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NOTE REGARDING FORWARD-LOOKING STATEMENTS

Statements made in this report on Form 10-K that are not statements of historical information are forward-looking
statements within the meaning of Section 27A of the Securities Act of 1933, as amended (the “Securities Act’’) and
Section 21E of the Securities Exchange Act of 1934, as amended (the “Exchange Act’’). We have made these statements
in reliance on the safe harbor provisions of the Private Securities Litigation Reform Act of 1995. These statements are
subject to certain risks and uncertainties, which could cause actual results to differ materially from those projected or
anticipated. Although we believe our assumptions underlying our forward-looking statements are reasonable as of the
date of this report we cannot assure you that the forward-looking statements set out in this report will prove to be
accurate. We typically identify these forward-looking statements by the use of forward-looking words such as “expect,”
“potential,” “continue,” “may,” “will,” “should,” “could,” “would,” “seek,” “intend,” “plan,” “estimate,” “anticipate” or the ne
those words or other comparable words. Forward-looking statements contained in this report include, but are not

limited to, statements about:

29 ¢ EEINT3

Wwhether we can obtain approval from the U.S. Food and Drug Administration, or FDA, and foreign regulatory bodies,
to sell, market and distribute our therapeutics and devices under development;

our ability to successfully complete clinical trials of our pharmaceutical candidates under development, including
endoxifen and our intraductal microcatheters to administer therapeutics, including our study using fulvestrant;

the success, cost and timing of our product and drug development activities and clinical trials, including whether the
ongoing clinical study using our intraductal microcatheters to administer fulvestrant will enroll a sufficient number of
subjects, if any, or be completed in a timely fashion or at all;

our ability to contract with third-party suppliers, manufacturers and service providers, including clinical research
organizations, and their ability to perform adequately;

our ability to successfully develop and commercialize new therapeutics currently in development or that we might
1dent1fy in the future and in the time frames currently expected;
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our ability to successfully defend ongoing litigation, including the securities class action appeal from dismissal filed
against us on November 3, 2014, and other similar complaints that may be brought in the future, in a timely manner
and within the coverage, scope and limits of our insurance policies;

our ability to establish and maintain intellectual property rights covering our products;

our expectations regarding, and our ability to satisfy, federal, state and foreign regulatory requirements;

the accuracy of our estimates of the size and characteristics of the markets that our products and services may address;

our expectations as to future financial performance, expense levels and capital sources;

our ability to attract and retain key personnel; and

our ability to raise capital, including our ability to sell up to 467,650 shares of Common Ctock to Aspire Capital
¥und LLC (“Aspire Capital’) under the terms of the May 25, 2016 Common Stock purchase agreement with Aspire
Capital (the “Aspire Purchase Agreement”).

This Annual Report also contains estimates and other statistical data provided by third parties and by us relating to
market size and growth and other industry data. These and other forward-looking statements are presented as of the
date on which the statements are made. We have included important factors in the cautionary statements included in
this Annual Report, particularly in the section titled “ITEM 1A. RISK FACTORS,” that we believe could cause actual
results or events to differ materially from the forward-looking statements that we make. Our forward-looking
statements do not reflect the potential impact of any new information, future events or circumstances that may affect
our business after the date of this Annual Report. Except as required by law, we do not intend to update any
forward-looking statements after the date on which the statement is made, whether as a result of new information,
future events, circumstances or otherwise.

CORPORATE INFORMATION

Our corporate website is located at www.atossagenetics.com. Information contained on, or that can be accessed
through, our website is not a part of this report. We make available, free of charge through our website or upon written
request, our Annual Reports on Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form 8-K and other
periodic SEC reports, along with amendments to all of those reports, as soon as reasonably practicable after we file the
reports with the SEC.
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Unless otherwise noted, the term “Atossa Genetics” refers to Atossa Genetics Inc., a Delaware corporation, the terms
“Atossa,” the “Company,” “we,” “us,” and “our,” refer to the ongoing business operations of Atossa and the historic business c
The National Reference Laboratory for Breast Health Inc. (the “NRLBH”), whether conducted through Atossa Genetics

or the NRLBH; however unless the context otherwise indicates, references to “we,” “our” or the “Company” as they relate to
laboratory tests generally refers to activities conducted by the NRLBH. We were incorporated in Delaware in April

2009. Our principal executive offices are located at 107 Spring Street, Seattle, Washington 98104, and our telephone

number is (800) 351-3902.

Our name and logo, Atossa, and Atossa Genetics (stylized) are our registered trademarks. ArgusCYTE is our
registered service mark. This report also includes additional trademarks, trade names and service marks of third
parties, which are the property of their respective owners. You are advised to read this Annual Report on Form 10-K
in conjunction with other reports and documents that we file from time to time with the Securities and Exchange
Commission (the “SEC”). In particular, please read our definitive proxy statement, which will be filed with the SEC in
connection with our 2017 Annual Meeting of Stockholders, our Quarterly Reports on 10-Q and any Current Reports
on Form 8-K that we may file from time to time. You may obtain copies of these reports after the date of this annual
report from the SEC at the SEC’s Public Reference Room at 100 F Street, N.E., Washington, D.C. 20549. In addition
the SEC maintains information for electronic filers (including Atossa) at its website www.sec.gov. The public may
obtain information regarding the operation of the Public Reference Room by calling the SEC at 1-800-SEC-0330.
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PART I

ITEM 1. BUSINESS

Overview

We are a clinical-stage pharmaceutical company focused on the development of novel therapeutics and delivery
methods for the treatment of breast cancer and other breast conditions. Our leading program uses our patented
intraductal microcatheters which deliver pharmaceuticals through the breast ducts. We initiated a Phase 2 clinical
study in March 2016 using our microcatheters to deliver fulvestrant as a potential treatment of ductal carcinoma
in-situ, or DCIS, and breast cancer. This study was initiated at Columbia University Medical Center Breast Cancer
Programs and is in the process of being transferred to Montefiore Medical Center.

Our second development program involves the drug endoxifen, which we believe could be a potential treatment for a
variety of conditions, including for post-breast cancer therapy, preventative therapy as well as a potential therapy for
breast density and other breast health conditions. Endoxifen is an active metabolite of tamoxifen, which is an FDA
approved drug used by breast cancer patients to prevent recurrence as well as the occurrence of new breast cancer.
Within the endoxifen program, our initial pharmaceutical under development is oral endoxifen for breast cancer
patients who are refractory, or non-responsive, to tamoxifen. Certain research indicates that low endoxifen levels in
breast cancer patients taking oral tamoxifen may be correlated with a higher risk of recurrence as compared to breast
cancer patients with adequate endoxifen levels. We estimate that up to 50% of the one million women eligible to take
tamoxifen in the United States each year are refractory, meaning that they have inadequate endoxifen levels (for any
number of reasons including low levels of a liver enzyme) and they have an increased risk for breast cancer
recurrence.

We expect to complete the manufacturing of an initial supply of proprietary endoxifen and to initiate the endoxifen
Phase 1 clinical study in the second quarter of 2017. We plan to commence a Phase 2 clinical study of endoxifen in
the second half of 2017. We anticipate completing enrollment in the fulvestrant microcatheter study by August 2017.

We were incorporated in April of 2009 and our Common Stock is currently quoted on The NASDAQ Capital Market
under the symbol “ATOS.”

Our Clinical-Stage Programs Under Development
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Delivery of Therapeutics via our Microcatheters

We believe our patented intraductal microcatheters may be useful in delivering a number of therapeutics to the ducts
in the breast, the site of the majority of early breast cancers. Doing so is intended to provide a therapeutic directly to
the breast tissue while at the same time reducing delivery of the drug to healthy tissue. We must obtain FDA approval
of any drug delivered via our intraductal microcatheters devices, which will require expensive and time-consuming
studies in the current regulatory framework. For example, we must complete clinical studies to demonstrate the safety
and tolerability of fulvestrant using our delivery method. We may not be successful in completing these studies or
obtaining approval from the FDA or other applicable foreign regulatory authority.

Breast cancers and precancerous lesions are typically treated with systemically administered agents such as tamoxifen,
Faslodex, Perjeta and Herceptin; however, these drugs can cause serious side effects which may lead to poor patient
compliance with the drug regimens. Providing drug directly into the breast ducts targeting the site of the localized
cancerous lesions could reduce the need for systemic anti-cancer drugs, and potentially reduce or eliminate the
systemic side effects of the drugs and morbidity in such patients, and ultimately improve patient compliance and
ultimately reduce mortality.
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Fulvestrant Delivered via our Microcatheters

The initial drug we are studying using our microcatheters for intraductal delivery is fulvestrant. Fulvestrant is
FDA-approved for metastatic breast cancer. It is administered as a monthly injection of two shots, typically into the
buttocks. In 2012 a published study documented that the single dose cost of intramuscular fulvestrant was
approximately $12,000.

We own several pending patent applications directed to the treatment of breast conditions, including cancer, by the
intraductal administration of therapeutics including fulvestrant, and one issued patent directed to intraductal treatment
of breast conditions following a diagnosis of breast conditions using ductal fluid.

We do not yet have the FDA’s input, but based on our preliminary analysis, subject to FDA feedback, we believe that
the intraductal fulvestrant program could qualify for designation under the 505(b)(2) status. This would allow us to
file with only clinical data and without having to perform additional, significant clinical or pre-clinical studies. So the
path to market is potentially both faster and less expensive than a standard new drug application, or NDA, program.

To support this development program, we have successfully produced microcatheters for the fulvestrant Phase 2
clinical trial. The FDA has also issued a “Safe to Proceed” letter for our first Investigational New Drug application
(IND) for the Phase 2 study and the institutional review board approval has also been received.

In March 2016, we opened enrollment in the fulvestrant microcatheter study, which was initially being conducted by
The Columbia University Medical Center Breast Cancer Program. The principal investigator for this study transferred
from Columbia to Montefiore Medical Center in January 2017, and as a result we are in the process of transferring the
study to Montefiore. We expect to complete enrollment in the study by August 2017.

The study includes women with DCIS or Stage 1 or 2 invasive breast cancer slated for mastectomy or lumpectomy.
This study will assess the safety, tolerability and distribution of fulvestrant when delivered directly into breast milk
ducts of these patients compared to those who receive the same product intramuscularly. Six study participants will
receive the standard intramuscular fulvestrant dose of 500 mg to establish the reference drug distribution, and 24
participants will receive fulvestrant by intraductal instillation utilizing our microcatheter device. The total dose
administered via our microcatheters will not exceed 500 mg.

10
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The study was presented at the CTRC-AARC San Antonio Breast Cancer Symposium, which was held December
6-10, 2016. The study was presented in the “Ongoing Clinical Trials” category, which features studies that have not
been completed and which does not permit the presentation of study results.

Additional information about the study can be found
at: https://clinicaltrials. gov/ct2/show/NCT02540330 ’term=atossa&rank=2.

11
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Other Studies of Intraductal Administration using our Microcatheters

An October 2011 peer-reviewed paper published in Science Translational Medicine reported the results of a study
conducted at the Johns Hopkins Medical School demonstrating the prevention of breast cancer in rats with intraductal
non-systemic chemotherapy, and a proof-of-principle Phase 1 clinical trial involving 17 women with breast cancer
who subsequently received surgery. An accompanying editorial commented that “intraductal treatment could be
especially useful for women with premalignant lesions or those at high risk of developing breast cancer, thus
drastically improving upon their other, less attractive options of breast-removal surgery or surveillance (termed ‘watch
and wait’).”

In a December 2012 peer-reviewed paper published in Cancer Prevention Research, Dr. Susan Love and her
colleagues reported the results of a Phase I clinical trial of intraductal chemotherapy drugs administered into multiple
ducts within one breast in women awaiting mastectomy for treatment of invasive cancer. Thirty subjects were enrolled
in this dose escalation study conducted at a single center in Beijing, China. Under local anesthetic, one of two
chemotherapy drugs, carboplatin or pegylated liposomal doxorubicin (PLD), was administered into five to eight ducts
at three dose levels. Pharmacokinetic analysis has shown that carboplatin was rapidly absorbed into the bloodstream,
whereas PLD, though more erratic, was absorbed after a delay. Pathologic analysis showed marked effects on breast
duct epithelium in ducts treated with either drug compared with untreated ducts. The investigators concluded the study
showed the safety and feasibility of intraductal administration of chemotherapy drugs into multiple ducts for the
purpose of breast cancer prevention and that this was an important step towards implementing of this strategy as a
"chemical mastectomy," potentially eliminating the need for surgery.

Endoxifen

Our second development program involves the drug endoxifen, which is the most active metabolite of tamoxifen, and
which we believe could be a potential treatment for a variety of conditions, including for post-breast cancer therapy,
preventative therapy, as well as a potential therapy for breast density and other breast health conditions.

Within the endoxifen program, our initial pharmaceutical under development is oral endoxifen for breast cancer
patients who are refractory to tamoxifen. Endoxifen is an active metabolite of tamoxifen, which is an FDA approved
drug used by breast cancer patients to prevent recurrence as well as the occurrence of new breast cancer. Certain
research indicates that low endoxifen levels in breast cancer patients taking oral tamoxifen may be correlated with a
higher risk of recurrence as compared to breast cancer patients with adequate endoxifen levels. We believe that up to
50% of the one million women eligible to take tamoxifen in the United States each year are refractory, meaning that
they have inadequate endoxifen levels (for any number of reasons including low levels of a liver enzyme) and they
have an increased risk for breast cancer recurrence. We are also evaluating endoxifen as a potential preventive therapy
for breast cancer, a potential therapy to reduce mammographic density, and other breast health conditions.

12
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We have filed patent applications covering endoxifen and we are in the process of manufacturing an initial supply of
our proprietary endoxifen drug for initial Phase 1 studies. We expect to initiate the Phase 1 study in the second quarter
of 2017. We plan to conduct the Phase 1 study through a clinical research organization in Australia, pending approval
from the associated ethics committee. The anticipated primary endpoint of this placebo-controlled, repeat dose study
of 48 healthy female volunteers is to assess the pharmacokinetics of both an oral and topical formulation of endoxifen
over 28 days. The secondary endpoint is to assess safety and tolerability.

Subject to successful completion of the Phase 1 study and other regulatory requirements, we plan to initiate a Phase 2
study of endoxifen in the second half of 2017.

13
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Historical Operations

Afimoxifene Topical Gel (AfTG)

On May 14, 2015, we were granted the worldwide exclusive rights to develop and commercialize AfTG for the
potential treatment and prevention of hyperplasia of the breast pursuant to an Intellectual Property License Agreement
with Besins Healthcare Luxembourg SARL. The active pharmaceutical ingredient in AfTG is Afimoxifene
(4-hydroxytamoxifen), which is an active metabolite of tamoxifen.

On January 28, 2016, we filed a complaint in the United States District Court for the District of Delaware captioned
Atossa Genetics Inc. v. Besins Healthcare Luxembourg SARL Case No. 1:16-cv-00045-UNA (the “Besins Litigation”).
The complaint asserts claims for breach of contract, breach of the implied covenant of good faith and fair dealing, and
for declaratory relief against Besins. On March 7, 2016, Besins responded to our complaint by denying our claims
and asserting counterclaims against us for breach of contract, fraud, and negligent misrepresentation and declaratory
relief. We filed our answer to Besins’ counterclaims on March 31, 2016, in which the Company disputed Besins’
allegations and denied that Besins is entitled to relief on its counterclaims. On August 4, 2016, we and Besins agreed,
pursuant to a Termination Agreement, to terminate the License Agreement, dismiss the Besins Litigation, and settle all
claims and counterclaims asserted in the Besins Litigation. We and Besins have further agreed, pursuant to and as set
forth in the Termination Agreement, that Besins will assume, and we shall have no further rights to, all clinical,
regulatory, manufacturing, and all other development and commercialization of 4-hydroxy tamoxifen and
Afimoxifene Topical Gel (the “AfTG Program”). In consideration for our comprehensive relinquishment of all rights
granted in the License Agreement, termination of the License Agreement, cessation of all efforts to develop
Afimoxifene Topical Gel, delivery of all API manufactured to date, assignment of a Drug Master File, delivery to
Besins of the work product we have completed to date, and other consideration, Besins reimbursed us for
out-of-pocket expenses incurred by us to pursue the AfTG Program and made a termination payment to us in August
2016 in the total amount of $1,762,931.

NRLBH and our Laboratory Tests

The National Reference Laboratory for Breast Health Inc., or the “NRLBH,” was our wholly-owned subsidiary until
December 16, 2015. Historically, substantially all of our revenue has been generated by the NRLBH from its testing
services.

14
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On December 16, 2015, we announced the sale of approximately 81% of the capital stock of the NRLBH to the NRL
Investment Group, LLC, for an initial payment of $50,000 and potential future earn-out payments based on 6% of
gross revenue of the NRLBH beginning in December 2016, up to a maximum earn-out of $10,000,000. To date, we
have not received any earn-out payments from the NRLBH and we may not receive any payments in the future. We
retained 19% ownership through preferred stock, which we have the right to sell after four years at the greater of
$4,000,000 or fair market value. We have elected to recognize the subsequent gains from the earn-out payments as
they are determined to be realizable.

We are no longer involved in the management and operations of the NRLBH as we are devoting substantially all of
our resources towards the development of our pharmaceutical programs. The disposition of the NRLBH business
qualifies for reporting as a discontinued operation since the sale represents a strategic shift that will have a major
effect on our operations and financial results. Financial results of the NRLBH are included in discontinued operations
for 2015.

Our Pre-Clinical Programs Under Development

In addition to our clinical-stage pharmaceutical programs, we are in the process of evaluating additional potential
indications of endoxifen and other therapeutic candidates to treat breast conditions, including breast cancer. Factors
we are considering in evaluating additional indications and potential drug candidates include, for example, the ability
to obtain expedited regulatory approval, significance of unmet medical need, size of the patient population,
intellectual property opportunities and the anticipated pre-clinical and clinical pathway.

Our Medical Devices

Our medical devices include the ForeCYTE Breast Aspirator and the FullCYTE Breast Aspirator, which collect
specimens of nipple aspirate fluid (NAF) for cytological testing at a laboratory, and a universal transport kit to assist
with the packaging and transport of NAF samples to a laboratory. We also own the exclusive rights to manufacture
and sell various medical devices (although we do not currently maintain an inventory of our devices) consisting
primarily of tools to assist breast surgeons, which we acquired from Acueity Healthcare in 2012. We are not currently
commercializing our breast aspirator devices, transportation kits, tools for breast surgeons nor any NAF cytology
tests.

Our patented intraductal microcatheter devices are being developed for the targeted delivery of potential
pharmaceuticals, as described above.

15
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Our Capital Resources

We have not yet established an ongoing source of revenue sufficient to cover our operating costs and allow us to
continue as a going concern. Our ability to continue as a going concern is dependent on obtaining adequate capital to
fund operating losses until we become profitable. We plan to obtain additional capital resources by selling our equity
securities and borrowing from stockholders or others when needed. However, we cannot assure you that we will be
successful in accomplishing any of these plans and, if we are unable to obtain adequate capital, we could be forced to
cease operations. Since inception, substantially all of our revenue has been from sales of our breast aspirator devices
and from laboratory testing performed by the NRLBH. We have shifted our business strategies to focus on our
pharmaceutical programs, and as a result, we sold 81% of the ownership of the NRLBH and are not currently
marketing and promoting our devices nor the NRLBH testing services. We do not anticipate any revenue until our
pharmaceutical programs are developed, including receiving all necessary regulatory approvals, and until we
successfully commercialize these programs.

16
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As of December 31, 2016, we had cash and cash equivalents of $3,027,962. Our capital raising activity in 2015 and
2016 consisted of the following (all amounts have been adjusted to reflect the 1:15 reverse stock split we effectuated
on August 26, 2016):

2015 Financing Activities

During the first quarter of 2015, we sold a total of 176,879 shares of Common Stock to Aspire Capital under the stock
purchase agreement dated November 8, 2013 with aggregate gross proceeds to us of $4,292,349. That agreement has
been terminated.

On May 26, 2015, we entered into a new Common Stock purchase agreement with Aspire Capital, which provides
that, upon the terms and subject to the conditions and limitations set forth therein, Aspire Capital is committed to
purchase up to an aggregate of $25.0 million of shares of our Common Stock over the 30-month term of the purchase
agreement. Concurrently with entering into the purchase agreement, we also entered into a registration rights
agreement with Aspire Capital, in which we agreed to file one or more registration statements, as permissible and
necessary to register under the Securities Act of 1933, registering the sale of the shares of our Common Stock that
have been and may be issued to Aspire Capital under the purchase agreement. In consideration for entering into the
purchase agreement, concurrently with the execution of the purchase agreement, we issued to Aspire Capital 25,000
shares of our Common Stock.

In June 2015, we sold 96,933 shares of Common Stock at the purchase price of $17.25 per share and pre-funded
warrants to purchase 240,733 shares of Common Stock (the “Pre-Funded Warrants™) at a purchase price of $17.10 per
share for total gross proceeds of $5.8 million (the “2015 Offering”). Each Pre-Funded Warrant was exercisable for $0.15
per share, subject to adjustments from time to time and certain limits on each holder’s beneficial ownership of

Common Stock of the Company. As of December 31, 2015, all Pre-Funded Warrants had been exercised and none
remain outstanding.

On November 11, 2015, we terminated the May 26, 2015 agreement with Aspire Capital and entered into a new
Common Stock purchase agreement which provides that, upon the terms and subject to the conditions and limitations
set forth therein, Aspire Capital is committed to purchase up to an aggregate of $25.0 million of our shares of
Common Stock over the approximately 30-month term of the purchase agreement. Concurrently with entering into the
Purchase Agreement, we also entered into a registration rights agreement with Aspire Capital in which we agreed to
register 405,747 shares of our Common Stock.

17
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On December 17, 2015, the conditions necessary for purchases to commence under the November 11, 2015 agreement
were satisfied. On any trading day on which the closing sale price of our Common Stock exceeds $1.50, we have the
right, in our sole discretion, to present Aspire Capital with a purchase notice, directing Aspire Capital (as principal) to
purchase up to 10,000 shares of our Common Stock per trading day, provided that the aggregate price of such
purchase shall not exceed $500,000 per trading day, up to $25.0 million of our Common Stock in the aggregate at a
per share price calculated by reference to the prevailing market price of our Common Stock.

In addition, on any date on which we submit a purchase notice for 10,000 shares to Aspire Capital and the closing sale
price of our stock is equal to or greater than $7.50 per share of Common Stock, we also have the right, in our sole
discretion, to present Aspire Capital with a volume-weighted average price purchase notice (each, a “VWAP Purchase
Notice”) directing Aspire Capital to purchase an amount of stock equal to up to 30% of the aggregate shares of our
Common Stock traded on the NASDAQ on the next trading day (the “VWAP Purchase Date”), subject to a maximum
number of shares we may determine (the “VWAP Purchase Share Volume Maximum”) and a minimum trading price
(the “VWAP Minimum Price Threshold”). The purchase price per share pursuant to such VWAP Purchase Notice (the
“VWAP Purchase Price”) is calculated by reference to the prevailing market price of our Common Stock.

10

18



Edgar Filing: ATOSSA GENETICS INC - Form 10-K

The purchase agreement provides that we and Aspire Capital shall not effect any sales under the purchase agreement
on any purchase date where the closing sale price of our Common Stock is less than $1.50 per share (the “Floor Price”).
This Floor Price and the respective prices and share numbers in the preceding paragraphs shall be appropriately
adjusted for any reorganization, recapitalization, non-cash dividend, stock split, reverse stock split or other similar
transaction. There are no trading volume requirements or restrictions under the purchase agreement, and we will
control the timing and amount of any sales of our Common Stock to Aspire Capital. Aspire Capital has no right to
require any sales by us, but is obligated to make purchases from us as we direct in accordance with the purchase
agreement. There are no limitations on use of proceeds, financial or business covenants, or restrictions on future
financings, rights of first refusal, participation rights, penalties or liquidated damages in the purchase agreement.
Aspire Capital may not assign its rights or obligations under the purchase agreement. The purchase agreement may be
terminated by us at any time, at our discretion, without any penalty or cost to us.

The issuance of all shares to Aspire Capital under the purchase agreement is exempt from registration under the
Securities Act, pursuant to the exemption for transactions by an issuer not involving any public offering under Section
4(a)(2) of the Securities Act and Rule 506 of Regulation D promulgated thereunder.

2016 Financing Activities

During the first quarter of 2016, we sold 405,747 shares of Common Stock to Aspire Capital under the November
2015 agreement with them for aggregate gross proceeds of $2,177,083, or net proceeds of $2,133,973 after deducting
costs of the offering.

We terminated the November 2015 purchase agreement with Aspire Capital and on May 25, 2016, we entered into a
new Common Stock purchase agreement with Aspire Capital which provides that we may sell up to $10 million in
Common Stock to Aspire Capital over the 30 month term of the agreement, subject to the terms and conditions set out
in the stock purchase agreement, none of which have been sold as of the date of filing this Annual Report. The May
25, 2016 agreement provides that on any trading day on which the closing sale price of our Common Stock exceeds
$1.50, we have the right, in our sole discretion, to present Aspire Capital with a purchase notice, directing Aspire
Capital (as principal) to purchase up to 10,000 shares of our Common Stock per trading day, provided that the
aggregate price of such purchase shall not exceed $500,000 per trading day, up to $10 million of our Common Stock
in the aggregate at a per share price calculated by reference to the prevailing market price of our Common Stock.

In addition, on any date on which we submit a purchase notice for 10,000 shares to Aspire Capital and the closing sale
price of our stock is equal to or greater than $3.75 per share of Common Stock, we also have the right, in our sole
discretion, to present Aspire Capital with a volume-weighted average price purchase notice (each, a “VWAP Purchase
Notice”) directing Aspire Capital to purchase an amount of stock equal to up to 30% of the aggregate shares of our
Common Stock traded on the NASDAQ on the next trading day (the “VWAP Purchase Date”), subject to a maximum
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number of shares we may determine (the “VWAP Purchase Share Volume Maximum”) and a minimum trading price
(the “VWAP Minimum Price Threshold”). The purchase price per share pursuant to such VWAP Purchase Notice (the
“VWAP Purchase Price”) is calculated by reference to the prevailing market price of our Common Stock.

11
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The purchase agreement provides that we and Aspire Capital shall not effect any sales under the purchase agreement
on any purchase date where the closing sale price of our Common Stock is less than $1.50 per share (the “Floor Price”).
This Floor Price and the respective prices and share numbers in the preceding paragraphs shall be appropriately
adjusted for any reorganization, recapitalization, non-cash dividend, stock split, reverse stock split or other similar
transaction. There are no trading volume requirements or restrictions under the purchase agreement, and we will
control the timing and amount of any sales of our Common Stock to Aspire Capital. Aspire Capital has no right to
require any sales by us, but is obligated to make purchases from us as we direct in accordance with the purchase
agreement. There are no limitations on use of proceeds, financial or business covenants, or restrictions on future
financings, rights of first refusal, participation rights, penalties or liquidated damages in the purchase agreement.
Aspire Capital may not assign its rights or obligations under the purchase agreement. The purchase agreement may be
terminated by us at any time, at our discretion, without any penalty or cost to us.

The issuance of the all shares to Aspire Capital under the purchase agreement is exempt from registration under the
Securities Act, pursuant to the exemption for transactions by an issuer not involving any public offering under Section
4(a)(2) of the Securities Act and Rule 506 of Regulation D promulgated thereunder.

In August 2016, we completed an underwritten public offering of 1,150,000 shares of Common Stock at a price per
share of $2.50, with gross proceeds to us of $2,875,000, or proceeds of $2,561,896 after deducting underwriter
discounts, commissions, non-accountable expense allowances and expense reimbursements.

Research and Development

Our pharmaceutical programs are in the research and development phase. Research and development costs are
generally expensed as incurred. Our research and development expenses include, for example, manufacturing
expenses for our drugs under development, expenses associated with clinical studies and associated salaries and
benefits. Research and development expenses for the years ended December 31, 2016 and 2015 were $6,479,193 and
$8,846,963, respectively.

Intellectual Property

As of February 15, 2017, and based on a recent periodic review of our patent estate, we own 78 issued patents (33 in
the United States and approximately 45 in foreign countries), and 11 pending patent applications (5 in the United
States, and 6 international applications) directed to ForeCyte, FullCyte, and Acueity devices, various tests, intraductal
treatments, and therapeutics. Excluding certain patents and applications that are no longer being maintained or
prosecuted, our patent estate consists primarily of the following:
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U.S Patenté Foreign Foreign
Description Tssued (D xpiration Pen ding(l}’atents Expiration Pending()
Granted"
2017 -
Intraductal Treatment Program 0 N/A 3 2 2031 1
Therapeutics 0 N/A 3 0 N/A 2
. 2017 - 2017 -
ForeCyte Breast Aspirator Program 2 2031 0 12 2031 0
FullCyte Microcatheters, FullCyte Breast aspirator 29 2017 - | 31 2017 - 3
and Diagnostics/tests Programs 2031 2031
. 2017 - 2017 -
Acueity Tools 12 2004 0 0 2004 0

The total number of patents issued or pending, as applicable, in the respective descriptive columns exceed the
totals because some patents and applications contain more than one type of claim directed to methods, kits,
compositions, devices and/or technology. The patent counts disclosed herein and in our patent estate are subject to
change.

ey
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Atossa and Atossa Genetics (stylized) are our registered trademarks.

Manufacturing, Clinical Studies and Associated Operations

Our drug development strategy utilizes third party contractors for the procurement and manufacture, as applicable, of
raw materials, active pharmaceutical ingredients and finished drug products, as well as for storage, and distribution of
our products and associated supply chain operations. We also plan to rely on third parties to conduct pre-clinical and
clinical studies of our drugs under development. As our development pipeline continues to expand, we expect that our
manufacturing, pre-clinical and clinical studies, and related operational requirements will correspondingly increase.
Each third-party contractor undergoes a formal qualification process by Atossa subject matter experts prior to signing
any service agreement and initiating any third-party work.

Integral to our development strategy is our quality program, which includes standard operating procedures and
specifications with the goal that our work complies with Good Clinical (GCP), Good Laboratory (GLP) and Good
Manufacturing Practices (cGMP), and other applicable global regulations. We expect and confirm that selected service
providers meet or exceed our expectations for compliance with these standards in providing services and products that
meet our requirements.

We believe our operational strategy of utilizing qualified contractors and suppliers in the foregoing manner allows us
to direct our financial and managerial resources to development and commercialization activities, rather than to the
establishment and maintenance of a manufacturing and clinical infrastructure.

Government Regulation

Drug Regulations

We are subject to extensive regulation by the FDA and other federal, state, and local regulatory agencies. The Federal
Food, Drug, and Cosmetic Act, or the FDCA, and its implementing regulations set forth, among other things,
regulations for the execution of clinical studies, and the requirements for the testing, development, manufacture,
quality control, safety, effectiveness, approval, labeling, storage, record keeping, reporting, distribution, import,
export, advertising and promotion of our products. Our activities in other countries will be subject to regulation that is
similar in nature and scope as that imposed in the U.S., although there can be important differences. Additionally,
some significant aspects of regulation in the E.U. are addressed in a centralized way through the EMA and the
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European Commission, but country-specific regulation by the competent authorities of the E.U. member states
remains essential in many respects.

U.S. Regulations

In the U.S., the FDA regulates drugs under the FDCA and its implementing regulations, through review and ultimately
approval of NDAs. NDAs require extensive studies and submission of a large amount of data by the applicant, which
is an amalgamation of data obtained under INDs and other supporting available information.

Drug Development

Preclinical Testing: Before testing any compound in human subjects in the U.S., a company must generate extensive
preclinical data. Preclinical testing generally includes laboratory evaluation of product chemistry and formulation, as
well as toxicological and pharmacological studies in several animal species to assess the quality and safety of the
product. Animal studies must be performed in compliance with the FDA’s Good Laboratory Practice regulations and
the U.S. Department of Agriculture’s Animal Welfare Act.

IND Application: In most cases, human clinical trials in the U.S. cannot commence until an IND is submitted to the
FDA for review and a “Safe to Proceed” letter has been provided to the sponsor. The sponsor must prepare a dossier of
information that includes the results of preclinical studies; detailed drug manufacturing information and results; and
proposed clinical studies, design and development strategy. The FDA then evaluates if there is an adequate basis for
testing the drug in an initial (human) clinical study. Unless the FDA raises concerns, the IND application becomes
effective 30 days following its receipt by the FDA at which time written notification is provided. Once human clinical
trials have commenced, the sponsor is obligated to report serious side effects to the FDA. The FDA may suspend a
clinical trial by placing it on “clinical hold” if the FDA has concerns about the safety of the product being tested, subject
risks, investigator actions, related product information or for other reasons.
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Clinical Trials: Clinical trials involve the administration of the drug to healthy human volunteers or to patients, under
the supervision of a qualified investigator according to vetted and approved protocol.

The conduct of clinical trials is subject to extensive regulation, including compliance with the FDA’s bioresearch
monitoring regulations and Good Clinical Practice, or GCP, requirements, which establish standards for conducting,
recording data from and reporting the results of, clinical trials, and are intended to assure that the data and reported
results are credible and accurate, and that the rights, safety, and well-being of study participants are protected. Clinical
trials must be conducted under written and approved protocols that detail the study objectives, parameters for
monitoring safety, and the efficacy criteria, if any, to be evaluated. Each protocol is reviewed by the FDA as part of
the IND application. In addition, each clinical trial must be reviewed, approved, and conducted under the auspices of
an institutional review board, or IRB, at the institution conducting the clinical trial. Companies sponsoring the clinical
trials, investigators, and IRBs also must comply with regulations and guidelines for obtaining informed consent from
the study subjects, complying with the protocol and investigational plan, adequately monitoring the clinical trial and
timely reporting adverse events. Foreign studies conducted under an IND application must meet the same
requirements that apply to studies being conducted in the U.S. Data from a foreign study not conducted under an IND
application may be submitted in support of an NDA if the study was conducted in accordance with GCP and the FDA
is able to validate the data.

A study sponsor is required to submit certain details about active clinical trials and clinical trial results to the National
Institutes of Health for public posting on http://clinicaltrials.gov. Human clinical trials typically are conducted in three
sequential phases, although the phases may overlap with one another:

Phase 1 clinical trials include the initial administration of the investigational drug to humans, typically to a small
group of healthy human subjects, but occasionally to a group of patients with the targeted disease or disorder. Phase 1
clinical trials generally are intended to determine the metabolism and pharmacologic actions of the drug, the side
effects associated with increasing doses, and, if possible, to gain early evidence of effectiveness.

Phase 2 clinical trials generally are controlled studies that involve a relatively small sample of the intended patient
population, and are designed to develop data regarding the product’s effectiveness, to determine dose response and the
optimal dose range and to gather additional information relating to safety and potential adverse effects.

Phase 3 clinical trials are conducted after preliminary evidence of effectiveness has been obtained, and are
intended to gather the additional information about safety and effectiveness necessary to evaluate the drug’s
overall risk-benefit profile, and to provide a basis for physician labeling. Generally, Phase 3 clinical
development programs consist of expanded, large-scale studies of patients with the target disease or
disorder to obtain statistical evidence of the efficacy and safety of the drug, or the safety, purity, and
potency of a biological product, at the proposed dosing regimen.
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The sponsoring company, the FDA or the IRB may suspend or terminate a clinical trial at any time on various
grounds, including a finding that the subjects are being exposed to an unacceptable health risk. Further, success in
early-stage clinical trials does not assure success in later-stage clinical trials. Data obtained from clinical activities are
not always conclusive and may be subject to alternative interpretations that could delay, limit or prevent regulatory
approval.

There are regulatory pathways that can accelerate the speed with which a product can be developed, including a
Special Protocol Assessment (SPA), Break-through therapy designation, etc. The designations are obtained from the
FDA on a case-by-case basis and do not guarantee the ultimate approval of a product for commercialization.

14
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Drug Approval

Assuming successful completion of the required clinical testing, the results of the preclinical studies and of the clinical
trials, together with other detailed information, including information on the manufacture and composition of the
investigational product, are submitted to the FDA in the form of an NDA requesting approval to market the product
for one or more indications. The testing and approval process requires substantial time, effort and financial resources.
Submission of an NDA requires payment of a substantial review user fee to the FDA. The FDA will review the
application and may deem it to be inadequate to support commercial marketing, and there can be no assurance that
any product approval will be granted on a timely basis, if at all. The FDA may also seek the advice of an advisory
committee, typically a panel of clinicians practicing in the field for which the product is intended, for review,
evaluation and a recommendation as to whether the application should be approved. The FDA is not bound by the
recommendations of the advisory committee.

The FDA has various programs, including breakthrough therapy, fast track, priority review and accelerated approval
that are intended to expedite or simplify the process for reviewing drugs and/or provide for approval on the basis of
surrogate endpoints. Generally, drugs that may be eligible for one or more of these programs are those for serious or
life-threatening conditions, those with the potential to address unmet medical needs and those that provide meaningful
benefit over existing treatments. We cannot be sure that any of our drugs will qualify for any of these programs, or
that, if a drug does qualify, the review time will be reduced or the product will be approved.

Before approving an NDA, the FDA usually inspects the clinical sites with the greatest accrual to confirm the veracity
of the clinical data, execution of the clinical study and protection of patient safety. The FDA will inspect the facility or
the facilities where the product is manufactured, tested and distributed. Approval is not granted if these inspections
raise concerns about the execution of the clinical studies or there is a lack of cGMP compliance. If the FDA evaluates
the NDA and determines the clinical trial execution and manufacturing facilities as acceptable, the FDA may issue an
approval letter If the NDA is not approved, the FDA issues a complete response letter which is only issued for
applications that are not approved The approval letter authorizes commercial marketing of the drug for specific
indications. As a condition of approval, the FDA may require post-marketing testing and surveillance to monitor the
product’s safety or efficacy, or impose other post-approval commitment conditions.

In some circumstances, post-marketing testing may include post-approval clinical trials, sometimes referred to as
Phase 4 clinical trials, which are used primarily to gain additional experience from the treatment of patients in the
intended population, particularly for long-term safety follow-up. In addition, the FDA may require a Risk Evaluation
and Mitigation Strategy, or REMS, to ensure that the benefits outweigh the risks. A REMS can include medication
guides, physician communication plans and elements to assure safe use, such as restricted distribution methods,
patient registries or other risk mitigation tools.
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After approval, certain changes to the approved product, such as adding new indications, making certain
manufacturing changes or making certain additional labeling claims, are subject to further FDA review and approval.
Obtaining approval for a new indication generally requires that additional clinical trials be conducted.

Post-Approval Requirements

Holders of an approved NDA are required to: (i) report certain adverse reactions to the FDA; (ii) comply with certain
requirements concerning advertising and promotional labeling for their products; and (iii) continue to have cGMP
compliance and all aspects of product manufacturing in a “state of control.” The FDA periodically inspects the sponsor’s
records related to safety reporting and/or manufacturing and distribution facilities; this latter effort includes

assessment of compliance with cGMP. Accordingly, manufacturers must continue to expend time, money and effort in
the area of production, quality control and distribution to maintain cGMP compliance. Future FDA inspections may
identify compliance issues at manufacturing facilities that may disrupt production or distribution, or require

substantial resources to correct. In addition, discovery of problems with a product after approval may result in
restrictions on a product, manufacturer or holder of an approved NDA, including withdrawal of the product from the
market.
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Marketing of prescription drugs is also subject to significant regulation through federal and state agencies tasked with
consumer protection and prevention of medical fraud, waste and abuse. After approval in the U.S., we must comply
with FDA’s regulation of drug promotion and advertising, including restrictions on off-label promotion, and we
comply with federal anti-kickback statutes, limitations on gifts and payments to physicians and reporting of payments
to certain third parties, among other requirements.

Failure to comply with applicable U.S. requirements may subject us to administrative or judicial sanctions, such as
clinical holds, FDA refusal to approve pending NDAs or supplemental applications, warning letters, product recalls,
product seizures, total or partial suspension of production or distribution, injunctions and/or criminal prosecution.

Non-U.S. Regulation

Before our products can be marketed outside of the U.S., they are subject to regulatory approval similar to that
required in the U.S., although the requirements governing the conduct of clinical trials, including additional clinical
trials that may be required, product licensing, pricing and reimbursement vary widely from country to country. No
action can be taken to market any product in a country until an appropriate application has been approved by the
regulatory authorities in that country. The current approval process varies from country to country, and the time spent
in gaining approval varies from that required for FDA approval. In certain countries, the sales price of a product must
also be approved. The pricing review period often begins after market approval is granted. Even if a product is
approved by a regulatory authority, satisfactory prices may not be approved for such product.

In the E.U., marketing authorizations for medicinal products can be obtained through several different procedures
founded on the same basic regulatory process. The centralized procedure is mandatory for certain medicinal products,
including orphan medicinal products, medicinal products derived from certain biotechnological processes, advanced
therapy medicinal products and certain other new medicinal products containing a new active substance for the
treatment of certain diseases. It is optional for certain other products, including medicinal products that are significant
therapeutic, scientific or technical innovations, or whose authorization would be in the interest of public or animal
health. The centralized procedure allows a company to submit a single application to the EMA which will provide a
positive opinion regarding the application if it meets certain quality, safety, and efficacy requirements. Based on the
opinion of the EMA, the European Commission takes a final decision to grant a centralized marketing authorization
which is valid in all 28 E.U. Member States and three of the four European Free Trade Association states (Iceland,
Liechtenstein and Norway). Cancer products are usually required to go through the centralized procedure.

Unlike the centralized authorization procedure, the decentralized marketing authorization procedure requires a
separate application to, and leads to separate approval by, the competent authorities of each E.U. Member State in
which the product is to be marketed. One national competent authority selected by the applicant, the Reference
Member State, assesses the application for marketing authorization. Following a positive opinion by the competent
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authority of the Reference Member State the competent authorities of the other E.U. Member States, Concerned
Member States are subsequently required to grant marketing authorization for their territory on the basis of this
assessment except where grounds of potential serious risk to public health require this authorization to be refused. The
mutual recognition procedure is similarly based on the acceptance by the competent authorities of the Concerned
Member States of the marketing authorization of a medicinal product by the competent authorities of other Reference
Member States. The holder of a national marketing authorization granted by a Reference Member State may submit an
application to the competent authority of a Concerned Member State requesting that this authority mutually recognize
the marketing authorization delivered by the competent authority of the Reference Member State.

Similar to accelerated approval regulations in the U.S., conditional marketing authorizations can be granted in the
E.U. by the European Commission in exceptional circumstances. A conditional marketing authorization can be
granted for medicinal products where a number of criteria are fulfilled; i) although comprehensive clinical data
referring to the safety and efficacy of the medicinal product have not been supplied, the benefit/risk balance of the
product is positive, ii) it is likely that the applicant will be in a position to provide the comprehensive clinical data, iii)
unmet medical needs will be fulfilled and iv) the benefit to public health of the immediate availability on the market
of the medicinal product concerned outweighs the risk inherent in the fact that additional data are still required. A
conditional marketing authorization must be renewed annually.

16

30



Edgar Filing: ATOSSA GENETICS INC - Form 10-K

Even if a product receives authorization in the E.U., there can be no assurance that reimbursement for such product
will be secured on a timely basis or at all. Individual countries comprising the E.U. member states, rather than the
E.U., have jurisdiction across the region over patient reimbursement or pricing matters. Therefore, we will need to
expend significant effort and expense to establish and maintain reimbursement arrangements in the various countries
comprising the E.U. and may never succeed in obtaining widespread reimbursement arrangements therein.

The national authorities of the individual E.U. Member States are free to restrict the range of medicinal products for
which their national health insurance systems provide reimbursement and to control the prices and/or reimbursement
of medicinal products for human use. Some E.U. Member States adopt policies according to which a specific price or
level of reimbursement is approved for the medicinal product. Other E.U. Member States adopt a system of direct or
indirect controls on the profitability of the company placing the medicinal product on the market, including
volume-based arrangements and reference pricing mechanisms.

Health Technology Assessment, or HTA, of medicinal products is becoming an increasingly common part of the
pricing and reimbursement procedures in some E.U. Member States. These E.U. Member States include the U.K,
France, Germany and Sweden. The HTA process, which is governed by the national laws of these countries, is the
procedure according to which the assessment of the public health impact, therapeutic impact and the economic and
societal impact of use of a given medicinal product in the national healthcare systems of the individual country is
conducted. The extent to which pricing and reimbursement decisions are influenced by the HTA of the specific
medicinal product vary between E.U. Member States.

Post-Approval Regulation

Similarly to the U.S., both marketing authorization holders and manufacturers of medicinal products are subject to
comprehensive regulatory oversight by the EMA and the competent authorities of the individual E.U. Member States
both before and after grant of the manufacturing and marketing authorizations. Failure by us or by any of our
third-party partners, including suppliers, manufacturers and distributors to comply with E.U. laws and the related
national laws of individual E.U. Member States governing the conduct of clinical trials, manufacturing approval,
marketing authorization of medicinal products and marketing of such products, both before and after grant of
marketing authorization, may result in administrative, civil or criminal penalties. These penalties could include delays
or refusal to authorize the conduct of clinical trials or to grant marketing authorization, product withdrawals and
recalls, product seizures, suspension, withdrawal or variation of the marketing authorization, total or partial
suspension of production, distribution, manufacturing or clinical trials, operating restrictions, injunctions, suspension
of licenses, fines and criminal penalties.

The holder of an E.U. marketing authorization for a medicinal product must also comply with E.U. pharmacovigilance
legislation and its related regulations and guidelines, which entail many requirements for conducting
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pharmacovigilance, or the assessment and monitoring of the safety of medicinal products. These rules can impose on
central marketing authorization holders for medicinal products the obligation to conduct a labor intensive collection of
data regarding the risks and benefits of marketed products and to engage in ongoing assessments of those risks and
benefits, including the possible requirement to conduct additional clinical studies, which may be time consuming and
expensive and could impact our profitability. Non-compliance with such obligations can lead to the variation,
suspension or withdrawal of the marketing authorization for the product or imposition of financial penalties or other
enforcement measures.

The manufacturing process for medicinal products in the E.U. is highly regulated and regulators may shut down
manufacturing facilities that they believe do not comply with regulations. Manufacturing requires a manufacturing
authorization, and the manufacturing authorization holder must comply with various requirements set out in the
applicable E.U. laws, regulations and guidance, including Directive 2001/83/EC, Directive 2003/94/EC, Regulation
(EC) No 726/2004 and the European Commission Guidelines for Good Manufacturing Practice. These requirements
include compliance with E.U. cGMP standards when manufacturing medicinal products and active pharmaceutical
ingredients, including the manufacture of active pharmaceutical ingredients outside of the E.U. with the intention to
import the active pharmaceutical ingredients into the E.U. Similarly, the distribution of medicinal products into and
within the E.U. is subject to compliance with the applicable E.U. laws, regulations and guidelines, including the
requirement to hold appropriate authorizations for distribution granted by the competent authorities of the E.U.
Member States.
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We and our third-party manufacturers are subject to cGMP, which are extensive regulations governing manufacturing
processes, stability testing, record keeping and quality standards as defined by the EMA, the competent authorities of
E.U. Member States and other regulatory authorities. The EMA reviews Periodic Safety Update Reports for medicinal
products authorized in the E.U. If the EMA has concerns that the risk benefit profile of a product has varied, it can
adopt an opinion advising that the existing marketing authorization for the product be suspended or varied and can
advise that the marketing authorization holder be obliged to conduct post-authorization safety studies. The EMA
opinion is submitted for approval by the European Commission. Failure by the marketing authorization holder to
fulfill the obligations for which the approved opinion provides can undermine the on-going validity of the marketing
authorization.

Sales and Marketing Regulations

In the E.U., the advertising and promotion of our products are subject to E.U. Member States’ laws governing
promotion of medicinal products, interactions with physicians, misleading and comparative advertising and unfair
commercial practices. In addition, other legislation adopted by individual E.U. Member States may apply to the
advertising and promotion of medicinal products. These laws require that promotional materials and advertising in
relation to medicinal products comply with the product’s Summary of Product Characteristics, or SmPC, as approved
by the competent authorities. Promotion of a medicinal product that does not comply with the SmPC is considered to
constitute off-label promotion. The off-label promotion of medicinal products is prohibited in the E.U. The applicable
laws at E.U. level and in the individual E.U. Member States also prohibit the direct-to-consumer advertising of
prescription-only medicinal products. Violations of the rules governing the promotion of medicinal products in the
E.U. could be penalized by administrative measures, fines and imprisonment. These laws may further limit or restrict
the advertising and promotion of our products to the general public and may also impose limitations on our
promotional activities with health care professionals.

Anti-Corruption Legislation

Our business activities outside of the U.S. are subject to anti-bribery or anti-corruption laws, regulations, industry
self-regulation codes of conduct, and physicians’ codes of professional conduct or rules of other countries in which we
operate, including the U.K. Bribery Act of 2010.

Interactions between pharmaceutical companies and physicians are also governed by strict laws, regulations, industry
self-regulation codes of conduct and physicians’ codes of professional conduct developed at both E.U. level and in the
individual E.U. Member States. The provision of benefits or advantages to physicians to induce or encourage the
prescription, recommendation, endorsement, purchase, supply, order or use of medicinal products is prohibited in the
E.U. Violation of these laws could result in substantial fines and imprisonment. Payments made to physicians in
certain E.U. Member States also must be publicly disclosed. Moreover, agreements with physicians must often be the
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subject of prior notification and approval by the physician’s employer, his/her competent professional organization,
and/or the competent authorities of the individual E.U. Member States. Failure to comply with these requirements
could result in reputational risk, public reprimands, administrative penalties, fines or imprisonment.

Data Privacy and Protection

Data protection laws and regulations have been adopted at E.U. level with related implementing laws in individual
E.U. Member States which impose significant compliance obligations. For example, the E.U. Data Protection
Directive, as implemented into national laws by the E.U. Member States, imposes strict obligations and restrictions on
the ability to collect, analyze, and transfer personal data, including health data from clinical trials and adverse event
reporting. Furthermore, there is a growth towards the public disclosure of clinical trial data in the E.U. which also
adds to the complexity of processing health data from clinical trials. Such public disclosure obligations are provided in
the new E.U. Clinical Trials Regulation, EMA disclosure initiatives, and voluntary commitments by industry. Data
protection authorities from the different E.U. Member States may interpret the E.U. Data Protection Directive and
national laws differently, which adds to the complexity of processing personal data in the E.U., and guidance on
implementation and compliance practices are often updated or otherwise revised. Failing to comply with these laws
could lead to government enforcement actions and significant penalties against us, and adversely impact our operating
results. Apart from exceptional circumstances, the E.U. Data Protection Directive prohibits the transfer of personal
data to countries outside of the European Economic Area that are not considered by the European Commission to
provide an adequate level of data protection including the U.S.

18

34



Edgar Filing: ATOSSA GENETICS INC - Form 10-K

United States Medical Device Regulation

The Federal Food, Drug, and Cosmetic Act, and the FDA’s implementing regulations, govern registration and listing,
manufacturing, labeling, storage, advertising and promotion, sales and distribution, and post-market surveillance.
Medical devices and their manufacturers are also subject to inspection by the FDA. The FDCA, as supplemented by
other federal and state laws, also provides civil and criminal penalties for violations of its provisions. We manufacture
and market a medical device that is regulated by the FDA, comparable state agencies and regulatory bodies in other
countries. The FDA classifies medical devices into one of three classes (Class I, II or III) based on the degree of risk
the FDA determines to be associated with a device and the extent of control deemed necessary to ensure the device’s
safety and effectiveness. Devices requiring fewer controls because they are deemed to pose lower risk are placed in
Class I or II. Class I devices are deemed to pose the least risk and are subject only to general controls applicable to all
devices, such as requirements for device labeling, premarket notification, and adherence to the FDA’s current Good
Manufacturing Practice requirements, as reflected in its QSR. Class II devices are intermediate risk devices that are
subject to general controls and may also be subject to special controls such as performance standards, product-specific
guidance documents, special labeling requirements, patient registries or post-market surveillance.

Class III devices are those for which insufficient information exists to assure safety and effectiveness solely through
general or special controls, and include life-sustaining, life-supporting, or implantable devices, and devices not
“substantially equivalent” to a device that is already legally marketed. Most Class I devices, and some Class II devices
are exempted by regulation from the 510(k) clearance requirement and can be marketed without prior authorization
from the FDA. Class I and Class II devices that have not been so exempted are eligible for marketing through the
510(k) clearance pathway. By contrast, devices placed in Class III generally require premarket approval, or PMA,
prior to commercial marketing. To obtain 510(k) clearance for a medical device, an applicant must submit a premarket
notification to the FDA demonstrating that the device is “substantially equivalent” to a predicate device legally marketed
in the United States. A device is substantially equivalent if, with respect to the predicate device, it has the same
intended use and (i) the same technological characteristics, or (ii) has different technological characteristics and the
information submitted demonstrates that the device is as safe and effective as a legally marketed device and does not
raise different questions of safety or effectiveness. A showing of substantial equivalence sometimes, but not always,
requires clinical data. Generally, the 510(k) clearance process can exceed 90 days and may extend to a year or more.
After a device has received 510(k) clearance for a specific intended use, any modification that could significantly
affect its safety or effectiveness, such as a significant change in the design, materials, method of manufacture or
intended use, will require a new 510(k) clearance or (if the device, as modified, is not substantially equivalent to a
legally marketed predicate device) PMA approval. While the determination as to whether new authorization is needed
is initially left to the manufacturer, the FDA may review this determination and evaluate the regulatory status of the
modified product at any time and may require the manufacturer to cease marketing and recall the modified device
until 510(k) clearance or PMA approval is obtained. The manufacturer may also be subject to significant regulatory
fines or penalties.

All clinical trials must be conducted in accordance with regulations and requirements collectively known as Good
Clinical Practice, or GCP. GCPs include the FDA’s Investigational Device Exemption, or IDE, regulations, which
describe the conduct of clinical trials with medical devices, including the recordkeeping, reporting and monitoring
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responsibilities of sponsors and investigators, and labeling of investigation devices. They also prohibit promotion, test
marketing, or commercialization of an investigational device, and any representation that such a device is safe or
effective for the purposes being investigated. GCPs also include FDA’s regulations for institutional review board

approval and for protection of human subjects (informed consent), as well as disclosure of financial interests by
clinical investigators.
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Required records and reports are subject to inspection by the FDA. The results of clinical testing may be unfavorable
or, even if the intended safety and effectiveness success criteria are achieved, may not be considered sufficient for the
FDA to grant approval or clearance of a product.

We expect that each of our devices under development will require clinical trials to support a 510(k) or PMA
submission, as the case may be. For example, we expect that our intraductal microcatheters may be considered part of
a “combination” product along with a drug and may require a PMA prior to commercialization.

The commencement or completion of clinical trials, if any, that we may sponsor, may be delayed or halted, or be
inadequate to support approval of a PMA application or clearance of a premarket notification for numerous reasons,
including, but not limited to, the following:

_the FDA or other regulatory authorities do not approve a clinical trial protocol or a clinical trial (or a change to a
previously approved protocol or trial that requires approval), or place a clinical trial on hold;

-patients do not enroll in clinical trials or follow up at the rate expected;

institutional review boards and third-party clinical investigators may delay or reject the Company’s trial protocol or
changes to its trial protocol;

third-party clinical investigators decline to participate in a trial or do not perform a trial on the Company’s anticipated
-schedule or consistent with the clinical trial protocol, investigator agreements, Good Clinical Practices or other FDA
requirements;

-third-party organizations do not perform data collection and analysis in a timely or accurate manner;

regulatory inspections of clinical trials or manufacturing facilities, which may, among other things, require the
Company to undertake corrective action or suspend or terminate its clinical trials;

-changes in governmental regulations or administrative actions;

-the interim or final results of the clinical trial are inconclusive or unfavorable as to safety or effectiveness; and
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-the FDA concludes that the Company’s trial design is inadequate to demonstrate safety and effectiveness.

After a device is approved and placed in commercial distribution, numerous regulatory requirements apply. These
include:

-establishment registration and device listing;

the Quality System Regulations (QSR), which requires manufacturers to follow design, testing, control,
documentation and other quality assurance procedures;

labeling regulations, which prohibit the promotion of products for unapproved or “off-label” uses and impose other
restrictions on labeling;

medical device reporting regulations, which require that manufacturers report to the FDA if a device may have
-caused or contributed to a death or serious injury or malfunctioned in a way that would likely cause or contribute to
a death or serious injury if malfunctions were to occur; and
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corrections and removal reporting regulations, which require that manufacturers report to the FDA field corrections
-and product recalls or removals if undertaken to reduce a risk to health posed by the device or to remedy a violation
of the FDCA caused by the device that may present a risk to health.

The FDA enforces regulatory requirements by conducting periodic, announced and unannounced inspections and
market surveillance. Inspections may include the manufacturing facilities of our subcontractors. Failure to comply
with applicable regulatory requirements, including those applicable to the conduct of our clinical trials, can result in
enforcement action by the FDA, which may lead to any of the following sanctions:

-warning letters or untitled letters;

-fines and civil penalties;

-unanticipated expenditures;

-delays in clearing or approving or refusal to clear or approve products;

-withdrawal or suspension of FDA clearance;

-product recall or seizure;

-orders for physician notification or device repair, replacement, or refund;

-production interruptions;

-operating restrictions; and

-criminal prosecution.

We and our contract manufacturers, specification developers and suppliers are also required to manufacture our
medical devices, including our intraductal microcatheters in compliance with current Good Manufacturing Practice
requirements set forth in the QSR. The QSR requires a quality system for the design, manufacture, packaging,
labeling, storage, installation and servicing of marketed devices, and includes extensive requirements with respect to
quality management and organization, device design, buildings, equipment, purchase and handling of components,
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production and process controls, packaging and labeling controls, device evaluation, distribution, installation,
complaint handling, servicing and recordkeeping. The FDA enforces the QSR through periodic announced and
unannounced inspections that may include the manufacturing facilities of our subcontractors. If the FDA believes we
or any of our contract manufacturers or regulated suppliers is not in compliance with these requirements, it can shut
down our manufacturing operations, require recall of our devices, refuse to clear or approve new marketing
applications, institute legal proceedings to detain or seize products, enjoin future violations, or assess civil and
criminal penalties against us or our officers or other employees. Any such action by the FDA would have a material
adverse effect on our business.

Privacy and Security of Health Information and Personal Information; Standard Transactions

We are subject to state and federal laws and implementing regulations relating to the privacy and security of the
medical information of the patients it treats. The principal federal legislation is part of HIPAA. Pursuant to HIPAA,
the Secretary of the Department of Health and Human Services, or HHS, has issued final regulations designed to
improve the efficiency and effectiveness of the healthcare system by facilitating the electronic exchange of
information in certain financial and administrative transactions, while protecting the privacy and security of the
patient information exchanged. International regulations also provide privacy protection to clinical trial participants of
their personal health care information. We take appropriate steps to protect the privacy of our clinical study
participants.
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Federal and State Fraud and Abuse Laws

The federal healthcare Anti-Kickback Statute prohibits, among other things, knowingly and willfully offering, paying,
soliciting, or receiving remuneration to induce referrals or in return for purchasing, leasing, ordering, or arranging for
the purchase, lease, or order of any healthcare item or service reimbursable under a governmental payor program. The
definition of “remuneration” has been broadly interpreted to include anything of value, including gifts, discounts, the
furnishing of supplies or equipment, credit arrangements, payments of cash, waivers of payments, ownership interests,
opportunity to earn income, and providing anything at less than its fair market value. The Anti-Kickback Statute is
broad, and it prohibits many arrangements and practices that are lawful in businesses outside of the healthcare
industry. Recognizing that the Anti-Kickback Statute is broad and may technically prohibit many innocuous or
beneficial arrangements within the healthcare industry, HHS has issued a series of regulatory “safe harbors.” These safe
harbor regulations set forth certain provisions that, if met, will provide healthcare providers and other parties with an
affirmative defense against prosecution under the federal Anti-Kickback Statute. Although full compliance with these
provisions ensures against prosecution under the federal Anti-Kickback Statute, the failure of a transaction or
arrangement to fit within a specific safe harbor does not necessarily mean that the transaction or arrangement is illegal
or that prosecution under the federal Anti-Kickback Statute will be pursued.

From time to time, the Office of Inspector General, or OIG, issues alerts and other guidance on certain practices in the
healthcare industry. In October 1994, the OIG issued a Special Fraud Alert on arrangements for the provision of
clinical laboratory services. The Fraud Alert set forth a number of practices allegedly engaged in by some clinical
laboratories and healthcare providers that raise issues under the “fraud and abuse” laws, including the Anti-Kickback
Statute.
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Regulation of Medical Devices Outside the United States

Before we can market a medical device in the European Union and the European Free Trade Association, we must
comply with the Essential Requirements set forth in Annex I to the Directive 93/42/EEC of 14 June 1993 concerning
medical devices, commonly known as the Medical Devices Directive. The Essential Requirements relate to the
quality, safety and performance of the medical devices. Compliance with the Essential Requirements entitles a
manufacturer to affix the Conformité Européenne mark, or CE mark, without which the products cannot be placed on
the market in the European Union and the European Free Trade Association countries. To demonstrate compliance
with the Essential Requirements and obtain the right to affix the CE mark, medical device manufacturers must
undergo a conformity assessment procedure, which varies according to the type of medical device and its
classification.

The Medical Devices Directive establishes a classification system placing devices into Class I, Ila, IIb, or III,
depending on the risks and characteristics of the medical device. For certain types of low risk medical devices, the
manufacturer may prepare a CE Declaration of Conformity based on a self-assessment of the conformity of its
products with the Essential Requirements set forth in Annex I to the Medical Devices Directive. Other devices are
subject to a conformity assessment procedure requiring the intervention of a “notified body,” which is a private
organization designated by the competent authorities of an E.U. Member State to conduct conformity assessments and
verify the conformity of manufacturers and their medical devices with the Essential Requirements. The notified body
issues a CE Certificate of Conformity following successful completion of a conformity assessment procedure
conducted in relation to the medical device and its manufacturer and their conformity with the Essential
Requirements. This Certificate entitles the manufacturer to affix the CE mark to its medical devices after having
prepared and signed a related Declaration of Conformity.

Compliance Program

Compliance with government rules and regulations is a significant concern throughout the industry, in part due to
evolving interpretations of these rules and regulations. We seek to conduct our business in compliance with all statutes
and regulations applicable to our operations. To this end, we have established a compliance program that reviews for
regulatory compliance procedures, policies, and facilities throughout our business. Failure to comply with applicable
requirements may subject us to administrative or judicial sanctions, such as clinical holds, refusal of regulatory
authorities to approve or authorize pending product applications, warning letters, product recalls, product seizures,
total or partial suspension of production or distribution, injunctions and/or criminal prosecution.

Legal Proceedings
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See “Part I, Item 3. Legal Proceedings” in this Annual Report, which is incorporated into this Part 1, Item 1 by this
reference.

Employees

As of the date of filing this report, we employed two executive officers, two full-time employees and two part-time
employees. We expect that we will hire more employees as we expand.
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Insurance

We currently maintain director’s and officer’s insurance, key-man life insurance for our Chief Executive Officer,
commercial general and office premises liability insurance, insurance on our clinical studies, and product errors and
omissions liability insurance for our products and services.

ITEM 1A. RISK FACTORS

In addition to other information in this Annual Report, the following factors should be considered carefully in
evaluating an investment in our securities. If any of the following risks actually occur, our business, financial
condition and results of operations would likely suffer. In that case, the market price of the Common Stock could
decline, and you may lose part or all of your investment in our company. Additional risks of which we are not
presently aware or that we currently believe are immaterial may also harm our business and results of operations.

Risks Relating to our Business

We have only a limited operating history, and, as such, an investor cannot assess our profitability or performance
based on past results.

We were incorporated in Delaware in April 2009. Initially, our operations were focused on establishing our
CLIA-certified laboratory, commercializing our ForeCYTE and FullCYTE Breast Aspirators and manufacturing our
intraductal microcatheters. In December 2015, we sold our laboratory, ceased generating revenue and refocused our
business on the development of novel therapeutics and delivery methods for the treatment of breast cancer and other
breast conditions. Because of our limited operating history, particularly in the area of pharmaceutical development,
our revenue and income potential cannot be based on prior results and is uncertain. Any evaluation of our business
and prospects must be considered in light of these factors and the risks and uncertainties often encountered by
companies in the development stage. Some of these risks and uncertainties include our ability to:

-obtain successful results from our clinical studies;

obtain regulatory approvals in the United States and elsewhere for our pharmaceuticals and intraductal
microcatheters we are developing;
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work with contract manufacturers to produce our pharmaceuticals under development and our intraductal
microcatheter in clinical and commercial quantities on acceptable terms and in accordance with required standards;

-respond effectively to competition;

-manage growth in operations;

-respond to changes in applicable government regulations and legislation;

-access additional capital when required; and

-attract and retain key personnel.

We may not continue as a going concern.

We have not yet established an ongoing source of revenue sufficient to cover operating costs and allow us to continue
as a going concern. The report issued by our independent auditors also emphasized our ability to continue as a going
concern. Our ability to continue as a going concern is dependent on obtaining adequate capital to fund operating losses
until we become profitable. If we are unable to obtain adequate capital, we may be unable to develop and
commercialize our product offerings or geographic reach and we could be forced to cease operations.
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If we do not raise additional capital, we anticipate liquidity issues in the next two to four months.

For the year ended December 31, 2016, we incurred a net loss of $6,368,885 and we had an accumulated deficit of
$57,303,748. As of the date of filing this Annual Report, we expect that our existing resources will be sufficient to
fund our planned operations for at least the next two to four months. We have not yet established an ongoing source of
revenue sufficient to cover our operating costs and allow us to continue as a going concern. Our ability to continue as
a going concern is dependent on obtaining adequate capital to fund operating losses until we become profitable. The
revenue we have generated to date consisted of mainly laboratory services; however, we sold our laboratory business
on December 16, 2015 and we currently have no other products and services approved for commercialization.
Although the laboratory is obligated to pay us a royalty of 6% of revenue starting December 2016, we have not
received any payments to date and may not receive any in the future. We may not receive or maintain regulatory
clearance for our products and other sources of capital may not be available when we need them or on acceptable
terms. If we are unable to raise in a timely fashion the amount of capital we anticipate needing; we would be forced to
curtail or cease operations.

We will need to raise substantial additional capital in the future to fund our operations and we may be unable to
raise such funds when needed and on acceptable terms.

When we elect to raise additional funds or when additional funds are required, we may raise such funds from time to
time through public or private equity offerings, debt financings, corporate collaboration and licensing arrangements or
other financing alternatives. These financing arrangements may not be available on acceptable terms, if at all. If we
are unable to raise additional capital in sufficient amounts or on terms acceptable to us, we will be prevented from
developing our device and pharmaceutical candidates, pursuing acquisition, licensing, development and
commercialization efforts, and our ability to continue operations, generate revenues, and achieve or sustain
profitability will be substantially harmed.

If we raise additional funds by issuing equity securities, our stockholders will experience dilution. Debt financing, if
available, would result in increased fixed payment obligations and may involve agreements that include covenants
limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital
expenditures or declaring dividends. Any debt financing or additional equity, including securities convertible into or
exercisable for equity securities, that we raise may contain terms, such as liquidation, conversion and other
preferences, that are not favorable to us or our stockholders. If we raise additional funds through collaboration and
licensing arrangements with third parties, it may be necessary to relinquish valuable rights to our technologies, future
revenue streams or product candidates or to grant licenses on terms that may not be favorable to us. Should the
financing we require to sustain our working capital needs be unavailable or prohibitively expensive when we require
it, our business, operating results, financial condition and prospects could be materially and adversely affected and we
may be unable to continue our operations.
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Failure to raise additional capital as needed could adversely affect us and our ability to develop our products.

We expect to spend substantial amounts of capital to:

-develop our pharmaceutical and microcatheter programs under development;

-perform clinical studies for the pharmaceuticals and microcatheters we are developing;

-continue our research and development activities to advance our product pipeline; and

-obtain clinical supplies of the pharmaceuticals and microcatheters we are developing.

We have not identified other sources for additional funding, other than our equity line of credit with Aspire Capital,
which we will only be able to utilize when the price per share of our Common Stock is above $1.50, and we cannot be
certain that additional funding will be available on acceptable terms, or at all. If we are unable to raise additional
capital in sufficient amounts or on acceptable terms, we may have to significantly delay, scale back or discontinue the
commercialization of our products or our research and development activities. Furthermore, such lack of funds may
inhibit our ability to respond to competitive pressures or unanticipated capital needs, or may force us to reduce
operating expenses, which could significantly harm the business and development of operations. Because our
independent auditors have emphasized in their report on our financial statements doubt as to our ability to continue as
a “going concern,” our ability to raise capital may be severely hampered. Similarly, our ability to borrow any such
capital may be more expensive and difficult to obtain until this “going concern” issue is eliminated.
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We have a history of operating losses and we expect to continue to incur losses in the future.

We have a limited operating history and have incurred net loss each year. Our net loss for the year ended December
31,2016 was $6,368,885. We will continue to incur further losses in connection with research and development costs
for development of our programs, including ongoing and additional clinical studies.

Our business may be affected by legal proceedings.

We have been in the past, and may become in the future, involved in legal proceedings. For example, on October 10,
2013, a securities class action complaint was filed against us, certain of our directors and officers and the underwriters
from our initial public offering. This action was purportedly brought on behalf of a class of persons and entities who
purchased our Common Stock between November 8, 2012 and October 4, 2013, inclusive. The complaint alleges that
the defendants made false or misleading statements. The Company and other defendants filed motions to dismiss the
amended complaint on May 30, 2014. The plaintiffs filed briefs in opposition to these motions on July 11, 2014. The
Company replied to the opposition briefs on August 11, 2014. On October 6, 2014, the Court granted defendants’
motion dismissing all claims against us and all other defendants. The Court’s order provided plaintiffs with a deadline
of October 26, 2014 to file a motion for leave to amend their complaint and the plaintiffs did not file such a motion by
that date. On October 30, 2014, the Court entered a final order of dismissal. On November 3, 2014, plaintiffs filed a
notice of appeal with the Court and have appealed the Court’s dismissal order to the U.S. Court of Appeals for the
Ninth Circuit. On February 11, 2015, plaintiffs filed their opening appellate brief. Defendants filed their answering
brief on April 13, 2015, and plaintiffs filed their reply brief on May 18, 2015. Oral argument for the appeal has been
set to begin on May 18, 2017. Although we believe this complaint is without merit and plan to defend it vigorously,
the costs associated with defending and resolving the complaint and ultimate outcome cannot be predicted.

On January 28, 2016, we filed a complaint in the United States District Court for the District of Delaware

captioned Atossa Genetics Inc. v. Besins Healthcare Luxembourg SARL, Case No. 1:16-cv-00045-UNA. The
complaint asserts claims for breach of contract, breach of the implied covenant of good faith and fair dealing, and for
declaratory relief against Besins. Our Company’s claims arise from Besins’ breach of an Intellectual Property License
Agreement dated May 14, 2015 (the “License Agreement”’), under which Besins licensed to the Company the
worldwide exclusive rights to develop and commercialize Afimoxifene Topical Gel, or AfTG, for the potential
treatment and prevention of hyperplasia of the breast. The complaint seeks compensatory damages, a declaration of
the parties’ rights and obligations under the License Agreement, and injunctive relief. On March 7, 2016 Besins
responded to our complaint by denying our claims and asserting counterclaims including breach of contract, fraud and
negligent misrepresentation, and seeking relief in the forms of compensatory damages, injunctive relief, and
declaratory relief. In August 2016, we resolved and settled this dispute by transferring the Afimoxifene program to
Besins for a payment to us of approximately $1.8 million.
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You should carefully review and consider the various disclosures we make in our reports filed with the SEC regarding
legal matters that may affect our business. Civil and criminal litigation is inherently unpredictable and outcomes can
result in excessive verdicts, fines, penalties and/or injunctive relief that affect how we operate our business.
Monitoring and defending against legal actions, whether or not meritorious, and considering stockholder demands, is
time-consuming for our management and detracts from our ability to fully focus our internal resources on our business
activities. In addition, legal fees and costs incurred in connection with such activities may be significant. We cannot
predict with certainty the outcome of any legal proceedings in which we become involved, and it is difficult to
estimate the possible costs to us stemming from these matters. Settlements and decisions adverse to our interests in
legal actions could result in the payment of substantial amounts and could have a material adverse effect on our cash
flow, results of operations, and financial position.

Raising funds by issuing equity or debt securities could dilute the value of the Common Stock and impose
restrictions on our working capital.

If we raise additional capital by issuing equity securities, including sales of shares of Common Stock to Aspire Capital
pursuant to the May 2016 Aspire Purchase Agreement, the value of the then outstanding Common Stock may be
reduced. If the additional equity securities are issued at a per share price less than the per share value of the
outstanding shares, then all of the outstanding shares would suffer a dilution in value with the issuance of such
additional shares. Further, the issuance of debt securities in order to obtain additional funds may impose restrictions
on our operations and may impair our working capital as we service any such debt obligations.
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The products we may develop may never achieve significant commercial market acceptance.

We may not succeed in achieving commercial market acceptance of any of our products. In order to gain market
acceptance for the drugs and microcatheters under development, we will need to demonstrate to physicians and other
healthcare professionals the benefits of these therapies including the clinical and economic application for their
particular practice. Many physicians and healthcare professionals may be hesitant to introduce new services or
techniques into their practice for many reasons, including lack of time and resources, the learning curve associated
with the adoption of such new services or techniques into already established procedures, and the uncertainty of the
applicability or reliability of the results of a new product. In addition, the availability of full or even partial payment
for our products and tests, whether by third-party payors (e.g., insurance companies), or the patients themselves, will
likely heavily influence physicians’ decisions to recommend or use our products.

The loss of the services of our Chief Executive Officer could adversely affect our business.

Our success is dependent in large part upon the ability to execute our business plan, manufacture our pharmaceutical
drugs and medical devices, and attract and retain highly skilled professional personnel. In particular, due to the
relatively early stage of our business, our future success is highly dependent on the services of Steven C. Quay, our
Chief Executive Officer and founder, who provides much of the necessary experience to execute our business plan.

We may experience difficulty in locating, attracting, and retaining experienced and qualified personnel, which
could adversely affect our business.

We will need to attract, retain, and motivate experienced clinical development and other personnel, particularly in the
greater Seattle area as we expand our pharmaceutical development activities. These employees may not be available in
this geographic region. In addition, competition for these employees is intense and recruiting and retaining skilled
employees is difficult, particularly for a development-stage organization such as ours. If we are unable to attract and
retain qualified personnel, our development activities may be adversely affected.

Compounds that appear promising in research and development may fail to reach later stages of development for a
number of reasons, including, among others, that clinical trials may take longer to complete than expected or may
not be completed at all, and top-line or preliminary clinical trial data reports may ultimately differ from actual
results once data are more fully evaluated.
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Successful development of anti-cancer and other pharmaceutical products is highly uncertain, and obtaining
regulatory approval to market drugs to treat cancer and other breast conditions is expensive, difficult, and speculative.
Compounds that appear promising in research and development may fail to reach later stages of development for
several reasons, including, but not limited to:

_delay or failure in obtaining necessary U.S. and international regulatory approvals, or the imposition of a partial or
full regulatory hold on a clinical trial;

difficulties in formulating a compound, scaling the manufacturing process, timely attaining process validation for
particular drug products, and completing manufacturing to support clinical studies;

-pricing or reimbursement issues or other factors that may make the product uneconomical to commercialize;

production problems, such as the inability to obtain raw materials or supplies satisfying acceptable standards for the
manufacture of our products;

equipment obsolescence, malfunctions or failures, product quality/contamination problems or changes in regulations
requiring manufacturing modifications;

inefficient cost structure of a compound, finished drug, or device compared to alternative
treatments;

-obstacles resulting from proprietary rights held by others, such as patent rights for a particular compound;

lower than anticipated rates of patient enrollment as a result of factors, such as the number of patients with the
-relevant conditions, the proximity of patients to clinical testing centers, perceived cost/benefit of participating in the
study, eligibility criteria for tests, and competition with other clinical testing programs;

preclinical or clinical testing requiring significantly more time than expected, resources or expertise than originally
expected and inadequate financing, which could cause clinical trials to be delayed or terminated;

failure of clinical testing to show potential products to be safe and efficacious, and failure to demonstrate desired
safety and efficacy characteristics in human clinical trials;

suspension of a clinical trial at any time by us, an applicable collaboration partner or a regulatory authority
on the basis that the participants are being exposed to unacceptable health risks or for other reasons;
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delays in reaching or failing to reach agreement on acceptable terms with manufacturers or prospective clinical
research organizations, or CROs, and trial sites; and

failure of third-parties, such as CROs, academic institutions, collaborators, cooperative groups, and/or investigator
sponsors, to conduct, oversee, and monitor clinical trials and results.

In addition, from time to time we expect to report top-line data for clinical trials. Such data are based on a preliminary
analysis of then-available efficacy and safety data, and such findings and conclusions are subject to change following
a more comprehensive review of the data related to the particular study or trial. Top-line or preliminary data are based
on important assumptions, estimations, calculations and information then available to us to the extent we have had, at
the time of such reporting, an opportunity to fully and carefully evaluate such information in light of all surrounding
facts, circumstances, recommendations and analyses. As a result, top-line results may differ from future results, or
different conclusions or considerations may qualify such results once existing data have been more fully evaluated. In
addition, third parties, including regulatory agencies, may not accept or agree with our assumptions, estimations,
calculations or analyses or may interpret or weigh the importance of data differently, which could impact the value of
the particular program, the approvability or commercialization of the particular compound and our business in general.

If the development of our products is delayed or fails, or if top-line or preliminary clinical trial data reported differ
from actual results, our development costs may increase and the ability to commercialize our products may be harmed,
which could harm our business, financial condition, operating results or prospects.

We may not obtain or maintain the regulatory approvals required to develop or commercialize some or all of our
products.

We are subject to rigorous and extensive regulation by the FDA in the U.S. and by comparable agencies in other
jurisdictions, including the European Medicines Agency (the “EMA”) in the E.U.

Our product candidates are currently in research or development and we have not received marketing approval for our
products. Our products may not be marketed in the U.S. until they have been approved by the FDA and may not be
marketed in other jurisdictions until they have received approval from the appropriate foreign regulatory agencies.
Each product candidate requires significant research, development and preclinical testing and extensive clinical
investigation before submission of any regulatory application for marketing approval. Our products may be considered
“combination” products in that they use both medical devices and drugs. For example, our intraductal microcatheters
utilize both a medical device and the drug they are intended to deliver. As a result, the regulatory pathway for these
products may be more complex and obtaining regulatory approvals may be more difficult.
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Obtaining regulatory approval requires substantial time, effort and financial resources, and we may not be able to
obtain approval of any of our products on a timely basis, or at all. The number, size, design, and focus of preclinical
and clinical trials that will be required for approval by the FDA, the EMA, or any other foreign regulatory agency
varies depending on the compound, the disease or condition that the products is designed to address and the
regulations applicable to any particular products. Preclinical and clinical data can be interpreted in different ways,
which could delay, limit or preclude regulatory approval. The FDA, the EMA, and other foreign regulatory agencies
can delay, limit, or deny approval of a product for many reasons, including, but not limited to:

-a product may not be shown to be safe or effective;
-the clinical and other benefits of a product may not outweigh its safety risks;
-clinical trial results may be negative or inconclusive, or adverse medical events may occur during a clinical trial;

the results of clinical trials may not meet the level of statistical significance required by regulatory agencies for
approval;

-regulatory agencies may interpret data from pre-clinical and clinical trials in different ways than we do;

regulatory agencies may not approve the manufacturing process or determine that the manufacturing is not in
accordance with current good manufacturing practices;

-a product may fail to comply with regulatory requirements; or
-regulatory agencies might change their approval policies or adopt new regulations.
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If our products are not approved at all or quickly enough to provide net revenues to defray our operating expenses, our
business, financial condition, operating results and prospects could be harmed.

In the event that we seek and the FDA does not grant accelerated approval or priority review for a drug or device
candidate, we would experience a longer time to commercialization in the U.S., if commercialized at all, our
development costs may increase and our competitive position may be harmed.

We may in the future decide to seek accelerated approval pathway for our products. The FDA may grant accelerated
approval to a product designed to treat a serious or life-threatening condition that provides meaningful therapeutic
benefit over available therapies upon a determination that the product has an effect on a surrogate endpoint or
intermediate clinical endpoint that is reasonably likely to predict clinical benefit. A surrogate endpoint under an
accelerated approval pathway may be used in cases in which the advantage of a new drug over available therapy may
not be a direct therapeutic advantage, but is a clinically important improvement from a patient and public health
perspective. There can be no assurance that the FDA will agree that any endpoint we suggest with respect to any of
our drug candidates is an appropriate surrogate endpoint. Furthermore, there can be no assurance that any application
will be accepted or that approval will be granted. Even if a product candidate is granted accelerated approval, such
accelerated approval is contingent on the sponsor’s agreement to conduct one or more post-approval confirmatory
trials. Such confirmatory trial(s) must be completed with due diligence and, in some cases, the FDA may require that
the trial(s) be designed and/or initiated prior to approval. Moreover, the FDA may withdraw approval of a product
candidate or indication approved under the accelerated approval pathway for a variety of reasons, including if the
trial(s) required to verify the predicted clinical benefit of a product candidate fail to verify such benefit or do not
demonstrate sufficient clinical benefit to justify the risks associated with the drug, or if the sponsor fails to conduct
any required post-approval trial(s) with due diligence.

In the event of priority review, the FDA may but is not required to, take action on an application within a total of eight
months instead of the eight months allocated for a standard review. The FDA grants priority review only if it
determines that a product treats a serious condition and, if approved, would provide a significant improvement in
safety or effectiveness when compared to a standard application. The FDA has broad discretion whether to grant
priority review, and, while the FDA has granted priority review to other oncology product candidates, our drug
candidates may not receive similar designation. Moreover, receiving priority review from the FDA does not guarantee
completion of review or approval within the targeted eight-month cycle or thereafter.

A failure to obtain accelerated approval or priority review would result in a longer time to commercialization of the
applicable product in the U.S., if commercialized at all, could increase the cost of development and could harm our
competitive position in the marketplace.
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Even if our products are successful in clinical trials and receive regulatory approvals, we may not be able to
successfully commercialize them.

The development and ongoing clinical trials for our drug and device candidates may not be successful and, even if
they are, the resulting products may never be successfully developed into commercial products. Even if we are
successful in our clinical trials and in obtaining other regulatory approvals, the respective products may not reach or
remain in the market for a number of reasons including:

-they may be found ineffective or cause harmful side effects;
-they may be difficult to manufacture on a scale necessary for commercialization;

they may experience excessive product loss due to contamination, equipment failure, inadequate transportation or
-storage, improper installation or operation of equipment, vendor or operator error, inconsistency in yields or
variability in product characteristics;

-they may be uneconomical to produce;

we may fail to obtain reimbursement approvals or pricing that is cost effective for patients as compared to other
available forms of treatment or that covers the cost of production and other expenses;

-they may not compete effectively with existing or future alternatives;
-we may be unable to develop commercial operations and to sell marketing rights;
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-they may fail to achieve market acceptance; or

-we may be precluded from commercialization of a product due to proprietary rights of third parties.

If we fail to commercialize products or if our future products do not achieve significant market acceptance, we will
not likely generate significant revenues or become profitable.

The pharmaceutical business is subject to increasing government price controls and other restrictions on pricing,
reimbursement and access to drugs, which could adversely affect our future revenues and profitability.

To the extent our products are developed, commercialized, and successfully introduced to market, they may not be
considered cost-effective and third-party or government reimbursement might not be available or sufficient. Globally,
governmental and other third-party payors are becoming increasingly aggressive in attempting to contain health care
costs by strictly controlling, directly or indirectly, pricing and reimbursement and, in some cases, limiting or denying
coverage altogether on the basis of a variety of justifications, and we expect pressures on pricing and reimbursement
from both governments and private payors inside and outside the U.S. to continue.

In the U.S., we are subject to substantial pricing, reimbursement, and access pressures from state Medicaid programs,
private insurance programs and pharmacy benefit managers, and implementation of U.S. health care reform legislation
is increasing these pricing pressures. The Patient Protection and Affordable Care Act, as amended by the Health Care
and Education Affordability Reconciliation Act (collectively, the “PPACA” or the “Affordable Care Act”), instituted
comprehensive health care reform, and includes provisions that, among other things, reduce and/or limit Medicare
reimbursement, require all individuals to have health insurance (with limited exceptions), and impose new and/or
increased taxes. The future of the Affordable Care Act and its constituent parts are uncertain at this time.

In almost all markets, pricing and choice of prescription pharmaceuticals are subject to governmental control.
Therefore, the price of our products and their reimbursement in Europe and in other countries is and will be
determined by national regulatory authorities. Reimbursement decisions from one or more of the European markets
may impact reimbursement decisions in other European markets. A variety of factors are considered in making
reimbursement decisions, including whether there is sufficient evidence to show that treatment with the product is
more effective than current treatments, that the product represents good value for money for the health service it
provides, and that treatment with the product works at least as well as currently available treatments.

The continuing efforts of government and insurance companies, health maintenance organizations, and other payors of
health care costs to contain or reduce costs of health care may affect our future revenues and profitability or those of

56



Edgar Filing: ATOSSA GENETICS INC - Form 10-K

our potential customers, suppliers, and collaborative partners, as well as the availability of capital.

We are dependent on third-party service providers for a number of critical operational activities including, in
particular, for the manufacture and testing of our products and associated supply chain operations, as well as for
clinical trial activities. Any failure or delay in these undertakings by third parties could harm our business.

Our business is dependent on the performance by third parties of their responsibilities under contractual relationships.
In particular, we heavily rely on third parties for the manufacture and testing of our products. We do not have internal
analytical laboratory or manufacturing facilities to allow the testing or production of products in compliance with
cGMP. As a result, we rely on third parties to supply us in a timely manner with manufactured product candidates. We
may not be able to adequately manage and oversee the manufacturers we choose, they may not perform as agreed or
they may terminate their agreements with us. In particular, we depend on third-party manufacturers to conduct their
operations in compliance with GLP or similar standards imposed by the U.S. and/or applicable foreign regulatory
authorities, including the FDA and EMA. Any of these regulatory authorities may take action against a contract
manufacturer who violates cGMP. Failure of our manufacturers to comply with FDA, EMA or other applicable
regulations may cause us to curtail or stop the manufacture of such products until we obtain regulatory compliance.

We may not be able to obtain sufficient quantities of our products if we are unable to secure manufacturers when
needed, or if our designated manufacturers do not have the capacity or otherwise fail to manufacture compounds
according to our schedule and specifications or fail to comply with cGMP regulations. Furthermore, in order to
ultimately obtain and maintain applicable regulatory approvals, any manufacturers we utilize are required to
consistently produce the respective products in commercial quantities and of specified quality or execute fill-finish
services on a repeated basis and document their ability to do so, which is referred to as process validation. In order to
obtain and maintain regulatory approval of a compound, the applicable regulatory authority must consider the result of
the applicable process validation to be satisfactory and must otherwise approve of the manufacturing process. Even if
our compound manufacturing processes obtain regulatory approval and sufficient supply is available to complete
clinical trials necessary for regulatory approval, there are no guarantees we will be able to supply the quantities
necessary to effect a commercial launch of the applicable drug, or once launched, to satisfy ongoing demand. Any
product shortage could also impair our ability to deliver contractually required supply quantities to applicable
collaborators, as well as to complete any additional planned clinical trials.

30

57



Edgar Filing: ATOSSA GENETICS INC - Form 10-K

We also rely on third-party service providers for certain warehousing and transportation. With regard to the
distribution of our drugs, we depend on third-party distributors to act in accordance with GDP, and the distribution
process and facilities are subject to continuing regulation by applicable regulatory authorities with respect to the
distribution and storage of products.

In addition, we depend on medical institutions and CROs (together with their respective agents) to conduct clinical
trials and associated activities in compliance with GCP and in accordance with our timelines, expectations and
requirements. We are substantially dependent on Montefiore Medical Center for the clinical study they are conducting
for us using our intraductal microcatheters. To the extent any such third parties are delayed in achieving or fail to meet
our clinical trial enrollment expectations, fail to conduct our trials in accordance with GCP or study protocol or
otherwise take actions outside of our control or without our consent, our business may be harmed. Furthermore, we
conduct clinical trials in foreign countries, subjecting us to additional risks and challenges, including, in particular, as
a result of the engagement of foreign medical institutions and foreign CROs, who may be less experienced with regard
to regulatory matters applicable to us and may have different standards of medical care.

With regard to certain of the foregoing clinical trial operations and stages in the manufacturing and distribution chain
of our compounds, we rely on single vendors. In particular, our current business structure contemplates, at least in the
foreseeable future, use of a single commercial supplier for endoxifen drug substance. In addition, in the event
endoxifen is approved, we are initially preparing to have only one commercial supplier. The use of single vendors for
core operational activities, such as clinical trial operations, manufacturing and distribution, and the resulting lack of
diversification, expose us to the risk of a material interruption in service related to these single, outside vendors. As a
result, our exposure to this concentration risk could harm our business.

Although we monitor the compliance of our third-party service providers performing the aforementioned services, we
cannot be certain that such service providers will consistently comply with applicable regulatory requirements or that
they will otherwise timely satisfy their obligations to us. Any such failure and/or any failure by us to monitor their
services or to plan for and manage our short- and long-term requirements underlying such services could result in
shortage of the compound, delays in or cessation of clinical trials, failure to obtain or revocation of product approvals
or authorizations, product recalls, withdrawal or seizure of products, suspension of an applicable wholesale
distribution authorization, and/or distribution of products, operating restrictions, injunctions, suspension of licenses,
other administrative or judicial sanctions (including civil penalties and/or criminal prosecution), and/or unanticipated
related expenditures to resolve shortcomings.

Such consequences could have a significant impact on our business, financial condition, operating results, or
prospects.

We may encounter delays in our clinical trials, or may not be able to conduct our trials timely.
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Clinical trials are expensive and subject to regulatory approvals. Potential trial delays may arise from, but are not
limited to:

Failure to obtain on a timely basis, or at all, approval from the applicable institutional review board or ethics
committee to open a clinical study

lower than anticipated patient enrollment for reasons such as existing conditions, eligibility criteria or if patients
perceive a lack of benefit to enroll in the study for whatever reason;

-delays in reaching agreements on acceptable terms with prospective CROs; and

failure of Montefiore Medical Center, CROs, or other third parties to effectively and timely monitor, oversee, and
maintain the clinical trials.

Our products and services may expose us to possible litigation and product liability claims.

Our business may expose us to potential product liability risks inherent in the testing, marketing, and processing
personalized medical products, particularly those products and services we offered prior to shifting our focus on
pharmaceutical development. Product liability risks may arise from, but are not limited to:

failure of our microcatheters to inject a sufficient amount of drug into the desired location, which could lead to
ineffective treatment; and
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-adverse events related to drugs we are developing.

A successful product liability claim, or the costs and time commitment involved in defending against a product
liability claim, could have a material adverse effect on our business. Any successful product liability claim may
prevent us from obtaining adequate product liability insurance in the future on commercially desirable or reasonable
terms. An inability to obtain sufficient insurance coverage at an acceptable cost, or otherwise, to protect against
potential product liability claims could prevent or inhibit the commercialization of our products.

If we are not able to protect our proprietary technology, others could compete against us more directly, which
would harm our business.

Our commercial success will depend, in part, on our ability to obtain additional patents and licenses and protect our
existing patent position, both in the United States and in other countries, for devices, therapeutics and related
technologies, processes, methods, compositions, and other inventions that we believe are patentable. Our ability to
preserve our trade secrets and other intellectual property is also important to our long-term success. If we do not
adequately protect our intellectual property, competitors may be able to use our technologies and erode or negate any
competitive advantage we may have, which could harm our business and ability to establish or maintain profitability.
Patents may also issue to third parties which could interfere with our ability to bring our therapeutics and devices to
market. The laws of some foreign countries do not protect our proprietary rights to the same extent as U.S. laws, and
we may encounter significant problems in protecting our proprietary rights in these countries. The patent positions of
diagnostic companies and pharmaceutical and biotechnology companies, including our patent position, are generally
highly uncertain and particularly after the Supreme Court decisions, Mayo Collaborative Services v. Prometheus
Laboratories, 132 S. Ct. 1289 (2012), Association for Molecular Pathology v. Myriad Genetics, Inc., 133 S. Ct. 2107
(2013), and Alice Corp. v. CLS Bank International, 134 S. Ct. 2347 (2014). Our patent positions also involve complex
legal and factual questions, and, therefore, any patents issued to us may be challenged, deemed unenforceable,
invalidated or circumvented. We will be able to protect our proprietary rights from unauthorized use by third parties
only to the extent that our proprietary technologies and any future tests are covered by valid and enforceable patents or
are effectively maintained as trade secrets. In addition, our patent applications may never issue as patents, and the
claims of any issued patents may not afford meaningful protection for our technology or tests.

The degree of future protection for our proprietary rights is uncertain, and we cannot ensure that:

-we or others were the first to make the inventions covered by each of our patent applications;

-we or others were the first to file patent applications for our claimed inventions;
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-others will not independently develop similar or alternative technologies or duplicate any of our technologies;

-any of our patent applications will result in issued patents;

-any of our patents will be valid or enforceable;

_any patents issued to us and collaborators will provide a basis for commercially viable therapeutics, will provide us
with any competitive advantages or will not be challenged by third parties;

-the patents of others will not have an adverse effect on our business; or

-our patents or patents that we license from others will survive legal challenges, and remain valid and enforceable.

If a third-party files a patent application with claims to a drug or device we have discovered or developed, a derivation
proceeding may be initiated regarding competing patent applications. If a derivation proceeding is initiated, we may
not prevail in the derivation proceeding. If the other party prevails in the derivation proceeding, we may be precluded
from commercializing our products, or may be required to seek a license. A license may not be available to us on
commercially acceptable terms, if at all.
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Any litigation proceedings relating to our proprietary technology may fail and, even if successful, may result in
substantial costs and distract our management and other employees. Furthermore, because of the substantial amount of
discovery required in connection with intellectual property litigation, there is a risk that some of our confidential
information could be compromised by disclosure during this type of litigation. In addition, there could be public
announcements of the results of hearings, motions or other interim proceedings or developments. If securities analysts
or investors perceive these results to be negative, it could have a substantial adverse effect on the price of our
Common Stock. Finally, we may not be able to prevent, alone or with the support of our licensors, misappropriation of
our trade secrets or confidential information, particularly in countries where the laws may not protect those rights as
fully as in the United States.

Obtaining and maintaining our patent protection depends on compliance with various procedural, document
submission, fee payment and other requirements imposed by governmental patent agencies, and our patent
protection could be reduced or eliminated for non-compliance with these requirements.

The U.S. Patent and Trademark Office (the “USPTO”) and various foreign governmental patent agencies require
compliance with a number of procedural, documentary, fee payment and other similar provisions during the patent
process. Periodic maintenance fees, renewal fees, annuity fees, and various other governmental fees on any issued
patents and/or applications are due to be paid to the USPTO and foreign patent agencies in several stages over the
lifetime of the patents and/or applications. We have systems in place to remind us to pay these fees, and we employ an
outside firm and rely on our outside counsel to pay these fees. While an inadvertent lapse may sometimes be cured by
payment of a late fee or by other means in accordance with the applicable rules, there are situations in which
noncompliance can result in abandonment or lapse of the patent or patent application, resulting in partial or complete
loss of patent rights in the relevant jurisdiction. In such an event, our competitors might be able to enter the market
earlier than should otherwise have been the case, which would have a material adverse effect on our business.

Changes in U.S. patent law could diminish the value of patents in general, thereby impairing our ability to protect
our products.

As is the case with other medical device and pharmaceutical companies, our success is heavily dependent on
intellectual property, particularly on obtaining and enforcing patents. Obtaining and enforcing patents in the medical
device and pharmaceutical industries involve both technological and legal complexity, and is therefore costly,
time-consuming and inherently uncertain. In addition, the United States has recently enacted and is currently
implementing wide-ranging patent reform legislation. Further, recent U.S. Supreme Court rulings have narrowed the
scope of patent protection available in certain circumstances and weakened the rights of patent owners in certain
situations. In particular, on March 20, 2012, the U.S. Supreme Court issued the Prometheus decision, holding that
several claims drawn to measuring drug metabolite levels from patient samples were not patentable subject matter.
The full impact of the Prometheus decision on diagnostic claims is uncertain. In addition to increasing uncertainty
with regard to our ability to obtain patents in the future, this combination of events has created uncertainty with
respect to the value of patents once obtained. Depending on decisions by the U.S. Congress, the federal courts, and the
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USPTO, the laws and regulations governing patents could change in unpredictable ways that could weaken our ability
to obtain new patents or to enforce our existing patents and patents that we might obtain in the future.

We may not be able to protect our intellectual property rights throughout the world.

Filing, prosecuting and defending patents on our products in all countries throughout the world would be prohibitively
expensive. In addition, the laws of some foreign countries do not protect intellectual property rights in the same
manner and to the same extent as laws in the United States. Consequently, we may not be able to prevent third parties
from practicing our inventions in all countries outside the United States. Competitors may use our technologies in
jurisdictions where we have not obtained patent protection to develop their own products and further, may export
otherwise infringing products to territories where we have patent protection but enforcement of such patent protection
is not as strong as that in the United States. These products may compete with our products and services, and our
patents or other intellectual property rights may not be effective or sufficient to prevent them from competing with our
products.

Many companies have encountered significant problems in protecting and defending intellectual property rights in
foreign jurisdictions. The legal systems of certain countries, particularly certain developing countries, do not favor the
enforcement of patents, trade secrets and other intellectual property protection, particularly those relating to
biotechnology products, which could make it difficult for us to stop the infringement of our patents or marketing of
competing products and services in violation of our proprietary rights generally. Proceedings to enforce our patent
rights in foreign jurisdictions could result in substantial costs and divert our efforts and attention from other aspects of
our business, could put our patents at risk of being invalidated or interpreted narrowly, and could provoke third parties
to assert claims against us. We may not prevail in any lawsuits that we initiate and the damages or other remedies
awarded, if any, may not be commercially meaningful. Accordingly, our efforts to enforce our intellectual property
rights around the world may be inadequate to obtain a significant commercial advantage from the intellectual property
that we develop.
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Our current patent portfolio may not include all patent rights needed for the full development and
commercialization of our products. We cannot be sure that patent rights we may need in the future will be available
for license on commercially reasonable terms, or at all.

We may be unable to obtain any licenses or other rights to patents, technology, or know-how from third parties
necessary to conduct our business and such licenses, if available at all, may not be available on commercially
reasonable terms. Others may seek licenses from us for other technology we use or intend to use. Any failure to obtain
such licenses could delay or prevent us from developing or commercializing our proposed products, which would
harm our business. For example, we may seek to develop our intraductal treatment program by licensing a
pharmaceutical from a third-party. We may not be able to secure such a license on acceptable terms. Litigation or
patent interference proceedings need to be brought against third parties, as discussed below, to enforce any of our
patents or other proprietary rights, or to determine the scope and validity or enforceability of the proprietary rights of
such third parties.

Third-party claims alleging intellectual property infringement may prevent or delay our drug discovery and
development efforts.

Our commercial success depends in part on our avoiding infringement of the patents and proprietary rights of third
parties, including the intellectual property rights of competitors. There is a substantial amount of litigation, both
within and outside the United States, involving patents and other intellectual property rights in the medical device and
pharmaceutical fields, as well as administrative proceedings for challenging patents, including interference and
reexamination proceedings before the USPTO or oppositions and other comparable proceedings in various foreign
jurisdictions. Recently, the America Invents Act (the “AIA”) introduced new procedures including inter partes review
and post-grant review. The implementation of these procedures brings uncertainty to the possibility of challenges to
our patents in the future, including those patents perceived by our competitors as blocking entry into the market for
their products, and the outcome of such challenges. Numerous U.S. and foreign issued patents and pending patent
applications, which are owned by third parties, exist in the fields in which we are developing our products. As the
medical device and pharmaceutical industries expand and more patents are issued, the risk increases that our activities
related to our products may give rise to claims of infringement of the patent rights of others.

We cannot assure you that our current or future products will not infringe on existing or future patents. We may not be
aware of patents that have already issued that a third-party might assert are infringed by one of our current or future
products.

Third parties may assert that we are employing their proprietary technology without authorization. There may be
third-party patents of which we are currently unaware with claims to materials, formulations, methods of manufacture,
or methods for treatment related to the use or manufacture of our products. Because patent applications can take many
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years to issue and may be confidential for eighteen months or more after filing, there may be currently pending
third-party patent applications which may later result in issued patents that our products may infringe, or which such
third-parties claim are infringed by our products and services.

Parties making claims against us for infringement or misappropriation of their intellectual property rights may seek
and obtain injunctive or other equitable relief, which could effectively block our ability to further develop and
commercialize our products. Defense of these claims, regardless of their merit, would involve substantial expenses
and would be a substantial diversion of employee resources from our business. In the event of a successful claim of
infringement against us by a third-party, we may have to (i) pay substantial damages, including treble damages and
attorneys’ fees if we are found to have willfully infringed the third-party’s patents; (ii) obtain one or more licenses from
the third-party; (iii) pay royalties to the third-party; or (iv) redesign any infringing products. Redesigning any
infringing products may be impossible or require substantial time and monetary expenditure. Further, we cannot
predict whether any required license would be available at all or whether it would be available on commercially
reasonable terms. In the event that we could not obtain a license, we may be unable to further develop and
commercialize our products, which could harm our business significantly. Even if we were able to obtain a license, the
rights may be nonexclusive, which would give our competitors access to the same intellectual property.

In addition to infringement claims against us, if third parties have prepared and filed patent applications in the United
States that also claim technology related to our products, we may have to participate in interference proceedings in the
USPTO to determine the priority of invention. Third parties may also attempt to initiate reexamination, post-grant
review or inter partes review of our patents in the USPTO. We may also become involved in similar proceedings in
the patent offices in other jurisdictions regarding our intellectual property rights with respect to our products and
technology.
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We may be subject to claims that our employees, consultants or independent contractors have wrongfully used or
disclosed confidential information of third parties.

We have received confidential and proprietary information from third parties. In addition, we employ individuals who
were previously employed at other diagnostic, medical device or pharmaceutical companies. We may be subject to
claims that we or our employees, consultants or independent contractors have inadvertently or otherwise improperly
used or disclosed confidential information of these third parties or our employees’ former employers. Further, we may
be subject to ownership disputes in the future arising, for example, from conflicting obligations of consultants or
others who are involved in developing our products. We may also be subject to claims that former employees,
consultants, independent contractors, collaborators or other third parties have an ownership interest in our patents or
other intellectual property. Litigation may be necessary to defend against these and other claims challenging our right
to and use of confidential and proprietary information. If we fail in defending any such claims, in addition to paying
monetary damages, we may lose our rights therein. Such an outcome could have a material adverse effect on our
business. Even if we are successful in defending against these claims, litigation could result in substantial cost and be
a distraction to our management and employees.

We may be unable to adequately prevent disclosure of trade secrets and other proprietary information.

We rely on trade secret protection and confidentiality agreements to protect proprietary know-how that is not
patentable or that we elect not to patent, processes for which patents are difficult to enforce, and any other elements of
our discovery and development processes that involve proprietary know-how, information or technology that is not
covered by patents. However, trade secrets can be difficult to protect. We require all of our employees, consultants,
advisors and any third parties who have access to our proprietary know-how, information or technology, to enter into
confidentiality agreements. However, we cannot be certain that all such confidentiality agreements have been duly
executed, that our trade secrets and other confidential proprietary information will not be disclosed or that competitors
will not otherwise gain access to our trade secrets or independently develop substantially equivalent information and
techniques. Misappropriation or unauthorized disclosure of our trade secrets could impair our competitive position and
may have a material adverse effect on our business. Additionally, if the steps taken to maintain our trade secrets are
deemed inadequate, we may have insufficient recourse against third parties for misappropriating the trade secret.

We use third-party suppliers to produce our intraductal microcatheters, which are currently manufactured in small
quantities. If such suppliers are not capable of producing quantities sufficient for ongoing and future clinical
studies as well as for commercial sale when we are ready, we may not generate significant revenue or become
profitable.

We rely on third-party suppliers for the continued manufacture and supply of the intraductal microcatheters. If our
third-party suppliers cannot produce the microcatheter in quantities sufficient for our studies and commercial needs on
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acceptable terms when needed, we may be unable to commercialize our microcatheters and generate revenue from
their sales as planned. In addition, if at any time after commercialization of our products, we are unable to secure
essential equipment or supplies in a timely, reliable and cost-effective manner, we could experience disruptions in our
services that could adversely affect anticipated results.

Risks Related to Our Industry

Legislative or regulatory reforms may make it more difficult and costly for us to obtain regulatory approval of our
product candidates and to manufacture, market and distribute our products after approval is obtained.

From time to time, legislation is drafted and introduced in Congress that could significantly change the statutory
provisions governing the regulatory approval, manufacture and marketing of regulated products or the reimbursement
thereof. In addition, FDA regulations and guidance are often revised or reinterpreted by the FDA in ways that may
significantly affect our business and our products. Any new regulations or revisions or reinterpretations of existing
regulations may impose additional costs or lengthen review times of future products. In addition, FDA regulations and
guidance are often revised or reinterpreted by the agency in ways that may significantly affect our business and our
products. It is impossible to predict whether legislative changes will be enacted or FDA regulations, guidance or
interpretations changed, and what the impact of such changes, if any, may be. Similar changes and revisions can also
occur in foreign countries.
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For example, the FDA may change its clearance and approval policies, adopt additional regulations or revise existing
regulations, or take other actions which may prevent or delay approval or clearance of our products under
development or impact our ability to modify our currently cleared products on a timely basis. Any change in the laws
or regulations that govern the clearance and approval processes relating to our current and future products could make
it more difficult and costly to obtain clearance or approval for new products, or to produce, market and distribute
existing products. Significant delays in receiving clearance or approval, or the failure to receive clearance or approval
for our new products would have an adverse effect on our ability to expand our business.

The statements and actions of the Trump administration could negatively affect our business.

President Trump has stated that he will repeal the Affordable Care Act, as amended, reduce government regulation,
and lower the prices of pharmaceuticals. He has also placed temporary bans on immigration from certain countries.
These statements and potential actions on these topics could negatively impact our stock price and could make it more
difficult to develop our programs. For example, lower pharmaceutical prices could reduce the potential market for our
drugs under development and reduced government regulation could encourage competition. The recent temporary
bans on immigration from certain countries could make it more difficult for us and our partners to hire qualified
personnel.

Our inadvertent or unintentional failure to comply with the complex government regulations concerning privacy of
medical records could subject us to fines and adversely affect our reputation.

Federal privacy regulations, among other things, restrict our ability to use or disclose protected health information in
the form of patient-identifiable laboratory data, without written patient authorization, for purposes other than payment,
treatment, or healthcare operations (as defined under the Health Insurance Portability and Accountability Act, or
HIPAA) except for disclosures for various public policy purposes and other permitted purposes outlined in the privacy
regulations. The privacy regulations provide for significant fines and other penalties for wrongful use or disclosure of
protected health information, including potential civil and criminal fines and penalties. Although the HIPAA statute
and regulations do not expressly provide for a private right of damages, we could incur damages under state laws to
private parties for the wrongful use or disclosure of confidential health information or other private personal
information.
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We intend to implement policies and practices that we believe will make us compliant with the privacy regulations.
However, the documentation and process requirements of the privacy regulations are complex and subject to
interpretation. Failure to comply with the privacy regulations could subject us to sanctions or penalties, loss of
business, and negative publicity.

The HIPAA privacy regulations establish a “floor” of minimum protection for patients as to their medical information
and do not supersede state laws that are more stringent. Therefore, we are required to comply with both HIPAA
privacy regulations and various state privacy laws. The failure to do so could subject us to regulatory actions,
including significant fines or penalties, and to private actions by patients, as well as to adverse publicity and possible
loss of business. In addition, federal and state laws and judicial decisions provide individuals with various rights for
violation of the privacy of their medical information by healthcare providers such as us.

The collection and use of personal health data in the E.U. is governed by the provisions of Directive 95/46/EC of the
European Parliament and of the Council of 24 October 1995 on the protection of individuals with regard to the
processing of personal data and on the free movement of such data, commonly known as the Data Protection
Directive. The Directive imposes a number of requirements including an obligation to seek the consent of individuals
to whom the personal data relates, the information that must be provided to the individuals, notification of data
processing obligations to the competent national data protection authorities of individual E.U. Member States, and the
security and confidentiality of the personal data. The Data Protection Directive also imposes strict rules on the transfer
of personal data out of the E.U. to the U.S. Failure to comply with the requirements of the Data Protection Directive
and the related national data protection laws of the E.U. Member States may result in fines and other administrative
penalties and harm our business.

The failure to comply with complex federal and state laws and regulations related to submission of claims for
services could result in significant monetary damages and penalties and exclusion from the Medicare and
Medicaid programs.

We are subject to extensive federal and state laws and regulations relating to the submission of claims for payment for
services, including those that relate to coverage of services under Medicare, Medicaid, and other governmental
healthcare programs, the amounts that may be billed for services, and to whom claims for services may be submitted,
such as billing Medicare as the secondary, rather than the primary, payor. The failure to comply with applicable laws
and regulations, for example, enrollment in the Medicare Provider Enrollment, Chain and Ownership System, could
result in our inability to receive payment for our services or attempts by third-party payors, such as Medicare and
Medicaid, to recover payments from us that we have already received. Submission of claims in violation of certain
statutory or regulatory requirements can result in penalties, including civil money penalties of up to $10,000 for each
item or service billed to Medicare in violation of the legal requirement, and exclusion from participation in Medicare
and Medicaid. Government authorities may also assert that violations of laws and regulations related to submission of
claims violate the federal False Claims Act or other laws related to fraud and abuse, including submission of claims
for services that were not medically necessary. The Company will be generally dependent on independent physicians

69



Edgar Filing: ATOSSA GENETICS INC - Form 10-K

to determine when its services are medically necessary for a particular patient. Nevertheless, we could be adversely
affected if it were determined that the services we provided were not medically necessary and not reimbursable,
particularly if it were asserted that we contributed to the physician’s referrals of unnecessary services. It is also
possible that the government could attempt to hold us liable under fraud and abuse laws for improper claims submitted
by us if it were found that we knowingly participated in the arrangement that resulted in submission of the improper
claims.

Healthcare policy changes, including recently enacted legislation reforming the United States healthcare system,
may have a material adverse effect on our financial condition and results of operations

The Affordable Care Act, enacted in March 2010, makes changes that are expected to significantly impact the
pharmaceutical and medical device industries.

Other significant measures contained in the PPACA include coordination and promotion of research on comparative
clinical effectiveness of different technologies and procedures, initiatives to revise Medicare payment methodologies,
such as bundling of payments across the continuum of care by providers and physicians, and initiatives to promote
quality indicators in payment methodologies. The PPACA also includes significant new fraud and abuse measures,
including required disclosures of financial arrangements with physician customers, lower thresholds for violations,
and increasing potential penalties for such violations.
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In addition to the PPACA, the effect of which cannot presently be quantified, various healthcare reform proposals
have also emerged from federal and state governments. Changes in healthcare policy could adversely affect our
business.

We cannot predict whether future healthcare initiatives will be implemented at the federal or state level or in countries
outside of the United States in which we may do business, or the effect any future legislation or regulation will have
on us. The taxes imposed by the new federal legislation and the expansion in government’s effect on the United States
healthcare industry may result in decreased profits to us, lower reimbursements by payors for our products or reduced
medical procedure volumes, all of which may adversely affect our business, financial condition and results of
operations.

Risks Related to the Securities Markets and Investment in our Securities

Our shares of Common Stock are listed on The NASDAQ Capital Market, but we cannot guarantee that we will be
able to satisfy the continued listing standards going forward.

Although our shares of Common Stock are listed on The NASDAQ Capital Market, we cannot ensure that we will be
able to satisfy the continued listing standards of The NASDAQ Capital Market going forward. If we cannot satisfy the
continued listing standards going forward, NASDAQ may commence delisting procedures against us, which could
result in our stock being removed from listing on The NASDAQ Capital Market. On September 28, 2015, we received
a letter from NASDAQ stating that the Company was not in compliance with NASDAQ Listing Rule 5550(a)(2),
because the Company’s Common Stock failed to maintain a minimum closing bid price of $1.00 per share for 30
consecutive business days. We regained compliance with the $1.00 minimum bid price requirement in September
2016 after effectuating a reverse stock split.

If our stock price does not satisfy the $1.00 minimum bid price requirement or we otherwise fail to satisfyother
continued listing requirements, we may be delisted from NASDAQ, which could adversely affect our stock price,
liquidity, and our ability to raise funding.

The sale of a substantial number of shares of our Common Stock into the market may cause substantial dilution to
our existing stockholders and the sale, actual or anticipated, of a substantial number of shares of Common Stock
could cause the price of our Common Stock to decline.
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Any actual or anticipated sales of shares by us, Aspire Capital or other stockholders may cause the trading price of our
Common Stock to decline. Additional issuances of shares by us may result in dilution to the interests of other holders
of our Common Stock. The sale of a substantial number of shares of our Common Stock by us, Aspire or other
stockholders or anticipation of such sales, could make it more difficult for us to sell equity or equity-related securities
in the future at a time and at a price that we might otherwise wish to effect sales.

The trading price of our Common Stock has been, and is likely to continue to be volatile.

Our stock price is highly volatile. During the one year prior to March 1, 2017, our stock price has ranged from $1.30
to $7.35. In addition to the factors discussed in this report, the trading price of our Common Stock may fluctuate
significantly in response to numerous factors, many of which are beyond our control, including:

-results of clinical studies;

-regulatory and FDA actions, including inspections and warning letters;

actions of securities analysts who initiate or maintain coverage of us, and changes in financial estimates by any
securities analysts who follow our Company, or our failure to meet these estimates or the expectations of investors;

-any ongoing litigation that we are currently involved in or litigation that we may become involved in in the future;

additional shares of our Common Stock being sold into the market by us or our existing stockholders or the
anticipation of such sales; and
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-media coverage of our business and financial performance.

In addition, the stock markets have experienced extreme price and volume fluctuations that have affected and continue
to affect the market prices of equity securities of many healthcare companies. Stock prices of many healthcare
companies have fluctuated in a manner unrelated or disproportionate to the operating performance of those companies.
As aresult, an investment in our Common Stock may decrease in value.

If our Common Stock is delisted from The NASDAQ Capital Market, we may be subject to the risks relating to
penny stocks.

If our Common Stock were to be delisted from trading on The NASDAQ Capital Market and the trading price of the
Common Stock were below $5.00 per share on the date the Common Stock was delisted, trading in our Common
Stock would also be subject to the requirements of certain rules promulgated under the Exchange Act. These rules
require additional disclosure by broker-dealers in connection with any trades involving a stock defined as a “penny
stock” (i.e., generally, any non-exchange listed equity security that has a market price of less than $5.00 per share,
subject to certain exceptions) and impose various sales practice requirements on broker-dealers who sell penny stocks
to persons other than established customers and accredited investors, generally institutions. These additional
requirements may discourage broker-dealers from effecting transactions in securities that are classified as penny
stocks, which could severely limit the market price and liquidity of such securities and the ability of purchasers to sell
such securities in the secondary market.

The ownership of our Common Stock is concentrated among a small number of stockholders, and if our principal
stockholders, directors, and officers choose to act together, they may be able to significantly influence management
and operations, which may prevent us from taking actions that may be favorable to you.

Our ownership is concentrated among a small number of stockholders, including our founders, directors, officers, and
entities related to these persons. Our directors, officers and entities affiliated with them beneficially own
approximately 12.3% of our outstanding voting securities. Accordingly, these stockholders, acting together, will have
the ability to exert substantial influence over all matters requiring approval by our stockholders, including the election
and removal of directors and any proposed merger, consolidation or sale of all or substantially all of our assets. This
concentration of ownership could have the effect of delaying, deferring, or preventing a change in control of the
Company or impeding a merger or consolidation, takeover or other business combination that could be favorable to
you.

If we are unable to implement and maintain effective internal control over financial reporting in the future,
investors may lose confidence in the accuracy and completeness of our financial reports and the trading price of
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our Common Stock may be negatively affected.

We are required to maintain internal controls over financial reporting and to report any material weaknesses in such
internal controls. If we identify material weaknesses in our internal control over financial reporting, if we are unable to
comply with the requirements of the Sarbanes-Oxley Act in a timely manner or assert that our internal control over
financial reporting is effective, or if our independent registered public accounting firm is unable to express, if
required, an opinion as to the effectiveness of our internal control over financial reporting, investors may lose
confidence in the accuracy and completeness of our financial reports and the trading price of our Common Stock
could be negatively affected, and we could become subject to investigations by the stock exchange on which our
securities is listed, the Securities and Exchange Commission, or other regulatory authorities, which could require
additional financial and management resources.

The requirements of being a public company may strain our resources and divert management’s attention.

We are subject to the reporting requirements of the Exchange Act, the Sarbanes-Oxley Act, the Dodd-Frank Wall
Street Reform and Consumer Protection Act, the listing requirements of The NASDAQ Capital Market, and other
applicable securities rules and regulations. Compliance with these rules and regulations will increase our legal and
financial compliance costs, make some activities more difficult, time-consuming, or costly, and increase demand on
our systems and resources. As a result, management’s attention may be diverted from other business concerns, which
could harm our business and operating results.

In addition, complying with public disclosure rules makes our business more visible, which we believe may result in
threatened or actual litigation, including by competitors and other third parties. If such claims are successful, our
business and operating results could be harmed, and even if the claims do not result in litigation or are resolved in our
favor, these claims, and the time and resources necessary to resolve them, could divert the resources of our
management and harm our business and operating results.
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Our Stockholder Rights Agreement, the anti-takeover provisions in our charter documents and Delaware law could
delay or prevent a change in control which could limit the market price of our Common Stock and could prevent or
frustrate attempts by the our stockholders to replace or remove current management and the current Board of
Directors.

Our Stockholder Rights Agreement that we adopted in May 2014, our amended and restated certificate of
incorporation, and amended and restated bylaws contain provisions that could delay or prevent a change in control or
changes in our Board of Directors that our stockholders might consider favorable. These provisions include the
establishment of a staggered Board of Directors, which divides the board into three classes, with directors in each
class serving staggered three-year terms. The existence of a staggered board can make it more difficult for a
third-party to effect a takeover of our Company if the incumbent board does not support the transaction. These and
other provisions in our corporate documents, our Shareholder Rights Plan and Delaware law might discourage, delay
or prevent a change in control or changes in the Board of Directors of the Company. These provisions could also
discourage proxy contests and make it more difficult for an investor and other stockholders to elect directors not
nominated by our Board. Furthermore, the existence of these provisions, together with certain provisions of Delaware
law, might hinder or delay an attempted takeover other than through negotiations with the Board of Directors.

We do not expect to pay dividends in the future, which means that investors may not be able to realize the value of
their shares except through a sale.

We have never, and do not anticipate that we will, declare or pay a cash dividend. We expect to retain future earnings,
if any, for our business and do not anticipate paying dividends on Common Stock at any time in the foreseeable
future. Because we do not anticipate paying dividends in the future, the only opportunity for our stockholders to
realize the creation of value in our Common Stock will likely be through a sale of those shares.

We are an “emerging growth company” and we cannot be certain if we will be able to maintain such status or if the
reduced disclosure requirements applicable to emerging growth companies will make our Common Stock less
attractive to investors.

We are an “emerging growth company,” as defined in the Jumpstart Our Business Startups Act of 2012, and we intend
to adopt certain exemptions from various reporting requirements that are applicable to other public companies that are
not “emerging growth companies” including, but not limited to, not being required to comply with the auditor attestation
requirements of Section 404 of the Sarbanes-Oxley Act, reduced disclosure obligations regarding executive
compensation in our periodic reports and proxy statements, and exemptions from the requirements of holding a
nonbinding advisory vote on executive compensation and stockholder approval of any golden parachute payments not
previously approved. We may remain an “emerging growth company” for up to five full fiscal years following our initial
public offering. We would cease to be an “emerging growth company,” and therefore not be able to rely upon the above

75



Edgar Filing: ATOSSA GENETICS INC - Form 10-K

exemptions, if we have more than $1 billion in annual revenue in a fiscal year, we issue more than $1 billion of
non-convertible debt over a three-year period, or we have more than $700 million in market value of our Common
Stock held by non-affiliates as of any June 30 before the end of the five full fiscal years. Additionally, we cannot
predict if investors will find our Common Stock less attractive because we will rely on these exemptions. If some
investors find our Common Stock less attractive as a result, there may be a less active trading market for our Common
Stock and our stock price may be more volatile.

We will need to raise substantial additional capital in the future to fund our operations and we may be unable to
raise such funds when needed and on acceptable terms.

The extent to which we utilize the Aspire Purchase Agreement as a source of funding will depend on a number of
factors, including the prevailing market price of our Common Stock, the volume of trading in our Common Stock, and
the extent to which we are able to secure funds from other sources. The number of shares that we may sell to Aspire
Capital under the Purchase Agreement on any given day and during the term of the Purchase Agreement is limited.
Additionally, we and Aspire Capital may not effect any sales of shares of our Common Stock under the Aspire
Purchase Agreement during the continuance of an event of default or on any trading day that the closing sale price of
our Common Stock is less than $1.50 per share. Even if we are able to access the full $10 million available under the
Aspire Purchase Agreement, we will still need additional capital to fully implement our business, operating, and
development plans.

We may elect to raise additional funds from time to time through public or private equity offerings, debt financings,
corporate collaboration, and licensing arrangements, or other financing alternatives, as well as through sales of
Common Stock to Aspire Capital under the purchase agreement. Additional equity or debt financing or corporate
collaboration and licensing arrangements may not be available on acceptable terms, if at all. If we are unable to raise
additional capital in sufficient amounts or on terms acceptable to us, we will be prevented from pursuing acquisition,
licensing, development and commercialization efforts and our ability to generate revenues and achieve or sustain
profitability will be substantially harmed.

If we raise additional funds by issuing equity securities, our stockholders will experience dilution. Debt financing, if
available, would result in increased fixed payment obligations and may involve agreements that include covenants
limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital
expenditures, or declaring dividends. Any debt financing or additional equity that we raise may contain terms, such as
liquidation preferences, and other rights that are not favorable to us or our stockholders. If we raise additional funds
through collaboration and licensing arrangements with third parties, it may be necessary to relinquish valuable rights
to our technologies, future revenue streams or product candidates or to grant licenses on terms that may not be
favorable to us. Should the financing we require to sustain our working capital needs be unavailable or prohibitively
expensive when we require it, our business, operating results, financial condition, and prospects could be materially
and adversely affected and we may be unable to continue our operations.
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ITEM 1B. UNRESOLVED STAFF COMMENTS

Not applicable.

ITEM 2. PROPERTIES

As of December 31, 2016, we leased a total of approximately 512 square feet of office space in two locations in
Seattle, Washington, from Sanders Properties, LLC, and WW 107 Spring Street LLC. The lease 