491 332,80
$ 1,475,761 $ 188,27. $ 1,664,03!

Note 6 - Inventories

Inventories at December 31, 2014 and 2013 cornsiste following categories

2014 2013
Raw Materials $ 413,89 $ 299,46
Suk-Assemblies 433,79: 335,22¢
Finished Good 86,36 422,41
Reserve for Obsolescence (28,939 (32,000
$ 905,11« $ 1,025,10.

For the years ended December 31, 2014 and 2- was charged to cost of goods sold for obsoleteritory.
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Note 7 - Property, Plant and Equipment

Property, plant and equipment as of December 314 20d 2013 are as follow

2014 2013

Computer Equipmer $ 100,40* $ 100,40!
Computer Softwar 30,73¢ 22,93(
Office Equipmen 50,04¢ 50,04¢
Furniture & Fixtures 29,93¢ 29,93¢
Machinery & Equipmen 1,111,00! 1,098,50:
Molds & Dies 654,32 649,64°
Leasehold Improvemen 222,59: 222,59:
2,199,05! 2,174,06

Less
Accumulated Depreciation 1,997,57. 1,906,74
$ 201,48 $ 267,32:

During the years ended December 31, 2014 and 2€d&diation expense was $90,826 and $95,
Note 8 - Intangible Assets

Intangible assets as of December 31, 2014 and 20d3he movements for the years then ended amdlaws:

Distributor &
Patents & Customer
Trademarks Relationships Totals
Cost or Deemed Cost
At December 31, 201 $ 3,851,49 $ 1,270,63' $ 5,122,13:
Additions - - -
Disposals - - ;
At December 31, 2013 $ 3,851,449 $ 1,270,63' $ 5,122,13:
Accumulated Amortization
At December 31, 201 $ 1,158,28' $ 1,270,63' $ 2,428,92.
Amortization Chargt 258,57: - 258,57.
Disposals - - -
At December 31, 2013 $ 1,416,85 $ 1,270,63 $ 2,687,49
Net Book Value
At December 31, 2012 $ 2,693,200 $ - % 2,693,20'
At December 31, 2013 $ 2,43463 $ - % 2,434,63
Cost or Deemed Cost
At December 31, 201 $ 3,851,49 % 1,270,63' $ 5,122,13:
Additions - - -
Disposals - - -
At December 31, 2014 $ 3,851,49. % 1,270,63' $ 5,122,13:
Accumulated Amortization
At December 31, 201 $ 1,416,85 $ 1,270,63' $ 2,687,49i
Amortization Chargt 258,57: - 258,57:
Disposals - - -
At December 31, 2014 $ 1,675,42 $ 1,270,63° $ 2,946,06!
Net Book Value
At December 31, 2013 $ 2,434,63 $ - $ 2,434,63
At December 31, 2014 $ 2,176,060 $ - $ 2,176,06!
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During the years ended December 31, 2014 and 2@b8tization expense was $258,5

The estimated aggregate amortization expense ébr @fahe five succeeding fiscal years is as fofic

Period Amount
2015 $ 258,57:
2016 $ 258,57.
2017 $ 258,57.
2018 $ 258,57.
2019 $ 258,57.

Note 9 - Trade and Other Payables

Trade and other payables as of December 31, 2012@i18 are as follow:

2014 2013
Trade Payable $ 364,07¢ $ 623,15
Other Payables 1,174,35 377,25¢
$ 1,538,431 $ 1,000,41.

Trade and other payables are -interest bearing and are normally settled o 60 day terms
Note 10 - Deferred Revenue — Related Party

Deferred revenue represents the unearned revérum the 3year exclusive License and Supply Agreement
ChubeWorkx Guernsey Limited (Note 15) for the passh and distribution of the Compasyproprietary breathalyzer tl
was signed in June 2012. As of December 31, 20120800 units have been shipped. The license vevém bein
recognized monthly on a straight line basis overz-year term of the agreeme

Note 11 - Share-based Payments

On January 23, 2014, upon effectiveness of thestragion statement filed with the SEC, the Compathypted the 2013 Stc
Incentive Plan (the “Plan’\hich will provide for the issuance of up to 4000¢hares. The purpose of the Plan is to pr¢
additional incentive to those officers, employeesnsultants and noamployee directors of the Company and its par
subsidiaries and affiliates whose contributionses®ential to the growth and success of the Con’'s business

The 2013 Plan may be administered by the boara boardappointed committee. Eligible recipients of optimards ar
employees, officers, consultants or directors (iditig nonemployee directors) of the Company or of any parsmbsidiar
or affiliate of the Company. The board has the autyr to grant to any eligible recipient any optsomestricted stock or ott
awards valued in whole or in part by referencetmtherwise based on, our common st
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Stock Warrants

The Company has issued warrants to various empoyeasultants and members of the Board of Direatbthe Compar
for their services either in connection with then@manys ongoing efforts to raise capital or the developimef the
Companys products. In addition, the Company has grantedants to lenders in connection with the issuarfocgebt. Eac
warrant granted may be exchanged for a prescribetbar of shares of common stock. The warrants exyarch 18, 201¢

Weighted
Average
Weighted Remaining Aggregate
Number of Average Contractual Intrinsic
Shares Exercise Price Term (years) Value
Balance at December 31,
2013 1,98¢ ¢ 71.7¢
Granted - -
Exercisec - -
Forfeited - -
Canceled/Expired - -
Balance at December 31,
2014 1,98 $ 71.7¢
Exercisable as of December
31, 2014 1,98¢ $ 71.7¢ 021 §$ >

Stock options

Qualified option holders may exercise their optiahsheir discretion. Each option granted may b&herged for a prescrib
number of shares of common sto

On June 10, 2014 the Company approved issuancEsodd0 options to purchase common shares to Direattd Officers
an exercise price of $5.50 per common share ar@DB@ptions to purchase common shares to key emedogt an exerci
price of $3.98 per common share. These options vesteed under the 2013 Incentive Stock and Awaesh,Ah which a
aggregate of up to 400,000 shares of the Comparymon shares are reserved for issuance. Abrptre immediate
exercisable and carry a five year expirati

The calculated fair value of these options wasribisted to the following categories on the consaiid statement
operations and comprehensive Ic

Expense Category 2014 2013

Cost of Good: $ 24,040 $ -

General & Administrative 357,27t -

Sales & Marketing 48,08: -

Research & Development 120,20: -
$ 549,60( $ =

The options and warrants issued under the abovepians were valued using a Black Scholes optiacing model. Th
assumptions utilized in calculating the value @& iksued options under Black Scholes are as fall

2014 2013
Expected option terr 5 yre n/e
Expected volatility 127.3% n/e
Expected dividend yiel 0.0(% n/e
Risk free interest rai 1.77% n/e
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The following table summarizes the option actiatfer the year ended December 31, 2(

Average
Weighted Remaining Aggregate
Number of Average Contractual Intrinsic
Shares Exercise Price Term (years) Value
Balance at December 31,
2013 - ¢ >
Granted 175,00( 4.9¢
Exercisec - -
Forfeited - -
Canceled/Expired = =
Balance at December 31,
2014 175,000 $ 4.9¢
Exercisable as of December
31, 2014 175,000 $ 4.9¢ 45C % 60C

The aggregate intrinsic value is calculated asdifference between the exercise price of the ugidmylawards and ti
closing stock price of $3.99 for our common share®ecember 31, 201

The total grant date fair value of stock optionsted for the years ended December 31, 2014 and\284 $549,600 anc-.
As of December 31, 2014, there wi of unrecognized compensation cost related to audéhg employee stock optior
Note 12 - Equity

The holders of common shares are entitled to ote per share at meetings of the Company. HoldeBedgs A convertib
preferred shares are entitled to five votes pereshameetings of the Compai

At December 31, 2013, the Company had an undecltivédend due to Series A Convertible Preferredreshalders in th
amount of $15,793. The dividend was declared byBitwrd on May 12, 2014 and paid to shareholderduoe 25, 201«

On June 12, 2013 the Company, in a private placetoebhubeWorkx, issued 512,820 common sharesf@0®,000

On August 8, 2013, the Company filed a registratitatement with the Securities and Exchange Conimnisseekin
authority to begin trading the Comp{s common shares on the NASDAQ stock excha

On November 6, 2013, the Company approved atdH6reverse stock split of the Companyommon shares to raise
price per share to $10.11 as calculated using veidber 6, 2013 closing AIM London Stock ExchantieSE”) marke
price of £).0405 or $0.0648 per share to facilitate the NASDAItial public offering. All shares and per shamounts in th
consolidated financial statements have been adjtstgive retroactive effect to the -1 reverse stock spli
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On November 15, 2013, Thomas Knox executed thearsion of 10,000,000 shares of Series A converpbdéerred stock -
320,512 shares of common stock (50,000,000splié-shares) and entered into a promissory not®560,000 as a basis
provide the required onetime payment due upon asive as set forth in the subscription agreemetedd&eptember 1
2012.

On December 3, 2013, the note receivable receieedhe conversion of the Series A convertible prefé stock we
cancelled in exchange of 58,515 shares of comnumk sit the AIM:LSE market closing price 05.2250 using the exchar
rate of $1.6355 or $8.5455 per share. The Compasydrorded the receipt of the 58,515 shares eduztion of the issut
and outstanding common stock, as the shares wiinedrapon receipt

On December 23 2013, the Company issued 114,072noonshares in a private placement offering. Thastation wa
recorded at the value of the net proceeds. Theepraxwere recorded in Other Receivables at Dece®ihe2013. The ca
proceeds from the sale were received on Janu@912l. The expenses related to this private placearerdetailed belov

$ $
Gross Proceed 800,73
Broker Commissiot 40,037
Legal Fees 15,67:
Total Expenses 55,70¢
Net Proceeds 745,02

On January 23, 2014, the Company issued 2,727,660mon shares in an initial public offering on th&3DAQ stocl
exchange. The transaction was recorded at the dltlee net proceeds. The expenses related tqthilic offering are ¢
follows:

$ $
Gross Proceed 14,998,50
Underwriter/Aegis Expenst
Underwriter Commissio 1,049,89!
Underwriter Expense 149,98!
Aegis Legal Fee 80,00(
Aegis Registration Expens 7,50(
Aegis Miscellaneous Expens 36,67¢
Aegis Road Show Expenses 20,00(
Total 1,344,05!
Akers Biosciences Expen:
Legal & Accounting Expense 393,29¢
Printing & Document Pre 62,10:
Registration Expenst 55,94¢
Road Show Expenses 41,76¢
Total 553,10¢
Net Proceeds 13,101,33

On August 15, 2014, the Company issued 60,000 camshares in exchange for legal services renderee.fdir value ¢
these shares was $196,800 which was reported asnistative Expenses on the consolidated stateroEoperations ar
comprehensive loss for the year ended Decembe&034.
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As of December 31, 2014 and 2013 the Company lsaswed shares of its common stock as follc

2014 2013
Reservesfor:
Outstanding Warrant 1,98¢ 1,98¢
2013 Stock Incentive Plan 175,00( -
Total Reserves 176,98 1,98¢

The following is a reconcilement of the movementshares of Series A Convertible Preferred stockféored stock) ar
common stock

Authorized Issued
Preferred Common Preferred Common
Stock Stock Stock Stock

Balance at December 31,
2012 50,000,00 500,000,00 10,000,00 1,278,94i
Preferred Shares Converted:

November 15, 201 - - (10,000,00) 320,51:
Shares Cancelled:

December 3, 201 - - - (58,51%)
Shares | ssued:

June 12, 201 - - - 512,82(

December 23, 2013 = - - 114,07:
Balance at December 31,
2013 50,000,00 500,000,00 - 2,167,83
Shares | ssued:

January 23, 201 - - - 2,727,00!

August 15, 2014 - - - 60,00(
Balance at December 31,
2014 50,000,00 500,000,00 - 4,954,83

Note 13 - Loss per share

The calculation of basic and diluted loss per star®ecember 31, 2014 and 2013 was based on theatt#butable t
common shareholders of $3,142,960 and $1,526,7[8. basic and diluted weighted average number ofrummshare
outstanding for 2014 and 2013 was 4,745,684 ar@b]722.

Diluted net loss per share is computed using thighted average number of common and dilutive patenbmmon shart
outstanding during the peria

Potential common shares consist of preferred stagittons and warrants. Diluted net loss per comsiare was the same
basic net loss per common share for the years ebdedmber 31, 2014 and 2013 since the effect dépezl stocks, optiol
and warrants would be ardilutive due to the net loss attributable to thenowon shareholders for the years. Instrun
excluded from dilutive earnings per share, bec#lusie inclusion would be antilutive, were as follows: incentive and aw
stock option— 175,000 (2013-); warrants 1,989 (2013: 1,98¢

F-21




AKERS BIOSCIENCES, INC. AND SUBSIDIARIES
Notes to Consolidated Financial Statements

Note 14 - Income Tax Expense
The Compan's income tax benefit/(provision) is as follov

Years Ended December 31

2014 2013
Current $ 1,295,97" $ 736,33«
Deferred 132,37¢ $ 203,66«
Change in Valuation Allowance (1,428,35) $ (939,999
Income Tax Benefit $ - % -

As of December 31, 2014 and 2013, the Company kdérl net operating loss carry forwards of appnaxely $51,300,0(
and $47,600,000, expiring through the year endiageinber 31, 2034. As of December 31, 2014 and 20&3Zompany h
New Jersey state net operating loss carry forwafdmpproximately $11,900,000 and $8,100,000, emgithrough the ye
ending December 31, 20z

The principle components of the deferred tax asssdsrelated valuation allowances as of Decembg2@l4 and 2013 are

follows:
Years Ended December 31
2014 2013
Reserves and oth $ 684,83( $ 844,72¢
Net operating loss car-forwards 18,754,06 17,165,80
Valuation Allowance (19,438,89) (18,010,53)
Net $ - % -

The reconciliation of income taxes using the stajut).S. income tax rate and the benefit from ineciaxes for the yee
ended December 31, 2014 and 2013 are as foll

Years Ended December 31

2014 2013
Statutory U.S. Federal Income Tax R (35.(%) (35.(%)
New Jersey State income taxes, net of |
Federal tax effec (5.€%) (5.9%)
Change in Valuation Allowance 40.% 40.9%
Net 0.C% 0.C%

The valuation allowance for deferred tax assetefedBecember 31, 2014 and 2013 was $19,438,896 48(D%0,538. Tt
change in the total valuation for the years endedenber 31, 2014 and 2013 were increases of $352&nd $939,998.
assessing the realization of deferred tax assetsagement considers whether it is more likely thainthat some portion
all of the deferred tax assets will not be realiz€de ultimate realization of deferred tax assstsiépendent upon 1
generation of future taxable income during the gugiin which the net operating losses and tempatdfgrences becon
deductible. Management considered projected futxable income and tax planning strategies in ntpkins assessme
The value of the deferred tax assets was fully offsetabvaluation allowance, due to the current unaasteof the futur
realization of the deferred tax ass:
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The Company policy is to record interest and penalties asdediwith unrecognized tax benefits as additionebine taxe
in the statement of operations. As of January 1426he Company had no unrecognized tax benefisnancharge durir
2014, and accordingly, the Company did not recagrmy interest or penalties during 2014 relatedrtcecognized te
benefits. There is no accrual for uncertain taxtjms as of December 31, 20!

The Company files U.S. federal income tax retumd a state income tax returns. The U.S. and statarie tax returns file
for the tax years ending on December 31, 2011 lambafter are subject to examination by the reletaaing authorities

Note 15 - Related Party Transactions

On January 12, 2011, the Company entered into suttimg agreement with Nicolette Consulting Groumited (NCG) for
period of three years under which the Company magtNCG $27,917 per month in fees and up to $10)0@8imbursemel
for monthly expenses (2014: $30,000; 2013: $110,800the services of Mr. Nicolette as Presidend &hief Executiv
Officer of the Company. The consulting agreemens watended through February 11, 2014 on DecembeP@B3 an
extended through March 31, 2014 on March 15, 20k4Nicolette resigned from the Company effectivarkh 28, 2014

On March 17, 2010, in exchange for an exclusivening agreement, ABI received a 20 percent etéllye in BreathSci
International Ltd (BIL). During 2012, BreathScartdmational Limited changed its hame to en(10) Gsey Limited (“en
(10)"). Thomas A. Nicolette, President and ChiekEixtive Officer of the Company, was also appoiritedn(10)5 Board @
Directors. The equity stake is accounted for using equity method of accounting in accordance tfita Financie
Accounting Standards Board Accounting Standardsification. The equity investment was initially reded at cost, whic
was nil. During the year ended December 31, 201Brofit or loss is recorded for en(18)fesults as en(10) recorded a
loss and the Company is not required to equity aecany losses in excess of its carrying valuehenktooks. On June :
2013 the Company sold its interest in en(10) tol@horkx for $100,000 and Mr. Nicolette resignechiren(10)5 Board ¢
Directors. A realized gain of $99,710 is recognifed the disposal of the investment in the consdéd statement
operations and comprehensive loss for the yeardeDdeember 31, 201

On June 19, 2012, the Company entered into a 3epdusive License & Supply Agreement with ChubeWoGuernse
Limited (as successor to SONO International Limite@€hubeWorkx”) for the purchase and distributiohABI’ s proprietar
breathalyzers outside North America. ChubeWorkxthis 80% shareholder in en(10) Guernsey Limitedcrilesd above
ChubeWorkx paid a licensing fee of $1,000,000, bfcl $333,333 was recognized as income for thesyeaded Decemt
31, 2014 and 2013, with the deferral to be recagghizver the remaining term of the agreement (N@)e
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On June 13, 2013, the Company announced an exteokibe License and Supply Agreement with Chubd®/do include
worldwide marketing and distribution of t“Be CHUBE" program using the Compg’s breathalyzel

On June 14, 2013, the Company announced that ChotbeMias agreed to subscribe for 512,820 new conshares in tt
Company for a total price of $1,600,000. The prdseegere received by the Company on June 14, -

In accordance with FASB ASC 605-Fevenue Recognition, Multiple-Element Arrangemestace the Amended Licer
and Supply Agreement with ChubeWorkx was enterém sSimultaneously with the sale of the Company’$cd@terest in en
(10) to ChubeWorkx and ChubeWorkx purchase of 542 ghares of the Compasycommon stock, the Company evalu
the separate agreements as a single arrangeméntnwitiple deliverables in considering whether éherere one or mo
units of accounting. The three arrangements wensidered to be separate units of accounting sinedttree transactio
have value to ChubeWorkx on a staaldne basis and the transactions were consummatedvright of return. The enti
consideration of the three arrangements was aéidcatt the inception of the arrangements on thes lidigheir relative sellir
price. The proceeds of $1,600,000 were allocatatidcsale of the 80 million shares of the Compsmgmmon stock bas
on third party selling price. The third party sedjiprice was based on the selling price of thekstocthe AIM Market of th
London Stock Exchange on date of the arrangemdra.Amended License and Supply agreement was atlbaaro valu
based on the Comparsybest estimate of the selling price for that detible. This best estimate was based on the factht
Company and ChubeWorkx are in the process of dpirejcan appropriate marketing plan for the regind that there is r
current active market for the CompasyCHUBE products in the expanded region. $100,0@Beoproceeds were allocater
the sale of the Company’s 20% interest in en(18gban the Comparg/best estimate of the selling price for this dstable
This best estimate was based on the negotiatitimecgale with ChubeWork

On August 5, 2013, the Board of Directors appoir@aty M. Rauch, the principal of DataSys SolutidnsC (DS), as th
Corporate Treasurer. The Company entered into autiimy agreement with DS on January 1, 2011, witterm of thre
years, under which the Company agreed to pay $5625nonth for Mr. Raucs services as Controller of the Company
March 18, 2014, the Board of Directors approvedappointment of Mr. Rauch as Vice President of Rima retroactive -
February 2, 2014, and he became an employee &@dhgany.

On December 23, 2013, the Company enteredarghortterm bridge loan with Nicolette Consulting Group &807,50(C
payable on January 15, 2014 with a 5% per annuenest rate. The transaction was recorded as a-$aort Notes Payable
Related Party. The loan, with interest amountin§§a69, was paid in full on January 15, 20

On June 30, 2014, the Company recorded a §&8&64,000 to Thirty Six Strategies General Tradihg (“36S”)(Note 3(j))
Gavin Moran, a member of the Comp’s Board of Directors, has beneficial ownership6s:

Trade receivablesrelated party as of December 31, 2014 and 201&ramnts due from ChubeWorkx Guernsey Limite
major shareholder of the Company of $- and $1,8®,3s of December 31, 2013, the amount due wasmerest bearin
unsecured and had a term of 90 days generallyf B2cember 31, 2014, the total outstanding tradeivable was convert
to a note receivable (Note !
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Product revenue related parties for the years ended December 314 2d 2013 are $766,379 and $1,719,340
ChubeWorkx Guernsey Limited, a major shareholdehefCompany

Administrative expensesrelated parties for the years ended December 314 20d 2013 are $183,752 and $361,17
Nicolette Consulting Group and $11,250 and $67f60@ataSys Solution:

Note 16 - Commitments
The Company leases its facility in West Deptfor@éNJersey under an operating lease with annuadlseot $132,000 plt
common area maintenance (CAM) charges. The leabehwook effect on January 1, 2008, reduced theViCharge

allowing the Company to reach their own agreemeitts utilities and other maintenance provide

On January 7, 2013, the Company extended its gsement for a term of 7 years, expiring Decedie2019. Under tt
terms of the lease, The Company will pay $132,080ypar.

Rent expense, including related CAM charges forybers ended December 31, 2014 and 2013 was $B54re1$148,59:

The Company entered into a 60 month operating l&asequipment with annual rentals of $6,156 ontSeyber 29, 201
The lease commenced on October 21, 2014 upon tivergeof the equipmen

The schedule of lease commitments is as follc

Building Equipment
Lease Lease Total
Next 12 Months $ 132,000 $ 6,15¢ $ 138,15¢
Next 1:-24 Months 132,00( 6,15¢ 138, 15¢
Next 25-36 Months 132,00 6,15¢ 138, 15¢
Next 37-48 Months 132,00( 6,15¢ 138,15¢
Next 4¢-60 Months 132,00 5,13( 137,13(

Note 17 - Major Customers

For the year ended December 31, 2014, fouomests generated more than 10% of the Comargvenue. Sales to th
customers accounted for 85% of the Compamgvenue. As of December 31, 2014, the amounfrduethese customers w
$3,406,026 of which $1,475,766 is a note receivglge 5). This concentration makes the Companyenable to a near-
term severe impact should the relationships beitexted.
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For the year ended December 31, 2013, two m&t® each generated more than 10% of the Compaeyenue. |
aggregate, sales to these customers accounte@%on¥ the Companyg revenue. As of December 31, 2013, the amour
from these two customers was $1,269,"

Note 18 - Major Suppliers

For the year ended December 31, 2014, one isuggicounted for more than 10% of the Compamyirchases. This supp
accounted for 17% of the Compasybtal purchases. As of December 31, 2014, theuatrdue to the supplier was $11,¢
This makes the Company vulnerable to a -term severe impact should the relationships beitexted.

For the year ended December 31, 2013, threplisup each accounted for more than 10% of the Gmyip purchases.
aggregate, these suppliers accounted for 60% oftmepanys total purchases. As of December 31, 2013, thauatraue t
these three suppliers was $167,€

Note 19 - Contingencies

On October 15, 2014 a complaint was filed by Ak&issciences, Inc. in federal district court (SouthBistrict of New York
seeking a declaratory judgment of noreach of a contract with Mr. Lawrence Martin. Tbsnplaint was filed in response
various threats of litigation proffered by Mr. Miafs counsel in connection with the alleged breach pfirchase agreem
entered into by the Company and Mr. Martin on Jan@3, 2007 (2007 Purchase Agreement#, amended on April 1
2012. Prior to filing the complaint the Companygiood faith, attempted to ascertain the basishferbreach allegations w
an eye to resolve any possible claims outside oftdout such discussions ultimately were renderailéss. Responsive
the Companys filing, Mr. Martin has filed a complimentary suit the sixth judicial circuit court (Pinellas Cdyn FL)
alleging, among other counts, breach of the 20G¢Hage Agreement for failure to pay certain rogaltéllegedly owed to v
Martin. The Company successfully removed the Firitate court case filed by Mr. Martin to the Fetli@istrict Court
Middle District, Florida. On March 10, 2015, thedeeal Southern District of New York denied Mr. Mals request 1
transfer venue to Florida and retained jurisdictionlight of this decision, The Company and Mr. fita have entered intc
Stipulation that Mr. Martin’s Florida Action willd dismissed without prejudice. It is anticipatedttir. Martin will refile
his claim in the Southern District of New York asubterclaims. The Company continues to seek the eifisient an
optimal manner to handle Mr. Martstlaims without prejudicing any of its rights. TBempany believes that no accrual
potential losses from this case are neces

Note 20 - Subsequent Events

On October 23, 2014 the Company signed a jointwrerdigreement with Hainan Savy Investment Manageitdrand Mr
Thomas Knox, a related party, to research, deveopjuce and sell certain of the Compandpid diagnostic screening
testing products in China. The joint venture conypuaiill be located in Haikou, the capital city ofettprovince of Haina
China and is incorporated as Hainan Savy Akers ddoses, Ltd. The Company invested cash 3884000 ($64,675) «
March 9, 2015, to hold a 19.9% equity position &mdRaymond F. Akers, Jr. and Mr. Thomas Knox wétve on the Boa
of Directors of the joint ventur
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On January 9, 2015, the Board of Directors of ttmm@any approved, upon recommendation from the Caosgi®r
Committee of the Board, by unanimous written cohtfem Amended and Restated 2013 Incentive StockAavatd Plan (th
“Plar”), which increases the number of authorized sharesmmimon stock subject to the Plan by 400,000 sh

Additionally, pursuant to the Plan, on Janugyr015, the Company issued an aggregate of 19@/0@@s of the Comparsy’
restricted common stock, no par value per sharth, avfair value of $697,300, calculated using tlusiog price of $3.67 p
common share as of January 9, 2015, to the follgwinectors and officers for their services in ylear ended December
2014:

Name Shares
Akers, Jr., Raymon 70,00(
Knox, Brandor 35,00(
Knox, Thomas 50,00(
Maran, Gavin 35,00(

190,00(

The $697,300 was expensed in 2014 and the liahdifypcluded in Trade and Other Payables on thesaatated balanc
sheet

On January 26, 2015, the European Patent Qffsteed a patent surrounding the Compamgvel blood separator technoli
and method of separating a fluid fraction from vehdllood (the “Technology’)The Company was granted U.S. pa
protection for the Technology in 201

On February 4, 2015, the Companyuality management system was certified as camipivith the International Standa
Organization’s (“ISO”) 13485:2003 requirements tloe design, manufacture and distribution of medieadices including in-
vitro diagnostic product:
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Exhibit 31.1

CERTIFICATION OF PRINCIPAL EXECUTIVE OFFICER
PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO SECTION 302 OF
THE SARBANES-OXLEY ACT OF 2002

I, Raymond Akers Jr., certify that:
1. | have reviewed this Form -K of Akers Biosciences, Inc

2. Based on my knowledge, this report does not corgaynuntrue statement of a material fact or omistede a material fact necessar
make the statements made, in light of the circuncets under which such statements were made, nigtadisg with respect to the per
covered by this repor

3. Based on my knowledge, the financial statementd, @her financial information included in this repdfairly present in all materi
respects the financial condition, results of operatand cash flows of the registrant as of, amgdtfe periods presented in this rep

4. The registrans other certifying officer(s) and | are responsifie establishing and maintaining disclosure cdsti@nd procedures |
defined in Exchange Act Rules 13a-15(e) and 15@&))%(nd internal control over financial reportirag defined in Exchange Act Rules 13
a-15(f) and 15-15(f)) for the registrant and hav

a) Designed such disclosure controls and proceduresaoesed such disclosure controls and procedurdsetdesigned under ¢
supervision, to ensure that material informatidatieg to the registrant, including its consolidhtibsidiaries, is made known to u:
others within those entities, particularly durihg period in which this report is being prepal

b) Designed such internal control over financial réipgy, or caused such internal control over finah@gaorting to be designed under
supervision, to provide reasonable assurance rieggtide reliability of financial reporting and tipeeparation of financial stateme
for external purposes in accordance with geneealfepted accounting principle

c) Evaluated the effectiveness of the registsadisclosure controls and procedures and presémthds report our conclusions about
effectiveness of the disclosure controls and proees] as of the end of the period covered by #psnt based on such evaluation;

d) Disclosed in this report any change in the regtsanternal control over financial reporting thatcurred during the registrastmos
recent fiscal quarter (the registranfourth fiscal quarter in the case of an annupbmg that has materially affected, or is reasoy
likely to materially affect, the registré's internal control over financial reporting; &

5. The registrans other certifying officer(s) and | have disclosédsed on our most recent evaluation of internatrob over financie
reporting, to the registrant’s auditors and theitacommittee of the registrast’board of directors (or persons performing theiveden
functions):

a) All significant deficiencies and material weaknesge the design or operation of internal controéofinancial reporting which a
reasonably likely to adversely affect the regig’s ability to record, process, summarize and refpmahcial information; an

b) Any fraud, whether or not material, that involveamagement or other employees who have a significéain the registrardg’interna
control over financial reporting

Date: March 23, 2015 By: /s/ Raymond Akers J
Raymond Akers Ji
Principal Executive Office
Akers Biosciences, Ini




Exhibit 31.Z

CERTIFICATION OF PRINCIPAL FINANCIAL OFFICER
PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO SECTION 302 OF
THE SARBANES-OXLEY ACT OF 2002

I, Raymond Akers Jr, certify that:

1.

2.

I have reviewed this Form -K of Akers Biosciences, Inc

Based on my knowledge, this report does not corgainuntrue statement of a material fact or omistaie a material fact necessan
make the statements made, in light of the circunt&ts under which such statements were made, nt#adisg with respect to the peri
covered by this repor

Based on my knowledge, the financial statementd, ather financial information included in this repdairly present in all materii
respects the financial condition, results of operstand cash flows of the registrant as of, amgdtfe periods presented in this rep

The registrans other certifying officer(s) and | are responsifile establishing and maintaining disclosure cdstand procedures (
defined in Exchange Act Rules 13a-15(e) and 156)) and internal control over financial repagtifas defined in Exchange Act Ru
13-a-15(f) and 15-15(f)) for the registrant and hav

a) Designed such disclosure controls and procedunesaoesed such disclosure controls and procedurdsetdesigned under ¢
supervision, to ensure that material informatidatieg to the registrant, including its consolidhwubsidiaries, is made known to
by others within those entities, particularly dgrihe period in which this report is being prepa

b) Designed such internal control over financial réipgr or caused such internal control over finah@porting to be designed unt
our supervision, to provide reasonable assurangarding the reliability of financial reporting artle preparation of financi
statements for external purposes in accordancegeitlerally accepted accounting princip

c) Evaluated the effectiveness of the registsadisclosure controls and procedures and preséntad report our conclusions about
effectiveness of the disclosure controls and proees] as of the end of the period covered by #psnt based on such evaluation; i

d) Disclosed in this report any change in the regtsanternal control over financial reporting thatcurred during the registrastmos
recent fiscal quarter (the registranfburth fiscal quarter in the case of an annupbrg that has materially affected, or is reason
likely to materially affect, the registré's internal control over financial reporting; &

The registrans other certifying officer(s) and | have disclosédsed on our most recent evaluation of internakrob over financia
reporting, to the registrant’'s auditors and theitacommittee of the registrast’board of directors (or persons performing theivadent
functions):

a) All significant deficiencies and material weaknesge the design or operation of internal controéiofinancial reporting which a
reasonably likely to adversely affect the regid’s ability to record, process, summarize and refpmnhcial information; ant

b) Any fraud, whether or not material, that involvesmagement or other employees who have a significdatin the registrant’
internal control over financial reportin

Date: March 23, 2015 By: /s/ Raymond Akers J

Raymond Akers Ji
Principal Financial Office
Akers Biosciences, Ini




Exhibit 32.1

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO SECTION 906 OF
THE SARBANES-OXLEY ACT OF 2002

In connection with this Annual Report of Akers Bignces, Inc. (the “Company”), on Form KCor the fiscal year ended December 31, 2
as filed with the U.S. Securities and Exchange Casion on the date hereof, I, Raymond Akers Jindiral Executive Officer of tt
Company, certify to the best of my knowledge, parguo 18 U.S.C. Sec. 1350, as adopted pursué®e¢o906 of the Sarban€sdey Act o
2002, that:

(1) Such Annual Report on Form KOfor the fiscal year ended December 31, 2014y fadimplies with the requirements of section 1
or 15(d) of the Securities Exchange Act of 1934]

(2) The information contained in such Annual Rémm Form 10K for the fiscal year ended December 31, 2014|yfgiresents, in €
material respects, the financial condition and lteaf operations of the Compar

Date: March 23, 2015 By: /s/ Raymond Akers J
Raymond Akers Ji
Principal Executive Office
Akers Biosciences, Ini




Exhibit 32.2

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO SECTION 906 OF
THE SARBANES-OXLEY ACT OF 2002

In connection with this Annual Report of Akers Bignces, Inc. (the “Company”), on Form KCor the fiscal year ended December 31, 2
as filed with the U.S. Securities and Exchange Casion on the date hereof, |, Raymond Akers Jindijyal Financial Officer of tF
Company, certify to the best of my knowledge, parguo 18 U.S.C. Sec. 1350, as adopted pursué®e¢o906 of the Sarban€sdey Act o
2002, that:

(1) Such Annual Report on Form KOfor the fiscal year ended December 31, 2014y fadimplies with the requirements of section 1
or 15(d) of the Securities Exchange Act of 1934]

(2) The information contained in such Annual Rémm Form 10K for the fiscal year ended December 31, 2014|yfgiresents, in €
material respects, the financial condition and lteaf operations of the Compar

Date: March 23, 2015 By: /s/ Raymond Akers J
Raymond Akers Ji
Principal Financial Office
Akers Biosciences, In




