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PART I
ITEM1. BUSINESS

FORWARD-LOOKING STATEMENTS

This Annual Report on Form 10-K, including exhibits that are being filed as part of this report, as well as other statements made by Chembio Diagnostics,
Inc. (“Chembio”, the “Company”, “we”, “us”, and “our”), contain “forward-looking statements” that include information relating to future events, future
financial performance, strategies, expectations, competitive environment and regulation. Words such as “may,” “should,” “could,” “would,” “predicts,”
“potential,” “continue,” “expects,” “anticipates, estimates,” and similar expressions, as well as statements in
future tense, identify forward-looking statements.

» « » « DENTH

future,” “intends,

» o«

plans,” “believes,
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These forward-looking statements include such things as: investment objectives and the Company’s ability to make investments in a timely manner on
acceptable terms; references to future success of the Company’s products; the Company’s business strategy; estimated future capital expenditures; sales of the
Company’s products; competitive strengths and goals; and, other similar matters.

These forward-looking statements reflect the Company’s current beliefs and expectations with respect to future events and are based on assumptions and are
subject to risks and uncertainties and other factors outside the Company’s control that may cause actual results to differ materially from those projected. Such
factors include, but are not limited to, those described under Item 1A entitled “Risk Factors”, matters described elsewhere in this Report, and the following:
ability to market and sell products, whether through our internal, direct sales force or third parties; ability to manufacture products in accordance with
applicable specifications, performance standards and quality requirements; ability to obtain, and timing and cost of obtaining, necessary regulatory
approvals for new products or new indications or applications for existing products; ability to comply with applicable regulatory requirements; ability to
effectively resolve warning letters, audit observations and other findings or comments from the FDA or other regulatory entities; changes in relationships,
including disputes or disagreements, with strategic partners or other parties and reliance on strategic partners for the performance of critical activities under
collaborative arrangements; failure of distributors or other customers to meet purchase forecasts, historic purchase levels or minimum purchase requirements
for our products; impact of replacing distributors; inventory levels at distributors and other customers; ability of the Company to achieve its financial and
strategic objectives and continue to increase its revenues; ability to identify, complete, integrate and realize the full benefits of future acquisitions; impact of
competitors, competing products and technology changes; reduction or deferral of public funding available to customers; competition from new or better
technology or lower cost products; ability to develop, commercialize and market new products; market acceptance of our products; changes in market
acceptance of products based on product performance or other factors, including changes in testing guidelines, algorithms or other recommendations by the
Centers for Disease Control and Prevention and other agencies; ability to fund research and development and other products and operations; ability to
obtain and maintain new or existing product distribution channels; reliance on sole supply sources for critical products and components; availability of
related products produced by third parties or products required for use of our products; ability to maintain sustained profitability; volatility of the Company’s
stock price; uncertainty relating to patent protection and potential patent infringement claims; uncertainty and costs of litigation relating to patents and other
intellectual property; availability of licenses to patents or other technology; obstacles to international marketing and manufacturing of products; ability to
sell products internationally, including the impact of changes in international funding sources and testing algorithms; adverse movements in foreign currency
exchange rates; loss or impairment of sources of capital; ability to attract and retain qualified personnel; exposure to product liability and other types of
litigation; changes in international, federal or state laws and regulations; customer consolidations and inventory practices; equipment failures and ability to
obtain needed raw materials and components; the impact of terrorist attacks and civil unrest; changes in laws or regulations; global and regional economic
conditions, including conditions affecting the credit markets, such as those resulting from the United Kingdom referendum held on June 23, 2016 in which
United Kingdom voters approved an exit from the European Union; and general political, business and market conditions.

Although the Company believes the expectations reflected in such forward-looking statements are based upon reasonable assumptions, these are only
assumptions, and forward-looking statements should not be read as a guarantee of future performance or results and will probably not be accurate
indications of when such performance or results will be achieved. Investors are cautioned that forward-looking statements may not be reliable and speak only
as of the date they are made and that, except as required by law, the Company undertakes no obligation to update these forward-looking statements to reflect
any future events or circumstances. All subsequent written or oral forward-looking statements attributable to the Partnership or to individuals acting on its
behalf are expressly qualified in their entirety by this section.

Investors should also be aware that while we do, from time to time, communicate with securities analysts, it is against our policy to disclose any material non-
public information or other confidential commercial information to securities analysts unless and until we have made it publicly available. Accordingly,
stockholders should not assume that we agree with any statement or report issued by any analyst irrespective of the content of the statement or report.
Furthermore, we have a policy against issuing or confirming financial forecasts or projections issued by others. Thus, to the extent that reports issued by
securities analysts contain any projections, forecasts or opinions, such reports are not the responsibility of the Company.

We provide free of charge on our website at www.chembio.com our annual report on Form 10-K, quarterly reports on Form 10-Q, current reports on Form 8-
K, and amendments to those reports filed or furnished pursuant to Section 13(a) or 15(d) of the Exchange Act as soon as reasonably practicable. Additional
information about us can also be found on our website. Members of the public may read and copy any materials we file with the SEC at the SEC's Public
Reference Room at 100 F Street, NE, and Washington, DC 20549. Members of the public may obtain information on the operation of the Public Reference
Room by calling the SEC at 1-800-SEC—-0330. The Internet address of the Commission is www.sec.gov. That website contains reports, proxy and information
statements and other information regarding issuers, like Chembio, that file electronically with the Commission. Visitors to the Commission's website may
access such information by searching the EDGAR database.

For further information about these and other risks, uncertainties and factors, please review the disclosure included in this report under “Part I, Item 1A, Risk
Factors.”

Our Business
General

Chembio Diagnostics develops, manufactures, and commercializes point-of-care (POC) diagnostic tests that are used to detect or monitor diseases. All
products that are currently being developed are based on the Company’s patented DPP® technology, a novel point-of-care diagnostic platform that offers
certain customer advantages as compared to traditional lateral flow technology. POC tests, by providing prompt and early diagnosis, can reduce patient stays,



lower overall costs, improve therapeutic interventions and improve patient outcomes. POC tests can also prevent needless hospital admissions, simplify
testing procedures, avoid delays from central lab batching, and eliminate the need for return visits.

Our product commercialization and product development efforts are focused in three areas: sexually transmitted disease, tropical & fever disease, and
technology collaborations. In sexually transmitted disease, we are commercializing tests for HIV and Syphilis. In tropical and fever disease, we are
commercializing tests for Zika virus, dengue virus, and chikungunya virus, and developing tests for malaria, ebola, lassa, Marburg, leptospirosis, Rickettsia
typhi, Burkholderia pseudomallei, and Orientia tsutsugamushi, individually or as part of a fever panel test. Through technology collaborations, we are
developing tests for a specific form of cancer, concussion, bovine tuberculosis, and for an undisclosed biomarker, the latter in collaboration with global
biopharmaceutical company AstraZeneca.
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Large and growing markets have been established for these kinds of tests, initially in high prevalence regions where they are indispensable for large scale
prevention and treatment programs. Our product development is focused on areas where the availability of rapid POC screening, diagnostic, or confirmatory
results can improve health outcomes. More generally, we believe there is and will continue to be a growing demand for diagnostic products that can provide
accurate, actionable diagnostic information in a rapid, cost-effective manner at the point of care.

Our products are sold to medical laboratories and hospitals, governmental and public health entities, non-governmental organizations, medical professionals
and retail establishments, both domestically and internationally, under our STAT-PAK®, SURE CHECK®, STAT-VIEW® or DPP® registered trademarks, or

under the private labels of our marketing partners.

Our Products

Products: Commercially Available

Following is a summary of our point-of-care products, including regulatory and commercial status:

Product Description Regulatory Status Commercial
Status
DPP® HIV 1/2 Assay A rapid, point-of-care assay for the Premarket approval (“PMA”) by U.S. FDA Marketed
detection of HIV-1 and HIV-2 antibodies
in finger stick, venous blood, serum, CLIA (Clinical Laboratory Improvement
plasma or oral fluid Amendments of 1988) waived
CE marked (European Union/Caribbean)
World Health  Organization (“WHO”) pre-
qualification
Agéncia  Nacional de Vigilancia  Sanitaria
(“ANVISA”) approved (Brazil)
Also registered in various other countries
DPP® HIV-Syphilis Assay A rapid, point-of-care assay for the CE marked (European Union/Caribbean) Marketed
detection of HIV-1 and HIV-2 antibodies
and for antibodies to Treponema ANVISA approved (Brazil)
pallidum (the causative agent of Syphilis)
in finger stick, venous blood, serum or Also registered in various other countries
plasma
DPP® Syphilis Screen and A rapid, point-of-care assay for the CE marked (European Union/Caribbean) Marketed
Confirm Assay simultaneous detection of IgG and IgM
antibodies to Treponema pallidum (the  Also registered in various other countries
causative agent of Syphilis) and IgG and
IgM antibodies to RPR in finger stick,
venous blood, serum or plasma
SURE CHECK® HIV 1/2 Assay A rapid, point-of-care assay for the PMA approved by U.S. FDA Marketed
detection of HIV-1 and HIV-2 antibodies
in finger stick or venous blood CLIA waived
CE marked (European Union/Caribbean)
WHO pre-qualification
Designated eligible for procurement by Global Fund
Also registered in various other countries
HIV 1/2 STAT-PAK® Assay A rapid, point-of-care assay for the PMA approved by U.S. FDA Marketed
detection of HIV-1 and HIV-2 antibodies
in finger stick, venous blood, serum or CLIA waived
plasma
CE marked (European Union/Caribbean)
WHO pre-qualification
Designated eligible for procurement by Global Fund
Also registered in various other countries
DPP® Dengue IgM/IgG Assay A rapid, point-of-care assay for the Malaysia Medical Device Authority ("MDA") Marketed
simultaneous and separate detection of approved
both IgG and IgM antibodies to Dengue
virus in finger stick, venous blood, serum  Additional regulatory approvals pending
or plasma
DPP® Dengue NS1 Antigen A rapid, point-of-care assay for the Malaysia MDA approved Marketed
Assay detection of NS1 antigen to Dengue virus

Additional regulatory approvals pending



in finger stick, venous blood, serum or
plasma
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DPP® Zika [gM Assay A rapid, point-of-care assay for the U.S.FDA Emergency Use Authorized Marketed
detection of IgM antibodies to Zika virus
in finger stick, venous blood, serum or Additional regulatory approvals pending
plasma
DPP® Zika IgM/IgG Assay A rapid, point-of-care assay for the CE marked (European Union/Caribbean) Marketed
separate and simultaneous detection of
IgM and IgG antibodies to Zika virus in ANVISA approved (Brazil)
finger stick, venous blood, serum or
plasma Additional regulatory approvals pending
DPP® Chikungunya IgM/1gG A rapid, point-of-care assay for the Malaysia MDA Approved Marketed
Assay separate and simultaneous detection of
IgM and IgG antibodies to Chikungunya Additional regulatory approvals pending
virus in finger stick, venous blood, serum
or plasma
DPP® Zika, Dengue, A rapid, point-of-care assay for the Malaysia MDA Approved Marketed
Chikungunya IgM/IgG Assay separate and simultaneous detection of
IgM and IgG antibodies to Zika, Dengue,  Additional regulatory approvals pending
Chikungunya virus in finger stick,
venous blood, serum or plasma
DPP® Vet TB Assay A rapid, point-of-care assay for the USDA approved Marketed
(Veterinary Application) detection of Mycobacterium bovis
antibodies in Elk, Red Deer, White-tailed
Deer and Fallow Deer
Chagas STAT-PAK® Assay A rapid, point-of-care assay for the CE marked (European Union/Caribbean) Marketed
detection of antibodies to Trypanosoma
cruzi in finger stick, venous blood, serum  Additional regulatory approvals pending
or plasma
RVR® Dengue IgM/IgG Assay A rapid, point-of-care assay for the Malaysia MDA approved Marketed
detection of IgM and IgG antibodies to
the Dengue virus in finger stick, venous  Additional regulatory approvals pending
blood serum or plasma
RVR® Dengue NS1 Assay A rapid, point-of-care assay for the Malaysia MDA approved Marketed
detection of NS1 antigen to Dengue virus
in finger stick, venous blood, serum or Additional regulatory approvals pending
plasma
RVR® Dengue Combo Assay A rapid, point-of-care assay for the Malaysia MDA approved Marketed

simultaneous and separate detection of
IgG and IgM antibodies and NS1 antigen
to Dengue virus in finger stick, venous
blood, serum or plasma

Additional regulatory approvals pending

Products: Under Clinical Evaluation

Following is a summary of our point-of-care products under clinical evaluation, including regulatory and commercial status:

Product

DPP®HIV-Syphilis Assay System

Description

A rapid, point-of-care assay for the
detection of HIV-1 and HIV-2
antibodies and for antibodies to
Treponema pallidum (the causative
agent of Syphilis) in finger stick,
venous blood, serum or plasma

Regulatory Status

Filed Premarket Approval (“PMA”) Application

to U.S. FDA

Commercial Status

Not Marketed

DPP® Malaria/Ebola Assay

A rapid, point-of-care assay for the
separate and simultaneous detection of
Ebola VP40 antigen and Malaria
antigen P.f/P.v in finger stick, venous
blood, serum or plasma

Under clinical evaluation

Not Marketed

DPP® Ebola Assay

A rapid, point-of-care assay for the
detection of Ebola VP40 antigen in
finger stick, venous blood, serum or
plasma

Under clinical evaluation

Not Marketed

DPP® Fever Panel Assay - Africa

A rapid, point-of-care assay for the
separate and simultaneous detection of
antigens to Malaria pf/Pan species,
Ebola, Lassa Fever, Marburg, Zika,
Dengue and Chikungunya in finger
stick, venous blood, serum or plasma

Under clinical evaluation

Not Marketed

Products: Under Development



Following is a summary of our point-of-care products under development, including regulatory and commercial status:

Product

DPP® Malaria Antigen P.f/P.V
Assay

Description Regulatory Status

A rapid, point-of-care assay for the Under development
separate detection of Malaria antigen

P.F/P.V in finger stick, venous blood,

serum or plasma

Commercial Status

Not Marketed




Table of Contents

DPP® Fever Panel Assay - Asia A rapid, point-of-care assay for the Under development Not Marketed
separate and simultaneous detection
of antigens to Malaria pf/Pan
Rickettsia typhi, Orientia
tsutsugamushi, Leptospira
Burkholderia pseudomallei, Dengue
virus, Chikungunya virus and Zika
virus in finger stick, venous blood,
serum or plasma
DPP® Undisclosed Biomarker A rapid, semi-quantitative point-of- Under development Not Marketed
Assay care assay for an undisclosed novel
biomarker in finger stick, venous
blood, serum or plasma
DPP® Cancer Assay A rapid, quantitative point-of-care Under development Not Marketed
assay for an undisclosed novel
biomarker in finger stick, venous
blood, serum or plasma
DPP® Concussion Assay A rapid, quantitative point-of-care  Under development Not Marketed
assay for an undisclosed novel
biomarker in finger stick, venous
blood, serum or plasma
DPP® BovidTB Assay A rapid, point-of-care assay for the Under development Not Marketed
(Veterinary Application) detection of Mycobacterium bovis
antibodies in serum of cattle

DPP® Technology & Development

The Company’s commercially available products employ either our patented Dual Path Platform (DPP®) technology or traditional lateral flow technology.
We believe products developed using the Company’s DPP® technology can provide superior diagnostic performance compared with products that utilize
traditional lateral flow technology.

Chembio is executing its strategy to leverage the DPP® intellectual property, as well as the Company’s scientific and operational expertise, to create new
collaborations where Chembio will serve as an exclusive development and manufacturing partner. Examples of such collaborations include the following:

e In October 2014, we entered into an agreement with an international diagnostics company to develop a POC diagnostic test for the early detection
and monitoring of a specific type of cancer. At that time, the cancer project represented the first application of the DPP® technology outside the
infectious disease field.

e In January 2015, we entered into an agreement with the Concussion Science Group (CSG) Division of Perseus Science Group LLC to utilize our
DPP® technology to develop a POC diagnostic test for traumatic brain injury (TBI), including sports-related concussions.

e InJanuary 2015, we were awarded a grant from The Bill & Melinda Gates Foundation to expedite the feasibility testing and development of a DPP®
Malaria POC rapid diagnostic to accurately identify individuals infected with Plasmodium falciparum parasite.

o In October 2015, we were awarded a grant from The Paul G. Allen Family Foundation to develop a POC test to identify multiple life-threatening
febrile illnesses. Under the $2.1 million dollar grant, we used our DPP® technology to develop a DPP® Fever Panel Assay, a POC multiplex assay to
simultaneously detect Malaria, Dengue, Zika, Chikungunya, Ebola, Lassa and Marburg.

o In October 2015, we signed an agreement with opTricon (Berlin, Germany), a leading developer of mobile analysis devices for rapid diagnostic
tests. The DPP® Micro Reader provides customers with various options to capture, record, transmit and store test results. With one-button operation,
the palm-sized and battery-operated DPP® Micro Reader is simple, fast, portable, and cost-effective.

o In October 2017, we signed a development agreement with AstraZeneca for the development of a quantitative point-of-care assay for a novel
biomarker based on our DPP® assay and DPP® Micro Reader technologies.

Sales, Marketing & Distribution

We continue to target the following geographies: United States, Europe, Latin America, Africa and Southeast Asia. We reach our target markets through a
combination of direct sales, strategic local distributors and OEM partners. Our efforts are focused on raising awareness of Chembio’s products and technology
through global and regional marketing activities such as tradeshows and working with local key opinion leaders, local distributors, and strategic partners. We
are also increasing our digital and social media activities to drive awareness of our products.

Competition

Many of our competitors are significantly larger and have greater financial, research, manufacturing, and marketing resources. Important competitive factors
include product quality, analytical performance, ease of use, price, customer service and reputation. Industry competition is based on these and the following
additional factors:

e Patent protection

e Scientific expertise



Ability to develop and market products and processes
Ability to obtain required regulatory approvals
Ability to manufacture cost-effective products that meet applicable regulatory requirements

Access to adequate capital
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e Ability to attract and retain qualified personnel

We believe our scientific capabilities and proprietary know-how relating to our patented DPP® technology and lateral flow technology are very strong,
particularly for the development and manufacture of tests for the detection of antibodies to infectious diseases such as sexually transmitted diseases, fever and
tropical diseases, and other diseases.

Our ability to develop and market other products is in large measure dependent on our having additional resources and/or collaborative relationships. Some
of our product development efforts have been funded on a project or milestone basis. We believe that our proprietary know-how relating to our patented
DPP® technology has been instrumental in our obtaining the collaborations we have and that we continue to pursue. We believe that our patent protection
enhances our ability to both develop more profitable, collaborative relationships and expand licensing revenue. However, there are a number of competitive
technologies used and/or seeking to be used by others in point-of-care settings.

Although we have no specific knowledge of any other competitors’ products that could render our products obsolete, if we fail to maintain and enhance our
competitive position or fail to introduce new products and product features, our customers may decide to use the products developed by our competitors,
which could result in a loss of revenues and cash flow.

Research and Development

During 2017, 2016 and 2015, we spent $8.6 million, $8.4 million and $6.4 million, respectively, on research and development (including regulatory
activities). These expenses were in part funded by R&D milestone and grant revenues of $4.0 million in 2017, $3.7 million in 2016 and $2.3 million in 2015.

Employees
At December 31, 2017, we employed approximately 165 people.
Governmental Regulation

Certain of our activities are subject to regulatory oversight by the Food & Drug Administration (FDA) under provisions of the Federal Food, Drug, and
Cosmetic Act and regulations thereunder, including regulations governing the development, marketing, labeling, promotion, manufacturing, and export of
diagnostic products. Our clinical laboratory is subject to oversight by Centers for Medicare and Medicaid Services (CMS) pursuant to CLIA (defined below),
as well as agencies in various states. Failure to comply with applicable requirements can lead to sanctions, including withdrawal of products from the market,
recalls, refusal to authorize government contracts, product seizures, civil money penalties, injunctions, and criminal prosecution.

FDA Approval/Clearance Requirements

Unless an exemption applies, each medical device that we market or wish to market in the U.S. must receive 510(k) clearance or Premarket Approval, or
“PMA.” Medical devices that receive 510(k) clearance are “cleared” by the FDA to market, distribute, and sell in the United States. Medical devices that
obtain a PMA by the FDA are “approved” to market, distribute, and sell in the United States. We cannot be sure that 510(k) clearance or PMA approval will
ever be obtained for any products that have not already obtained 510(k) clearance or PMA approval. Descriptions of the PMA and 510(k) clearance
processes are provided below.

The FDA decides whether a device line must undergo either the 510(k) clearance or PMA based on statutory criteria that utilize a risk-based classification
system. PMA is the FDA process of scientific and regulatory review to evaluate the safety and effectiveness of Class III medical devices and, in many cases,
Class II medical devices. Class III devices are those that support or sustain human life, are of substantial importance in preventing impairment of human
health, or which present a potential, unreasonable risk of illness or injury. The FDA uses these criteria to decide whether a PMA or a 510(k) is appropriate,
including the level of risk that the agency perceives is associated with the device and a determination by the agency of whether the product is a type of
device that is similar to devices that are already legally marketed. Devices deemed to pose relatively less risk are placed in either Class I or II. In many cases,
the FDA requires the manufacturer to submit a 510(k) requesting clearance (also referred to as a premarket notification), unless an exemption applies. The
510(k) must demonstrate that the manufacturer’s proposed device is “substantially equivalent” in intended use and in safety and effectiveness to a legally
marketed predicate device. A “predicate device” is a pre-existing medical device to which equivalence can be drawn, that is either in Class I, Class II, or is a
Class III device that was in commercial distribution before May 28, 1976, for which the FDA has not yet called for submission of a PMA application.

Device classification depends on the device’s intended use and its indications for use. In addition, classification is risk-based, that is, the risk the device poses
to the patient and/or the user is a major factor in determining the class to which it is assigned. Class I includes devices with the lowest risk and Class III
includes those with the greatest risk.

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

Class II devices are subject to the FDA’s General Controls, and any other special controls as deemed necessary by the FDA to ensure the safety and
effectiveness of the device. Premarket review and clearance by the FDA for Class II devices is accomplished through the 510(k) process. Pursuant to the
Medical Device User Fee and Modernization Act of 2002 (MDUFMA), as of October 2002, unless a specific exemption applies, 510(k) submissions are
subject to user fees. Certain Class II devices are exempt from this premarket review process.

Class III includes devices with the greatest risk. Devices in this class must meet all of the requirements in Classes I and II. In addition, Class III devices
cannot be marketed until they receive Premarket Approval.

The safety and effectiveness of Class III devices cannot be assured solely by the General Controls and the other requirements described above. These devices
require formal clinical studies to demonstrate safety and effectiveness. Under MDUFMA, PMA applications (and supplemental premarket approval
applications) are subject to significantly higher user fees than 510(k) applications, and they also require considerably more time and resources.



Rapid HIV tests intended for diagnostic use are regulated as Class III devices. Responsibility for assuring the safety and effectiveness of these tests lies
within the Center for Biologics Evaluation and Research’s Office of Blood Research and Review, with oversight by the Blood Products Advisory Committee
(BPAC). Approved Rapid HIV tests must meet the regulations in the 21 CFR 800 series subparts, under the Investigational Device exemption (IDE) and
PMA pathways.
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Premarket Approval Pathway

We manufacture, market, and distribute three rapid HIV tests in the U.S: our HIV 1/2 STAT-PAK® Assay, SURE CHECK® HIV 1/2 Assay, and DPP® HIV
1/2 Assay, all of which have received FDA PMA approval. A PMA application must be submitted if a device cannot be cleared through the 510(k) process.
A PMA application must be supported by extensive data including, but not limited to, analytical, preclinical, clinical trials, manufacturing, statutory
preapproval inspections, and labeling to demonstrate to the FDA’s satisfaction the safety and effectiveness of the device for its intended use. Before a PMA is
submitted, a manufacturer must apply for an investigational device exemption, or “IDE.” If the device presents a “significant risk,” as defined by the FDA, to
human health, the FDA requires the device sponsor to file an IDE application with the FDA and obtain IDE approval prior to initiation of enrollment of
human subjects for clinical trials. The IDE provides the manufacturer with a legal pathway to perform clinical trials on human subjects where without the
IDE, only approved medical devices may be used on human subjects.

The IDE application must be supported by appropriate data, such as analytical, animal and laboratory testing results, manufacturing information, and an
Investigational Review Board (IRB) approved protocol showing that it is safe to test the device in humans and that the testing protocol is scientifically sound.
If the clinical trial design is deemed to have “non-significant risk,” the clinical trial may be eligible for “abbreviated” IDE requirements; and, in some
instances, IVD clinical trials may be exempt from the more burdensome IDE requirements if certain labeling requirements are met.

A clinical trial may be suspended by either the FDA or the IRB at any time for various reasons, including a belief that the risks to the study participants
outweigh the benefits of participation in the study. Even if a study is completed, clinical testing results may not demonstrate the safety and efficacy of the
device, or they may be equivocal or otherwise insufficient to obtain approval of the product being tested. After the clinical trials have been completed, if at
all, and the clinical trial data and results are collected and organized, a manufacturer may complete a PMA application.

After a PMA application is sufficiently complete, the FDA will accept the application and begin an in-depth review of the submitted information. By statute,
the FDA has 180 days to review the “accepted application,” although, generally, review of the application can take between one and three years, but it may
take significantly longer. During this review period, the FDA may request additional information or clarification of information already provided. Also,
during the review period, an advisory panel of experts from outside the FDA may be convened to review and evaluate the application and provide
recommendations to the FDA as to the approvability of the device. The preapproval inspections conducted by the FDA include an evaluation of the
manufacturing facility to ensure compliance with the Quality Systems Regulations (QSR), as well as inspections of the clinical trial sites by the Bioresearch
Monitoring group to evaluate compliance with good clinical practice and human subject protections. New PMA applications or PMA supplements are
required for modifications that affect the safety or effectiveness of the device, including, for example, certain types of modifications to the device’s
indication for use, manufacturing process, labeling and design. Significant changes to an approved PMA require a 180-day supplement, whereas less
substantive changes may utilize a 30-day notice, or a 135-day supplement. Premarket approval supplements often require submission of the same type of
information as a premarket approval application, except that the supplement is limited to information needed to support any changes from the device covered
by the original premarket approval application, and it may not require as extensive clinical data or the convening of an advisory panel.

Our HIV 1/2 STAT-PAK® Assay PMA application number BP050009/0 and our SURE CHECK® 1/2 HIV Assay PMA application number BP050010/0
were approved by the FDA on May 25, 2006. Our DPP® HIV 1/2 Assay PMA application number BP120032/0 was approved by the FDA on December 19,
2012.

510(k) Clearance Pathway

We do not currently market, distribute, or sell a product that has market clearance by the FDA. However, we are currently developing products that either
will or are likely to require an FDA 510(k) clearance, and we anticipate submitting a 510(k) for each such product to demonstrate that such proposed device
is substantially equivalent to a respective previously cleared 510(k) device or a device that was in commercial distribution before May 28, 1976, for which
the FDA has not yet called for the submission of 510(k). FDA's 510(k) clearance pathway usually takes from three to twelve months but could take longer. In
some cases the FDA may require additional information, including clinical data, to make a determination regarding substantial equivalence.

If a device receives 510(k) clearance, any modification that could significantly affect its safety or effectiveness, or that would constitute a new or major
change in its intended use, will require a new 510(k) clearance or, depending on the modification, a PMA. The FDA requires each device manufacturer to
determine whether the proposed change requires submission of a new 510(k) or a PMA, but the FDA can review any such decision and can disagree with a
manufacturer’s determination. If the FDA disagrees with a manufacturer’s determination, the FDA can require the manufacturer to cease marketing and/or
recall the modified device until 510(k) clearance or PMA of the modified device is obtained.

If the FDA requires us to submit a new 510(k) or PMA for any modifications to a previously cleared product, or if we obtain 510(k) clearance for a device in
the future, we may be required to submit a separate new 510(k) or PMA application for such modifications.

Clinical Laboratory Improvement Amendments of 1988 (CLIA)

A manufacturer of a test categorized as moderately complex may request that categorization of the test as waived through a CLIA Waiver by Application
(CW) submission to the FDA. When a test is categorized as waived, it may be performed by laboratories with a Certificate of Waiver, such as a physician’s
office outreach setting. In a CW submission, the manufacturer provides evidence to the FDA that a test meets the CLIA statutory criteria for waiver, 42
U.S.C. 263a(d)(3). Congress passed CLIA in 1988, which provided CMS authority over all laboratory testing, except research that is performed on humans
in the United States. The Division of Laboratory Services, within the Survey and Certification Group, under the CMS, has the responsibility for
implementing the CLIA program.

The CLIA program is designed to establish quality laboratory testing by ensuring the accuracy, reliability and timeliness of patient test results. Under CLIA,
a laboratory is a facility that does laboratory testing on specimens derived from humans and used to provide information for the diagnosis, prevention or
treatment of disease, or impairment of, or assessment of health. Under the CLIA program, unless waived, laboratories must be certified by the government,
satisfy governmental quality and personnel standards, undergo proficiency testing, be subject to inspections and pay fees. We have received a CLIA waiver
for both of our lateral flow rapid HIV tests that we market in the U.S. Specifically, the CLIA waiver was granted by the FDA for HIV 1/2 STAT-PAK® on
November 20, 2006 and for SURE CHECK® HIV 1/2 on October 22, 2007. In 2008 the FDA revised its CLIA waiver requirements so that an additional
prospective trial is required in order to demonstrate clinical utility by showing that the device is capable of identifying new infections when used by
untrained users. Our DPP® HIV 1/2 test received a CLIA waiver under these newer requirements on October 29, 2014,
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Pervasive and Continuing FDA Regulation

A host of regulatory requirements apply to our approved devices, including the quality system regulation (which requires manufacturers to follow elaborate
design, testing, control, documentation and other quality assurance procedures), the Medical Reporting Regulations (MDR) regulations (which require that
manufacturers report to the FDA specified types of adverse events involving their products), labeling regulations, and the FDA’s general prohibition against
promoting products for unapproved or “off-label” uses. Class II devices also can have special controls such as performance standards, post-market
surveillance, patient registries, and FDA guidelines that do not apply to Class I devices.

A noncomprehensive list of the regulatory requirements that apply to our approved products classified as medical devices or IVDs includes:
product listing and establishment registration, which helps facilitate FDA inspections and other regulatory action;

QSR, which requires manufacturers, including third-party manufacturers, to follow stringent design, testing, control, documentation and other quality
assurance procedures during all aspects of the development and manufacturing process;

labeling regulations and FDA prohibitions against the promotion of products for uncleared, unapproved or off-label use or indication;

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

approval of product modifications that affect the safety or effectiveness of one of our cleared devices;

medical device reporting regulations, which require that manufacturers comply with FDA requirements to report if their device may have caused or
contributed to a death or serious injury, or has malfunctioned in a way that would likely cause or contribute to a death or serious injury if the malfunction
of the device or a similar device were to recur;

post-approval restrictions or conditions, including post-approval study commitments;

post-market surveillance regulations, which apply when necessary to protect the public health or to provide additional safety and effectiveness data for
the device;

the FDA’s recall authority, whereby it can ask, or under certain conditions order, device manufacturers to recall from the market a product that is in
violation of governing laws and regulations;

regulations pertaining to voluntary recalls; and,

notices of corrections or removals.

Our Medford, New York facility is currently registered as an establishment with the FDA. We and any third-party manufacturers are subject to announced
and unannounced inspections by the FDA to determine our compliance with quality system regulation and other regulations.

21st Century Cures Act

The 21st Century Cures Act, enacted in December 2016, contains several sections specific to medical device innovations. The Company believes that
implementation of the 21st Century Cures Act may have a positive impact on its businesses by facilitating innovation and/or reducing the regulatory burden
imposed on medical device manufacturers.

Government Regulation of Medical Devices for Animal Subjects

We currently sell, market, or distribute two veterinary devices in the United States: DPP® VetTB Assay for Cervids and DPP® VetTB Assay for Elephants.
Diagnostic tests for animal health infectious diseases, including our veterinary devices for the prevention and/or treatment of animal disease, are regulated in
the U.S. by the Center for Veterinary Biologics within the United States Department of Agriculture (USDA) Animal and Plant Health Inspection Service
(APHIS) under the Virus, Serum, and Toxin Act of 1913. As a requirement, our veterinary devices were approved by APHIS before they could be sold in the
U.S.

The APHIS regulatory approval process involves the submission of product performance data and manufacturing documentation. Following regulatory
approval to market a product, APHIS requires that each lot of product be submitted for review before release to customers. In addition, APHIS requires
special approval to market products where test results are used in part for government-mandated disease management programs.

Environmental Laws

To date, we have not encountered any costs relating to compliance with any environmental laws.

Intellectual Property

Intellectual Property Strategy



Our intellectual property strategy is to: (1) build our own intellectual property portfolio around our DPP® technology; (2) pursue licenses, trade secrets and
know-how within the area of rapid point-of-care testing; and, (3) develop and acquire proprietary positions to certain reagents.
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DPP® Intellectual Property

We have obtained patent coverage on our DPP® technology, including numerous patents in the United States, China, Malaysia, Eurasia, Mexico, Singapore,
Japan, Australia, Indonesia, Korea and the U.K. Additional patent applications on our DPP® technology are pending in the U.S., as well as in many foreign
countries such as Brazil, Canada, the European Union, India, Israel, and South Africa.

The DPP® technology provides us with our own intellectual property. We believe it provides us with freedom to operate, which enables us to develop tests
with better performance and unmatched capabilities compared with tests built on traditional lateral flow platforms. These advantages have allowed us to enter
into multiple technology collaborations based upon the DPP® technology, which we believe will provide new manufacturing and marketing opportunities. We
have filed other patent applications that we believe will strengthen the DPP® intellectual property and have also filed for patent protection for certain other
point-of-care technologies or applications thereof.

Trademarks

We have filed and obtained trademarks for our products, including DPP®, SURE CHECK®, STAT-VIEW®, and STAT-PAK®, as well as for the
SampleTainer®, which is used with certain DPP® products. Our trademarks have been obtained in the United States and certain other countries around the
world.

Trade Secrets and Know-How

We have developed a substantial body of trade secrets and know-how relating to the development and manufacture of lateral flow and DPP®-based diagnostic
tests, including but not limited to the sourcing and optimization of materials for such tests, and methods to maximize sensitivity, speed-to-result, specificity,
stability and reproducibility of our tests. We possess proprietary know-how to develop tests for multiple conditions using colored particles. Our formulations
enable long shelf lives of our rapid HIV and other tests, providing us with an important competitive advantage.

Lateral Flow Technology and Reagent Licenses

As of February 3, 2015 the royalty expenses related to certain lateral flow technology expired. These now allow us to produce STAT-PAK®, SURE CHECK®,
STAT-VIEW®, DIPSTICK®, and veterinary product lines free of those royalties.

Although we believe our DPP® IP is outside of the scope of all lateral flow patents of which we are aware, we consult with patent counsel, and seek licenses
and/or redesigns of products that we believe to be in our best interests. Because of the costs and other negative consequences of time-consuming patent
litigation, we often attempt to obtain a license on reasonable terms. Nevertheless, there is no assurance that the Alere lateral flow patents we have licensed
will not be challenged or that other patents containing claims relevant to our lateral flow or DPP® products will not be granted to third parties and that
licenses to such patents, will be available on reasonable terms, if any.

The peptides used in our rapid HIV tests were licensed to us by one or more third parties. We also have licensed the antigens used in other tests including our
Syphilis, Tuberculosis, Leptospirosis, Leishmaniasis and Chagas tests, and we may enter other license agreements. In prior years, we concluded license
agreements related to intellectual property rights owned by the United States associated with HIV-1, and, during the first quarter of 2008, we entered into a
sub-license agreement for HIV-2 with Bio-Rad Laboratories N.A., the exclusive licensee of the Pasteur Institute's HIV-2 intellectual property estate.

Corporate Information

We are a Nevada corporation that was formed in December 1985. Since inception, we have been involved in developing, manufacturing, selling and
distributing medical diagnostic tests, including rapid tests that detect a number of diseases and other conditions in humans and animals.

Stockholder Rights Agreement

On March 8, 2016, we entered into a Rights Agreement (the "Rights Agreement") between us and Action Stock Transfer Corp., as Rights Agent. Pursuant to
the Rights Agreement, we declared a dividend distribution of one Preferred Share Purchase Right (a "Right") for each outstanding share of our common
stock, par value $0.01 (the "Common Stock"), in the manner described below. The Board of Directors set the payment date for the distribution of the Rights
as March 8, 2016, and the Rights were distributed to our shareholders of record on that date. The Rights Agreement also provides that Rights are issued with
respect to any shares of our common stock that are newly issued after March 8, 2016, such as with respect to the Company's underwritten public offering in
February 2018. The description and terms of the Rights are set forth in the Rights Agreement.

Rights Initially Not Exercisable

The Rights are not exercisable until a Distribution Date. Until a Right is exercised, the holder thereof, as such, has no rights as a shareholder of the Company,
including, without limitation, the right to vote or to receive dividends.

Separation and Distribution of Rights

The Rights are to be evidenced by the certificates for shares of Common Stock registered in the names of the holders thereof, and not by separate rights
certificates until the earlier to occur of (i) the close of business on the tenth business day following a public announcement that an Acquiring Person (as
defined in the Rights Agreement) has acquired a Combined Ownership (as defined in the Rights Agreement) of 20% or more of the outstanding shares of the
Common Stock (the "Shares Acquisition Date") or (ii) the later of (A) the close of business on the tenth business day (or such later date as may be determined
by action of the Board of Directors prior to such time as any person or group of affiliated or associated persons becomes an Acquiring Person) after the date
that a tender or exchange offer or intention to commence a tender or exchange offer by any person is first published, announced, sent or given within the
meaning of Rule 14d-4(A) under the Securities Exchange Act of 1934, as amended, the consummation of which would result in any person having Combined
Ownership of 20% or more of the outstanding shares of the Common Stock, or (B) if such a tender or exchange offer has been published, announced, sent or
given before the date of the Rights Agreement, then the close of business on the tenth business day after the date the Rights Agreement was entered into (or
such later date as may be determined by action of the Board of Directors prior to such time as any person becomes an Acquiring Person); (the earlier of such



dates referred to in (i) and (ii), which date may include any such date that is after the date of the Rights Agreement but prior to the issuance of the Rights,
being called the "Distribution Date").
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Glossary
AIDS Acquired Immunodeficiency Syndrome. AIDS is caused by the Human Immunodeficiency Virus, HIV.
ALGORITHM For rapid HIV testing, this refers both to method or protocol (in developing countries to date) for using rapid tests from different

(parallel or serial)

manufacturers in combination to screen and confirm patients at the point-of-care, and may also refer to the specific tests that have been
selected by an agency or ministry of health to be used in this way. A parallel algorithm uses two screening tests from different
manufacturers and a tie-breaker test only if there is a discrepancy between the screening tests results. A serial algorithm only uses a
second confirmatory test if there is a positive result from the screening test, meaning that the number of confirmatory tests used is equal
to the positivity rate in the testing venue. A tie-breaker test resolves discrepancies between the screen and the confirmatory test.

ANTIBODY A protein which is a natural part of the human immune system produced by specialized cells to neutralize antigens, including viruses
and bacteria that invade the body. Each antibody-producing cell manufactures a unique antibody that is directed against, binds to and
eliminates one, and only one, specific type of antigen.

ANTIGEN Any substance which, upon entering the body, stimulates the immune system leading to the formation of antibodies. Among the more
common antigens are bacteria, pollens, toxins, and viruses.

ANVISA The National Health Surveillance Agency of Brazil.

ARVs Anti-retroviral medications developed to fight AIDS.

CDC United States Centers for Disease Control and Prevention.

CLIA waiver Clinical Laboratory Improvement Act designation that allows simple tests to be performed in point-of-care settings such as doctor’s
offices, walk-in clinics and emergency rooms.

DIAGNOSTIC Pertaining to the determination of the nature or cause of a disease or condition. Also refers to reagents or procedures used in diagnosis
to measure proteins in a clinical sample.

FIOCRUZ The Oswaldo Cruz Foundation of Brazil.

FDA United States Food and Drug Administration.

IgG IgG or Immunoglobulin are proteins found in human blood. This protein is called an “antibody” and is an important part of the body’s
defense against disease. When the body is attacked by harmful bacteria or viruses, antibodies help fight these invaders.

IgM IgM or Immunoglobulin M are proteins found in human blood. This protein is called an "antibody" and is an important part of the
body's defense against disease. When the body is attacked by harmful bacteria or viruses, antibodies help fight these invaders.

NGO Non-Governmental Organization.

OTC Over-the-Counter.

PEPFAR The President’s Emergency Plan for AIDS Relief.

PMA Pre-Marketing Approval —FDA approval classification for a medical device that is not substantially equivalent to a legally marketed
device or is otherwise required by statute to have an approved application. Rapid HIV tests must have an approved PMA application
before marketing of such a product can begin.

PROTOCOL A procedure pursuant to which an immunodiagnostic test is performed on a particular specimen in order to obtain the desired reaction.

REAGENT A chemical added to a sample under investigation in order to cause a chemical or biological reaction which will enable measurement or
identification of a target substance.

RETROVIRAL A type of virus which contains the enzyme Reverse Transcriptase and is capable of transforming infected cells to produce diseases in the
host such as AIDS.

SENSITIVITY Refers to the ability of an assay to detect and measure small quantities of a substance of interest. The greater the sensitivity, the smaller
the quantity of the substance of interest the assay can detect. Also refers to the likelihood of detecting the antigen when present.

SPECIFICITY The ability of an assay to distinguish between similar materials. The greater the specificity, the better an assay is at identifying a
substance in the presence of substances of similar makeup.

USDA U.S Department of Agriculture.

WHO World Health Organization.

ITEM 1A. RISK FACTORS

You should carefully consider each of the following risk factors and all of the other information provided in this Form 10-K in considering whether to make or
continue to hold an investment in our Common Stock. The risks described below are those we currently believe may materially affect us. An investment in our
Company involves a high degree of risk, and should be considered only by persons who can afford the loss of their entire investment. Although we believe
that these risks are the most important for you to consider, you should read this section in conjunction with our financial statements, the notes to those
financial statements and our management's discussion and analysis of financial condition and results of operations included in our periodic reports and
incorporated into this Form 10-K by reference.

Risks Related to Our Business
There are competing products that could significantly reduce our U.S. sales of rapid HIV tests.

In 2006 Alere, Inc. acquired a division from Abbott Diagnostic located in Japan that manufactured and marketed a rapid HIV test product line called
Determine®. The Determine® format was developed for the developing world and remote settings and, central to the needs of that market. The format is
essentially a test strip that is integrated into a thin foil wrapper. When opened, the underside of the wrapper serves as the test surface for applying the blood
sample and performing the test. This design reduces costs and shipping weights and volumes and provides an advantage for the developing world markets it
serves. Some of the disadvantages of the platform are the amount of blood sample that is needed (50 microliters versus 2.5, 5 and 10 for our lateral flow
barrel, lateral flow cassette, and DPP® products respectively), the open nature of the test surface, and the absence of a true control that differentiates
biological from other kinds of samples.

The so-called "3rd generation" version of this product has been marketed for many years and is the leading rapid HIV test that is used in a large majority of
the national algorithms of countries funded by PEPFAR and the Global Fund, as well as many other countries in the world. That product is not FDA-
approved though it is CE marked. The newest Determine® HIV version, which was developed and manufactured by Alere's subsidiary in Israel, Orgenics, is
the so-called "4th Generation" version Determine® test. According to its claims, this product detects HIV antibodies and P24 HIV antigens. Because the P24
antigen is known to occur in HIV-positive individuals' blood samples before antibodies do, the 4th generation Determine® test is designed to detect HIV
infection earlier than tests that solely rely on antibody detection. Chembio's tests, as well as all of the other currently FDA-approved rapid HIV tests, only
detect antibodies. There are however laboratory tests that are FDA-approved that are "4th generation" tests, but they are neither rapid nor point-of-care.
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The initial "4th generation" Alere Determine® rapid test product that was also CE marked and that Alere launched internationally some years ago has not
been successfully commercialized to the best of our knowledge and at least certain published studies were not favorable for this product. The 4th generation
product that is now FDA-approved was apparently modified as compared to the initial international version, and it may perform more satisfactorily. Alere
received FDA approval of this modified product in August 2013 and CLIA waiver for it in December 2014. Alere is also aggressively pursuing development
of the market for this product. Moreover there is support by a number of key opinion leaders for the public health value of such 4th generation tests, and this
product represents a significant competitive threat to Chembio as well as to each of the other rapid HIV test manufacturers (OraSure and Trinity primarily).

During 2011, Biolytical, Inc. of Vancouver, Canada received FDA approval and in 2012 received CLIA waiver of a flow-through rapid HIV test called
"INSTI". The flow-through technology used in the INSTT test is older than lateral flow, and requires handling of multiple components (3 vials of solution) to
perform the test in multiple steps. However, these steps can be accomplished in less than ten minutes, and the actual test results occur in only one minute
after those steps are completed. Therefore sample-to-result time is shorter than any of the competitive products. The product also has good performance
claims. There are settings where that reduced total test time, despite the multiple steps required, may be a distinct advantage, and we believe Biolytical has
made some progress in penetrating certain public health markets.

Therefore, even though our lateral flow products currently enjoy a substantial market share in the U.S. rapid HIV test market, and we have an additional rapid
HIV test, the DPP® HIV 1/2 Assay, there a number of risks and uncertainties concerning current and anticipated developments in this market. Although we
have no specific knowledge of any other new product that is a significant competitive threat to our products, or that will render our products obsolete, if we
fail to maintain and enhance our competitive position or fail to introduce new products and product features, our customers may decide to use products
developed by our competitors, which could result in a loss of revenues and cash flow.

More generally, the point-of-care diagnostics industry is undergoing rapid technological changes, with frequent introductions of new technology-driven
products and services. As new technologies become introduced into the point-of-care diagnostic testing market, we may be required to commit considerable
additional efforts, time and resources to enhance our current product portfolio or develop new products. We may not have the available time and resources to
accomplish this, and many of our competitors have substantially greater financial and other resources to invest in technological improvements. We may not
be able to effectively implement new technology-driven products and services or be successful in marketing these products and services to our customers,
which would materially harm our operating results.

Although we own our DPP® patent, lateral flow technology is still a competitive platform to DPP®, and lateral flow technology has a lower cost of
manufacture than DPP® products. Although the DPP® platform has shown improved sensitivity as compared with conventional lateral flow platforms in a
number of studies, several factors go into the development and performance attributes of products. Therefore the ability of our products to successfully
compete will depend on several other factors, including but not limited to our having a patented rapid test platform technology that differentiates DPP® from
lateral flow as well as from other diagnostic platform technologies.

We believe that our DPP® is outside of the scope of currently issued patents in the field of lateral flow technology, thereby offering the possibility of greater
freedom to operate. However there can be no assurance that our patents or our products incorporating the patent claims will not be challenged at some time in
the future.

Our Competitors May Develop and Commercialize More Effective or Successful Products, and Our Research, Development and Commercialization
Efforts May Not Succeed.

We must regularly commit substantial resources to research and development and the commercialization of our new or enhanced products. The research and
development process usually takes a long time from inception to commercial launch. During each stage of this process there is a substantial risk that we will
not achieve our goals in a timely fashion, or at all, and we may have to abandon a new or enhanced product in which we have invested substantial time and
money. We expect to continue to incur significant costs related to our research and development activities.

Our products require significant development and investment prior to commercialization, including testing to demonstrate the products performance
capabilities, cost-effectiveness or other benefits. We must obtain regulatory approval before most products may be sold and additional development efforts on
these products may be required before the products will be reviewed. However, regulatory authorities may not approve these products for commercial sale or
may substantially delay or condition such approval. There may be little or no market for the product and entry into or development of new markets for our
products may require an investment of substantial resources even if all applicable regulatory approvals are obtained. Furthermore, we may spend a significant
amount of money on advertising or other activities and still fail to develop a market for the product. The success of our efforts may be affected by our ability
to manufacture products in a cost-effective manner, whether we can obtain necessary intellectual property rights and protection and our ability to obtain
reimbursement authorizations in the markets where the product will be sold. Therefore, if we fail to develop and gain commercial acceptance for our
products, or if competitors develop more effective products or a greater number of successful new products, customers may decide not to purchase our
products.

Our Products May Not be Able to Compete With New Diagnostic Products or Existing Products Developed by Well-Established Competitors, Which
Would Negatively Affect Our Business.

The diagnostic industry is focused on the testing of biological specimens in a laboratory or at the point-of-care and is highly competitive and rapidly
changing. Some of our principal competitors may have considerably greater financial, technical and marketing resources than we do. Several companies
produce diagnostic tests that compete directly with our testing product line, including but not limited to, OraSure Technologies, Alere and Trinity Biotech.
Furthermore these and/or other companies have or may have products incorporating molecular and/or other advanced technologies that over time could
directly compete with our testing product line. As new products incorporating new technologies enter the market, our products may become obsolete or a
competitor's products may be more effective or more effectively marketed and sold.

Our Business Prospects May be Negatively Affected if We Fail to Achieve Our Financial and Strategic Objectives.

There is no assurance that we will be successful in implementing our financial and strategic objectives, including our efforts to increase sales of our products.
For example, the funds for research, clinical development and other projects have in the past come primarily from our business operations. If the sale of our
products slows and we have less money available to fund research and development and clinical programs, we will have to cut certain programs. If adequate



financial, personnel, equipment or other resources are not available, we may be required to delay or scale back our business. If our total revenue and gross
profits do not correspondingly increase or if our technology, product, clinical and market development efforts are unsuccessful or delayed, our operations will
be negatively affected. Furthermore, our failure to successfully introduce new or enhanced products and develop new markets could have a material adverse
effect on our business and prospects.

Our Future Revenues and Operating Results May be Negatively Affected by the Ongoing Consolidation in the Healthcare Industry.

There has been a significant amount of consolidation in the healthcare industry. This consolidation has increased the competition to provide goods and
services to customers. In addition, group purchasing organizations and integrated health delivery networks have served to concentrate purchasing decisions
for some customers, which has also placed pricing pressure on medical device suppliers. Due to ongoing consolidation, there could be additional pressure on
the prices of our products.
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Our Continued Growth Depends on Retaining Our Current Key Employees and Attracting Additional Qualified Personnel, and We May Not Be
Able to Do So.

Our success will depend to a large extent upon the skills and experience of our executive officers, management and sales, marketing, operations and scientific
staff. We may not be able to attract or retain qualified employees in the future due to the intense competition for qualified personnel among medical products
businesses, geographic considerations, our ability to offer competitive compensation, relocation packages, benefits, and/or other reasons.

If we are not able to attract and retain the necessary personnel to accomplish our business objectives, we may experience constraints that will adversely affect
our ability to effectively manufacture, sell and market our products to meet the demands of our strategic partners in a timely fashion, or to support internal
research and development programs. Although we believe we will be successful in attracting and retaining qualified personnel, competition for experienced
scientists and other personnel from numerous companies and academic and other research institutions may limit our ability to do so on acceptable terms.

We have entered into employment contracts with our Chief Executive Officer, John Sperzel; our Chief Financial Officer, Neil Goldman; our President of the
Americas, Sharon Klugewicz; and our Chief Scientist & Technology Officer , Javan Esfandiari. Due to the specific knowledge and experience of these
executives regarding the industry, technology and market, the loss of the services of any one of them could have a material adverse effect on the Company.
The contract with Mr. Sperzel expires March 2020. The contract with Mr. Esfandiari has a term of three years ending March 2019. The contract with Ms.
Klugewicz expires May 2019. The contract with Mr. Goldman expires December 2018. The Company has obtained a key man insurance policy on Mr.
Esfandiari.

We May Not Generate the Expected Benefits of Our Acquisitions or Investments and They Could Disrupt Our Ongoing Business, Distract Our
Management, Increase Our Expenses and Negatively Affect Our Business.

As a way for us to grow our business, we may pursue strategic acquisitions or investments. These activities, and their impact on our business, are subject to
many risks, including the following: (i) the benefits expected to be derived from an acquisition or investment may not materialize and could be affected by
numerous factors, such as regulatory developments, insurance reimbursement, our inexperience with new businesses or markets, general economic conditions
and increased competition; (ii) we may be unable to successfully integrate an acquired company’s personnel, assets, management, information technology
systems, accounting policies and practices, products and/or technology into our business; (iii) we may not be able to accurately forecast the performance or
ultimate impact of an acquired business; and (iv) an acquisition may result in the incurrence of unexpected expenses, stockholder lawsuits, the dilution of our
earnings or our existing stockholders’ percentage ownership, or potential losses from undiscovered liabilities not covered by an indemnification from the
seller(s) of the acquired business.

If these factors occur, we may be unable to achieve all or a significant part of the benefits expected from an acquisition or investment. This may adversely
affect our financial condition, results of operations and ability to grow our business or otherwise achieve our financial and strategic objectives.

Third-Party Reimbursement Policies and Potential Cost Constraints Could Negatively Affect Our Business.

The list of our product end-users includes hospitals, physicians and other healthcare providers. If these end-users do not receive adequate reimbursement for
the cost of our products from their patients’ healthcare insurers or payors, the use of our products could be negatively impacted. Furthermore, the net sales of
our products could also be adversely affected by changes in reimbursement policies of government or private healthcare payors.

Hospitals, physicians and other healthcare providers who purchase diagnostic products in the United States generally rely on third-party payors, such as
private health insurance plans, Medicare and Medicaid, to reimburse all or part of the cost of the product. Due to the overall escalating cost of medical
products and services, there is increased pressures on the healthcare industry, both foreign and domestic, to reduce the cost of products and services. Given
the efforts to control and reduce healthcare costs in the United States, available levels of reimbursement may change for our existing products or products
under development. Third-party reimbursement and coverage may not be available or adequate in either the United States or international markets, current
reimbursement amounts may be decreased in the future and future legislation, and regulation or reimbursement policies of third-party payors, may reduce the
demand for our products or our ability to sell our products on a profitable basis.

To the Extent That We Are Unable to Collect Our Outstanding Accounts Receivable, Our Operating Results Could be Materially Harmed.

There may be circumstances and timing that require us to accept payment terms, including delayed payment terms, from distributors or customers, which, if
not satisfied, could cause financial losses.

We generally accept payment terms which require us to ship product before the contract price has been paid fully, and there also are circumstances pursuant to
which we may accept further delayed payment terms pursuant to which we may continue to deliver product. To the extent that these circumstances result in
significant accounts receivables and those accounts receivables are not paid on a timely basis, or are not paid at all, especially if concentrated in one or two
customers, we could suffer financial losses.

The Ongoing Changes in Healthcare Regulation Could Negatively Affect Our Revenues, Business and Financial Condition.

There have been several proposed changes in the United States at the federal and state level for comprehensive reforms regarding the payment for, the
availability of and reimbursement for healthcare services. These proposals have ranged from fundamentally changing federal and state healthcare
reimbursement programs, including providing comprehensive healthcare coverage to the public under government-funded programs, to minor modifications
to existing programs. One example is the Patient Protection and Affordable Care Act, the Federal healthcare reform law enacted in 2010 (the “Affordable
Care Act”).

Healthcare reform initiatives will continue to be proposed, and may reduce healthcare related funding in an effort. It is impossible to predict the ultimate
content and timing of any healthcare reform legislation and its resulting impact on us. If significant reforms are made to the healthcare system in the United
States, or in other jurisdictions, those reforms may increase our costs or otherwise negatively effect on our financial condition and results of operations.

We Believe Our Success Depends In Part on the Continued Funding of and Our Ability to Participate in Large Testing Programs in the U.S. and
Worldwide. Funding of These and or Similar Programs May be Reduced, Discontinued and/or We May Not be Able to Participate for Other
Reasons.



We believe it to be in our best interests to meaningfully participate in large testing programs. Moreover many of these programs are funded by governments
and other donors, and there can be no assurance that funding will not be reduced or completely discontinued. Participation in these programs also requires
alignment and engagement with the many other participants in these programs, including WHO, CDC, U.S. Agency for International Development, foreign
governments and their agencies, non-governmental organizations, and HIV service organizations. If we are unsuccessful in our efforts to participate in these
programs, our operating results could be materially harmed.
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In December 2013 President Obama signed into law the PEPFAR Stewardship and Oversight Act, which is the most recent reauthorization of PEPFAR.
However, unlike the 2008 PEPFAR authorization, which authorized approximately $45 billion in funding, the new law does not authorize a specific dollar
amount for funding.

Developing Testing Guidelines Could Negatively Affect The Sales of Our Products.

Government agencies may issue diagnostic testing guidelines or recommendations, which can alter the usage of our HIV testing products. New laws or
guidelines, or changes to existing laws or guidelines, and the manner in which these new or changed laws and guidelines are interpreted and applied, could
impact the degree to which our testing products are used. These developments could affect the frequency of testing, the number of people tested and whether
the testing products are used broadly for screening large populations or in a more limited capacity. These factors could in turn affect the level of sales of our
products and our results of operations.

Legislative and Other Regulatory Changes Could Have An Effect On Our Business.

The current U.S. Presidential Administration has promised to repeal and replace the Affordable Care Act, expressed concerns with respect to existing trade
agreements, and has indicated a desire to make other regulatory changes during his administration. Changes in regulatory or economic conditions or in the
laws and policies governing foreign trade, taxes, manufacturing, and development in the United States could impact our business. Economic and regulatory
changes could also affect foreign currency exchange rates which, in turn, could affect our reported financial results and our competitiveness on a worldwide
basis.

Developments Related To The U.K.’s Referendum On Membership in The E.U. Could Adversely Affect Us.

On June 23, 2016, the United Kingdom (“U.K.”) voted in favor of leaving the European Union, or E.U. Following this “Brexit” referendum there has been
increased political and economic uncertainty, particularly in the U.K. and E.U. and this uncertainty may last for the foreseeable future. Until the terms and
timing of the U.K.’s exit from the E.U. are finalized, it will be difficult to predict the impact of Brexit. Our business in the U.K., the E.U. and world-wide
could be negatively affected during this period of uncertainty, and perhaps longer. The decision of voters in the U.K. to exit the E.U. could cause volatility in
global financial markets, such as global currency exchanges, resulting in a slow-down in economic activity in the U.K., Europe or globally, and result in
significant regulatory changes and uncertainty. These events could make it more difficult or costly to sell our products, particularly in the U.K. and Europe,
and negatively affect our revenues and results of operations. The Brexit referendum may also influence other countries and result in additional countries
deciding to leave the E.U. This in turn could result in additional changes and uncertainty, any or all of which could negatively impact our business.

We Could be Exposed To Liability if We Experience Security Breaches or Other Disruptions and it Could Harm Our Reputation and Business.

We may be subject to cyber-attacks whereby computer hackers may attempt to access our computer systems or our third party IT service provider’s systems
and, if successful, misappropriate personal or confidential information. In addition, a contractor or other third party with whom we do business may attempt to
circumvent our security measures or obtain such information, and may purposefully or inadvertently cause a breach involving sensitive information. We will
continue to evaluate and implement additional protective measures to reduce the risk and detect cyber incidents, but cyber-attacks are becoming more
sophisticated and frequent and the techniques used in such attacks change rapidly. Even though we take cyber-security measures that are continuously
reviewed and updated, our information technology networks and infrastructure may still be vulnerable due to sophisticated attacks by hackers or breaches.

Even the most well protected IT networks, systems, and facilities remain potentially vulnerable because the techniques used in security breaches are
continually evolving and generally are not recognized until launched against a target and, in fact, may not be detected. Any such compromise of our or our
third party’s IT service providers’ data security and access, public disclosure, or loss of personal or confidential business information, could result in legal
claims proceedings, liability under laws to protect, privacy of personal information, and regulatory penalties, disrupt our operations, require significant
management attention and resources to remedy any damages that result, damage our reputation and customers willingness to transact business with us, any of
which could adversely affect our business.

Our Ability to Efficiently Operate Our Business is Reliant on Information Technology and Any Material Failure, Inadequacy, Interruption or
Security Breach of that Technology Could Harm Our Business.

We rely heavily on complex information technology systems across our operations and on the internet, including for management of inventory, invoices,
purchase orders, shipping, interactions with our third-party logistics provider, revenue and expense accounting, consumer call support, online business, and
various other processes and transactions. Our ability to effectively manage our business, coordinate the production, distribution and sale of our products,
respond to customer inquiries, and ensure the timely and accurate recording and disclosure of financial information depends significantly on the reliability
and capacity of these systems and the internet.

If any of the foregoing systems fails to operate effectively, problems with transitioning to upgraded or replacement systems, or disruptions in the operation of
the internet, could cause delays in product sales and reduced efficiency of our operations. Significant expenditures could be required to fix any such problem.

If There is an Increase in Demand for Our Products, it Could Require Us to Expend Considerable Resources or Harm Our Customer Relationships
if We are Unable to Meet That Demand.

If there are significant or unexpected increases in the demand for our products, we may not be able to meet that demand without expending additional capital
resources. This would increase our capital costs, which could negatively affect our earnings. In addition, new manufacturing equipment or facilities may
require FDA approval before they can be used to manufacture our products. To the extent we are unable to obtain or are delayed in obtaining such approvals,
our ability to meet the demand for our products could be adversely affected. Furthermore, our suppliers may be unable or unwilling to expend the necessary
capital resources or otherwise expand their capacity, which could negatively affect our business.

Our business could be negatively affected if we or our suppliers are unable to develop necessary manufacturing capabilities in a timely manner. If we fail to
increase production volumes in a cost effective manner or if we experience lower than anticipated yields or production problems as a result of changes that we



or our suppliers make in our manufacturing processes to meet increased demand, we could experience shipment delays or interruptions and increased
manufacturing costs, which could also have a material adverse effect on our revenues and profitability.

If there are unexpected increases in demand for our products, we may be required to obtain additional raw materials in order to manufacture products to meet
the increase in demand. However, some raw materials require significant ordering lead time and some are currently obtained from a sole supplier or a limited
group of suppliers. It is also possible that one or more of our suppliers may become unwilling or unable to deliver materials to us. Any shortfall in our supply
of raw materials and components, or our inability to quickly and cost-effectively obtain alternative sources for this supply, could have a material adverse
effect on our ability to meet increased demand for our products. This could negatively affect our total revenues or cost of sales and related profits.
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If we are unable to meet customer demand for our products, it could also harm our relationships with our customers and impair our reputation within the
industry. This, in turn, could have a material adverse effect on our business.

Risks Related to Our Products
For Our Business to Succeed in the Future, Our Current and Future Products Must Receive Market Acceptance.

The market acceptance and the timing of such acceptance, of our new products or technologies is necessary for our future success. To achieve market
acceptance, we and/or our distributors will likely be required to undertake substantial efforts and spend significant funds to inform every one of the existence
and perceived benefits of our products. We also may require government funding for the purchase of our products may be needed to help create market
acceptance and expand the use of our products.

It may be difficult evaluate the market reaction to our products and our marketing efforts for new products may not be successful. The government funding
we receive may be limited for new products. As such, there can be no assurance that any products will obtain significant market acceptance and fill the
market need that is perceived to exist on a timely basis, or at all.

We May Not Have Sufficient Resources to Effectively Introduce and Market Our Products, Which Could Materially Harm Our Operating Results.

Introducing and achieving market acceptance for our rapid HIV tests and other new products will require substantial marketing efforts and will require us
and/or our contract partners, sales agents, and/or distributors to make significant expenditures of time and money. In some instances we will be significantly
or totally reliant on the marketing efforts and expenditures of our contract partners, sales agents, and/or distributors. If they do not have or commit the
expertise and resources to effectively market the products that we manufacture, our operating results will be materially harmed.

Other Providers of Diagnostic Tests and Sample Collection Products Will Likely Provide Us with Substantial Competition.

Our competitors make similar products to ours. A number of our competitors are making investments in technologies and products, and may have a
competitive advantage because of their greater financial, technical, research and other resources. Some competitors offer broader product lines and may have
greater name recognition than we have. We also face competition from certain of our distributors or former customers that have created or may decide to
create, their own products to compete with ours. If our competitors’ products take market share from our products through more effective marketing or
competitive pricing, our revenues, margins and operating results could be adversely affected. In addition, our revenues and operating results could be
negatively impacted if some of our customers internally develop or acquire their own sample collection devices and use those devices in place of our products
in order to reduce costs.

New Developments in Health Treatments and Non-Diagnostic Products May Reduce or Eliminate the Demand For Our Products.

The development and commercialization of products outside of the diagnostics industry could adversely affect sales of our products. For example, the
development of a safe and effective vaccine to HIV or treatments for other diseases or conditions that our products are designed to detect, could reduce or
eventually eliminate the demand for our HIV or other diagnostic products and result in a loss of revenues.

The Sales Cycles for Our Products Can Be Lengthy, Which Can Cause Variability and Unpredictability in Our Business.

Some of our products may require lengthy and unpredictable sales cycles, which makes it more difficult to accurately forecast revenues in a given period and
may cause revenues and operating results to vary from period to period. Our products may involve sales to large public and private institutions which may
require many levels of approval and may be dependent on economic or political conditions and the availability of grants or funding from government or
public health agencies which can vary from period to period. There can be no assurance that purchases or funding from these agencies will occur or continue,
especially if current negative economic conditions continue or intensify. As a result, we may expend considerable resources on unsuccessful sales efforts or
we may not be able to complete transactions at all or on a schedule and in an amount consistent with our objectives.

Our Insurance May be Inadequate to Cover Our Potential Business Risks.

We believe that our present product liability and other insurance coverage is sufficient to cover our current estimated exposures, but we cannot be sure that we
will not incur liabilities in excess of our policy limits. Although we believe that we will be able to continue to obtain adequate coverage in the future, there is
no assurance that we will be able to do so.

Due to the Use of Our Products, We May Face Product Liability Claims for Injuries.

If any of our products, or any product which is made with the use or incorporation of any of our technologies, causes injury of any type or is found otherwise
unsuitable during product testing, manufacturing, marketing, sale or usage, we may subject to liability. We may not be successful in defending any product
liability lawsuits brought against us. Regardless of merit or eventual outcome, product liability claims could result in (i) decreased demand for our products;
(ii) damage to our image or reputation; (iii) lost revenues; and (iv) incurrence of damages payable to plaintiffs

Legal Proceedings May Cause Us to Suffer Monetary Damages or Incur Substantial Costs.

In the future we may become involved in various legal proceedings arising out of our businesses. These may include negligence claims, commercial disputes
or other lawsuits arising in the ordinary course of business. These lawsuits may result in damages, sometimes in substantial amounts, for commercial or
personal injuries allegedly suffered. An adverse ruling or rulings in one or more such lawsuits could result in the termination or modification of a material
contract or otherwise have a material adverse effect on our business.

Our Customers May Not Adopt Rapid Point-of-Care Diagnostic Testing.

Rapid point-of-care tests are beneficial because, among other things, they can be administered by healthcare providers in their own facilities or used by
consumers at home without sending samples to central laboratories. But currently the majority of diagnostic tests used by physicians and other healthcare



providers in the U.S. are provided by clinical reference laboratories and hospital-based laboratories. In some international markets, such as Europe, diagnostic
testing is performed primarily by centralized laboratories. Future sales of our products will depend, in part, on our ability to expand market acceptance of
rapid point-of-care testing and successfully compete against laboratory testing methods and products. However, we expect that clinical reference and other
hospital-based laboratories will continue to compete vigorously against our rapid point-of-care products. Even if we can demonstrate that our products are
more cost effective, save time, or have better performance or other benefits, physicians, other healthcare providers and consumers may resist changing to
rapid point-of-care tests and instead may choose to obtain diagnostic results through laboratory tests. If we fail to achieve and expand market acceptance of
our rapid point-of-care diagnostic tests with customers, it would have a negative effect on our future sales growth.
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If Our Products Do Not Perform Properly, It May Affect Our Revenues, Stock Price and Reputation.

Our products may not perform as expected. For example, a defect in one of our diagnostic products or a failure by a customer to follow proper testing
procedures may cause the product to report inaccurate information. Identifying the root cause of a product performance or quality issue can be difficult and
time consuming.

If our products do not to perform in accordance with the applicable label claims or otherwise in accordance with the expectations or needs of our customers,
customers may switch to a competing product or otherwise stop using our products, and our revenues could be negatively affected. If this occurs, we may be
required to implement holds or product recalls and incur warranty obligations. Furthermore, the poor performance by one or more of our products could have
an adverse effect on our reputation, our continuing ability to sell products and the price of our Common Stock.

If We Expand Our International Presence, It May Increase Our Risks and Expose Our Business to Regulatory, Cultural or Other Challenges.

We will continue to try to increase revenue derived from international sales of our products. There are several of factors that could adversely affect the
performance of our business and/or cause us to incur substantially increased costs because of our international presence and sales, including: (i) uncertainty in
the application of foreign laws and the interpretation of contracts with foreign parties; (ii) cultural and political differences that favor local competitors or
make it difficult to effectively market, sell and gain acceptance of our products; (iii) exchange rates, currency fluctuations, tariffs and other barriers, extended
payment terms and dependence on international distributors or representatives; (iv) trade protection measures, trade sanctions and import/export licensing
requirements; (v) our inability to obtain or maintain regulatory approvals or registrations for our products; (vi) Economic conditions, political instability, the
absence of available funding sources, terrorism, civil unrest, war and natural disasters in foreign countries; (vii) Reduced protection for, or enforcement of,
our patents and other intellectual property rights in foreign countries; (viii) our inability to identify international distributors and negotiate acceptable terms
for distribution agreements; and (ix) restrictions on our ability to repatriate investments and earnings from foreign operations.

Economic, cultural and political conditions and foreign regulatory requirements may slow or prevent the manufacture of our products in countries other than
the United States. Interruption of the supply of our products could reduce revenues or cause us to incur significant additional expenses in finding an
alternative source of supply. Foreign currency fluctuations and economic conditions in foreign countries could also increase the costs of manufacturing our
products in foreign countries.

Financial Results, Economic, and Financing Risks

The Success of Our Business Depends On, in Addition to the Market Success of Our Products, Our Ability to Raise Additional Capital Through the
Sale of Debt or Equity or Through Borrowing, and We May Not be Able to Raise Capital or Borrow Funds on Attractive Terms and/or in Amounts
Necessary to Continue Our Business, or At All.

We were profitable for five consecutive years through 2013. Nevertheless, prior to 2009 we sustained significant operating losses since 2004, and we
incurred an operating loss each year for 2014 through 2017. We estimate that our resources are sufficient to fund our needs through the end of 2018 and
beyond. We have already made, and may continue to make, significant financial commitments to invest in our sales and marketing organization, regulatory
approvals, research and development including new technologies, and production capacity, including expanded facilities.

Our liquidity and cash requirements will depend on several factors. These factors include, among others, (1) the level of revenues; (2) the extent to which, if
any, that revenue level improves operating cash flows; (3) our investments in research and development, facilities, marketing, regulatory approvals, and other
investments we may determine to make; and (4) our investment in capital equipment and the extent to which it improves cash flow through operating
efficiencies. There are no assurances that we will generate positive cash flow for 2018 or, in the alternative, be successful in raising sufficient capital to fund
our needs after 2018.

Our U.S. market sales are difficult to predict in 2018 given (i) our early June 2014 termination of the agreement with a third party for exclusive distribution of
our cassette product in the U.S; and (ii) the May 31, 2016 termination of the agreement with a third party for exclusive distribution of our barrel product in the
U.S. As a result of these terminations, we expect to continue to experience higher average revenue per unit, and a lower volume of U.S. sales, of the cassette
and barrel products. Higher revenue per unit is anticipated because we previously sold these products to the exclusive U.S. distributor at a significantly lower
price than the price at which the distributor resold these products to customers (including re-sellers and distributors) in the United States. However at this
point with respect to the barrel product, this can occur only after any inventory that the exclusive U.S. distributor has accumulated is consumed, which may
take several months. In addition, in marketing these products directly, we are incurring substantial costs associated with developing our sales and marketing
organization and channel distribution partners.

We believe that underlying demand for HIV rapid testing in the United States remains strong, and that the restoration of some of the funding cutbacks from
sequestration and the implementation of the Affordable Care Act and of the United States Preventive Services Task Force recommendations will have a
positive impact on the development of the market. On the other hand, it is possible that changes to healthcare law in 2017 and thereafter could change this
and/or have a negative impact on the market for our products. Further, our products are well established and relied upon by a large installed base of
customers over many years of use in the U.S. global market, and we believe this is a strong advantage. We also believe that our DPP® HIV 1/2 Assay, for
which CLIA waiver was obtained in October 2014, for use with oral fluid or bloods samples will be able to serve new customers that were previously
unavailable to us with our lateral flow blood tests. However, development of new customers with this product is costly and time-consuming.

If we are unable to maintain or increase our revenues from domestic and/or international customers, our operating results will be materially harmed.

Although We Were Profitable From 2009 Through 2013, We Incurred a Net Loss For Each Year From 2014 Through 2017 and Cannot be Certain
that We Will be able to Sustain Profitability in the Future.

From the inception of Chembio Diagnostic Systems, Inc. in 1985 through the period ended December 31, 2008, we incurred net losses. We were then
profitable each year from 2009 through 2013. In 2014, 2015, 2016 and 2017, we made substantial expenditures for sales and marketing, regulatory
submissions, product development, production and warehouse capacity, and other purposes, and we incurred a net operating loss. Our ability to re-achieve
profitability in the future will primarily depend on our ability to increase sales of our products based on having made the aforementioned expenditures to



reduce production and other costs, and to successfully introduce new products and enhanced versions of our existing products into the marketplace. If we are
unable to increase our revenues at a rate that is sufficient to achieve profitability, or adequately control and reduce our operating costs, our operating results
would be materially harmed.
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We Base Our Estimates or Judgments Relating to Critical Accounting Policies on Assumptions That Can Change or Prove to be Incorrect.

Our financial statements have been prepared in accordance with accounting principles generally accepted in the United States and our discussion and analysis
of financial condition and results of operations is based on such statements. The preparation of financial statements requires management to make estimates
and assumptions that affect the amounts reported in the financial statements and accompanying notes. We continuously evaluate significant estimates used in
preparing our financial statements, including those related to (i) revenue recognition; (ii) stock-based compensation; (iii) allowance for uncollectible accounts
receivable; (iv) customer sales returns and allowances; (v) contingencies; and (vi) income taxes.

Our estimates are based on historical experience and various other assumptions that we believe to be reasonable, as set forth in our discussion and analysis of
financial condition and results of operations, the results of which form the basis for making judgments about the carrying values of assets and liabilities that
are not readily apparent from other sources. Actual results may differ from these and other estimates if our assumptions change or if actual circumstances
differ from those in our assumptions. If our operating results fall below the expectations of securities analysts and investors, the price of our Common Stock
may decline.

We May Fail to Meet Our Financial Projections and There May be Fluctuations in Our Financial Results.

From quarter to quarter and year to year, our operating results can fluctuate, which could cause our growth or financial performance to fail to meet the
expectations of investors and securities analysts. Our financial projections are based on a number of assumptions, including the estimated demand for our
products. However, sales to our distributors and other customers may not meet expectations because of lower than expected customer demand or other
factors, including continued economic volatility and disruption, reduced governmental funding, and other circumstances described elsewhere in this Form 10-
K. A variety of factors could also contribute to the variability of our financial results, including infrequent, unusual or unexpected changes in revenues or
costs.

Different products provide dissimilar contributions to our gross product margin. Accordingly, our operating results could also fluctuate and be negatively
affected by the mix of products sold and the relative prices and gross product margin contribution of those products. Failure to achieve operating results
consistent with the expectations of investors and securities analysts could adversely affect our reputation and the price of our Common Stock.

Our Operating Results May be Negatively Affected by Changes in Foreign Currency Exchange Rates.

In the past our exposure to foreign currency exchange