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Item 7.01. Regulation FD Disclosure

On February 1, 2018, Atossa Genetics Inc. (the “Company”) issued a press release announcing additional findings from its Phase 1 study of oral Endoxifen.
Also on February 1, 2018, the Company plans to hold a conference call to present information about the additional findings from the Phase 1 study of oral
Endoxifen. A copy of the press release and slides for the conference call are attached as Exhibits 99.1 and 99.2, respectively, to this current report on Form 8-
K and are incorporated herein by reference.
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The Company is furnishing the information in this Current Report on Form 8-K to comply with Regulation FD. Such information shall not be deemed to be
“filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that section, and shall not be
deemed to be incorporated by reference into any of the Company’s filings under the Securities Act of 1933, as amended, or the Securities Exchange Act of
1934, as amended, whether made before or after the date hereof and regardless of any general incorporation language in such filings, except to the extent
expressly set forth by specific reference in such a filing.

“Safe harbor” statement under the Private Securities Litigation Reform Act of 1995: Some of the information presented herein may contain projections or
other forward-looking statements regarding future events or the future financial performance of the Company, which the Company undertakes no obligation
to update. These statements are based on management’s current expectations and are subject to risks and uncertainties that may cause actual results to differ
materially from the anticipated or estimated future results, including the risks and uncertainties associated with preliminary study results varying from final
results, estimates of potential markets for drugs under development, clinical trials, actions by the FDA and other governmental agencies, regulatory
clearances, responses to regulatory matters, the market demand for and acceptance of the Company’s products and services, performance of clinical research
organizations and other risks detailed from time to time in the Company’s filings with the Securities and Exchange Commission, including without limitation
its most recent annual report on form 10-K, subsequent quarterly reports on Forms 10-Q and Forms 8-K, each as amended and supplemented from time to
time.

Item 8.01 Other Events.
See item 7.01 above which is incorporated into this Item 8.01 by this reference.

Item 9.01. Financial Statements and Exhibits.

(d) Exhibits
Exhibit No. Description
99.1 Press Release, dated February 1, 2018
99.2 Endoxifen Clinical Update Slide Presentation, dated February 1, 2018
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.

Date: February 1, 2018 Atossa Genetics Inc.

By: /s/ Kyle Guse

Kyle Guse

Chief Financial Officer, General Counsel and
Secretary
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Exhibit 99.1

Atossa
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INCORPORATED

Atossa Genetics Presents
Additional Findings from its
Phase 1 Study of Oral Endoxifen
Conference Call Today at 4:30 pm EST

SEATTLE, February 1, 2018 (GLOBE NEWSWIRE) -- Atossa Genetics Inc. (NASDAQ:ATQOS), a clinical-stage pharmaceutical company developing novel
therapeutics and delivery methods for breast cancer and other breast conditions, today announced additional findings from its Phase 1 study of Atossa’s
proprietary oral Endoxifen. Endoxifen is an active metabolite of the FDA-approved drug tamoxifen, which is currently used to treat breast cancer and for
breast cancer prevention in high-risk patients.

The additional findings from the oral arm of the Endoxifen Phase 1 study are summarized as follows:

The median time for patients in the study to reach the steady-state serum levels of Endoxifen while taking daily doses of Atossa’s oral Endoxifen
was 7 days. Published literature indicates that it takes approximately 50-200 days for patients to reach steady-state Endoxifen levels when taking
daily doses of oral tamoxifen.

The median time for patients in the study to reach the maximum serum level of Endoxifen after taking Atossa’s oral Endoxifen was ranged from 4 to
8 hours (depending on dose). The 4 mg dose of Endoxifen produced a maximum serum level of Endoxifen in 4 to 8 hours at levels above the
generally accepted threshold for a therapeutic effect on estrogen-dependent breast cancer.

“These additional findings are important for several reasons,” commented Steve Quay, Ph.D., MD, CEO and President of Atossa. “Breast cancer patients do
not typically want to wait weeks or even months for the current standard of care, oral tamoxifen, to take effect. Our study data indicates that our proprietary
oral Endoxifen reaches a steady-state in about 7 days, while the literature indicates that it can take 50-200 days for tamoxifen to reach a steady-state — keeping
in mind that a breast cancer tumor can double in size in as little as 29 days. Not only does it take up to several months for oral tamoxifen to take effect, oral
tamoxifen also does not benefit up to 50% of patients, partly because many patients cannot metabolize tamoxifen. For these reasons, we believe our oral
Endoxifen may reduce the incidence of this deadly disease and fundamentally change the paradigm for breast cancer treatment,” added Dr. Quay.




The additional findings will also be discussed during the conference call today at 4:30 pm EST. Due to expected high call attendance, participants are asked to
preregister for the call through the following link: http://dpregister.com/10116753. Please note that registered participants will receive their dial in number
upon registration and will dial directly into the call without delay. Those without internet access or who are unable to pre-register may dial in by calling: 1-
844-824-3830 (domestic), 1-412-317-5140 (international) and Canada Toll Free: 1-855-669-9657. Callers should ask to be joined into the Atossa Genetics
call.

The conference call will also be available through a live webcast at www.atossagenetics.com. Details for the webcast may be found on the Company’s IR
events page at http://ir.atossagenetics.com/ir-calendar.

Management will answer pre-submitted questions gathered prior to the conference call in the Question and Answer period of the call. Interested parties may
submit questions for management’s consideration prior to the call by submitting them in writing to Atossa Genetics’ Investor Relations at scottg@coreir.com.

A replay of the call will be available approximately one hour after the end of the call through March 1, 2018. The replay can be accessed via Atossa's website
or by dialing 877-344-7529 (domestic) or 412-317-0088 (international) or Canada Toll Free at 855-669-9658. The replay access code is 10116753.

The objectives of Atossa’s double-blinded, placebo-controlled, Phase 1 study of 48 healthy female subjects were to assess the pharmacokinetics of proprietary
formulations of both oral and topical Endoxifen dosage forms as single (oral) and repeat (oral and topical) doses, as well as to assess safety and tolerability.
Preliminary results from the study, which were announced on September 14, 2017 and October 25, 2017, showed that all objectives of the study were
successfully met: there were no clinically significant safety signals and no clinically significant adverse events and both the oral and topical Endoxifen were
well tolerated. In the topical arm of the study, low but measurable Endoxifen levels were detected in the blood in a dose-dependent fashion. In the oral arm of
the study, participants exhibited dose-dependent Endoxifen levels that met or exceeded the published therapeutic level.

Atossa is developing proprietary Endoxifen with two routes of delivery anticipated to address two distinct patient populations: oral Endoxifen for breast
cancer survivors and topical Endoxifen for women with a condition called mammographic breast density (or, MBD). When a patient is treated for breast
cancer, doctors typically prescribe oral tamoxifen for 5-10 years to reduce the risk of recurrent and new tumors. Tamoxifen can have uncomfortable as well as
serious side effects. Perhaps more importantly, not all patients benefit from tamoxifen therapy due to their inability to effectively metabolize tamoxifen into
Endoxifen. Recent research continues to confirm the key role Endoxifen plays in reducing the risk of recurrent and new breast cancer in these patients. It is
estimated that more than one million breast cancer survivors in the U.S. are recommended to take tamoxifen. Atossa is developing oral Endoxifen for these
patients who are “refractory” to tamoxifen meaning that they are not benefiting from tamoxifen.




There is no FDA-approved treatment for MBD, which affects more than ten million women in the U.S. It is well accepted that MBD increases the risk of
breast cancer, which is why 30 states currently require that a finding of MBD be reported to the patient, physician or both. It is believed that not only does
MBD make mammography less effective because MBD can hide cancerous tumors, but also the tissue itself may be more prone to develop cancer. For these
reasons, Atossa is developing topical Endoxifen as a potential treatment for MBD.

Results from Atossa’s Phase 1 study have paved the way for upcoming Phase 2 studies: a study using Atossa’s proprietary topical Endoxifen to treat MBD
which will be performed at South General Hospital in Stockholm and a study using Atossa’s proprietary oral Endoxifen to treat women who are refractory to
tamoxifen. We plan to open both of these studies in the first quarter of 2018.

Atossa has also started a program to deliver Chimeric Antigen Receptor Therapy, or CAR-T, cells into the ducts of the breast for the potential targeted
treatment of breast cancer. This is a novel approach using Atossa’s proprietary intraductal microcatheter technology for the potential transpapillary, or
“TRAP,” delivery of T-cells that have been genetically modified to attack breast cancer cells. We believe this method has several potential advantages
including the reduction of toxicity by limiting systemic exposure of the T-cells; improved efficacy by placing the T-cells in direct contact with the target
ductal epithelial cells that are undergoing malignant transformation; and, lymphatic migration of the CAR-T cells potentially extending their cytotoxic actions
into the regional lymph system, which could limit tumor cell dissemination. We are also using our intraductal microcatheters in a Phase 2 study at Montefiore
Medical Center in New York where we are targeting the delivery of Fulvestrant to the site of early stage breast cancer and ductal carcinoma in situ.

Atossa is developing its products to reduce the risk of developing breast cancer and to provide new approaches to effectively treat breast cancer patients in a
cost-effective and safer manner.

A study conducted by Defined Health, a leading market research firm, estimates that the potential market for Endoxifen exceeds $1 billion in annual sales and
the potential market for Atossa’s intraductal microcatheters to delivery therapeutics exceeds $800 million as a treatment and replacement for surgery.

CAR-T has been the subject of much attention recently. In October 2017, pioneer CAR-T company Kite Pharma was acquired for $11.9 billion by Gilead; in
August 2017 Novartis received the first FDA approval in the CAR-T field for Kymriah for the treatment of B-cell Acute Lymphoblastic Leukemia; and in
January 2018 Celgene Corporation announced the acquisition of Juno Therapeutics for $9 billion.

Atossa’s 2018 potential milestones include:

«  First quarter of 2018 - opening the Phase 2 Study of topical Endoxifen to treat MBD at Stockholm South General Hospital in Sweden (which we plan
to complete in 2018).

»  First quarter of 2018 - opening the Phase 2 Study of oral Endoxifen to treat patients who are not responding to Tamoxifen (which we plan to
complete in 2018).




*  Second half of 2018 - commencing one or more studies administering TRAP CAR-T with our microcatheters.
*  Throughout 2018 - continuing our Phase 2 study administering Fulvestrant with our microcatheters.

The American Cancer Society (ACS) estimates that approximately 250,000 women will be diagnosed with breast cancer in the United States this year and
that approximately 40,000 will die from the disease. It is the second leading cause of cancer death in American women. Although about 100 times less
common than women, breast cancer also affects men. The ACS estimates that the lifetime risk of men getting breast cancer is about 1 in 1,000; 2,470 new
cases of invasive breast cancer will be diagnosed; and 460 men will die from breast cancer in 2017.

About Atossa Genetics

Atossa Genetics Inc., is a clinical-stage pharmaceutical company developing novel therapeutics and delivery methods to treat breast cancer and other breast
conditions. For more information, please visit www.atossagenetics.com.

Forward-Looking Statements

Forward-looking statements in this press release, which Atossa undertakes no obligation to update, are subject to risks and uncertainties that may cause actual
results to differ materially from the anticipated or estimated future results, including the risks and uncertainties associated with any variation between
preliminary and final clinical results, actions and inactions by the FDA, the outcome or timing of regulatory approvals needed by Atossa, lower than
anticipated rate of patient enrollment, preliminary and final results of clinical studies, the safety and efficacy of Atossa's products and services, performance
of clinical research organizations and investigators, obstacles resulting from proprietary rights held by others with respect to fulvestrant, such as patent rights,
and other risks detailed from time to time in Atossa's filings with the Securities and Exchange Commission, including without limitation its periodic reports
on Form 10-K and 10-Q, each as amended and supplemented from time to time.

Atossa Genetics Company Contact:
Atossa Genetics Inc.

Kyle Guse

CFO and General Counsel

(866) 893-4927
kyle.guse@atossagenetics.com

Investor Relations Contact:
Scott Gordon

CorelR

377 Oak Street

Concourse 2

Garden City, NY 11530
Office: 516.222.2560
scottg@CorelR.com
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Forward-looking Statements

Some of the information presented herein may contain projections or
other forward-looking statements regarding future events or the future
financial performance of the Company which the Company undertakes
no obligation to update. These statements are based on management’s
current expectations and are subject to risks and uncertainties that may
cause actual results to differ materially from the anticipated or estimated
future results, including the risks and uncertainties associated with
preliminary study results varying from final results, estimates of potential
markets for drugs under development, clinical trials, actions by the FDA
and other governmental agencies, regulatory clearances, responses to
regulatory matters, the market demand for and acceptance of Atossa's
products and services, performance of clinical research organizations and
other risks detailed from time to time in Atossa's filings with the
Securities and Exchange Commission, including without limitation its
most recent annual report on form 10-K, subsequent quarterly reports on
Forms 10-Q and Forms 8-K, each as amended and supplemented from

time to time.
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Additional Data Announced Today

Atossa Oral Endoxifen May Solve the “Tamoxifen Delay”

Time to Steady State
Source

Oral Tamoxifen
(daily)

Atossa Oral
Endoxifen (daily)

Approx. 50 to 200 days!

7 days

(1) https:/iwww.ncbi.nim.nih.govipmec/articles/PMC3357105/
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Additional Data Announced Today

Oral Endoxifen may solve the “Tamoxifen Delay”

* Low Endoxifen levels in breast cancer patients who take
oral tamoxifen correlate with an increased risk of
developing new tumors or recurrence

» Steady-state of Endoxifen in the serum as a metabolite
from daily oral tamoxifen occurs approx. 50 to 200 days
from the initiation of dosing (depending on the
metabolism capabilities of the patient’s liver)

» Steady-state of Endoxifen in the serum derived from
Atossa’s oral Endoxifen occurs in seven days

Atossa Oral Endoxifen may provide Endoxifen levels weeks or
months earlier than Tamoxifen

@Atossa
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Discussion Topics

* Atossa Genetics Overview
* Endoxifen Clinical Update

* Upcoming Milestones
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Atossa Genetics Overview

@Atossa
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About Atossa (NASDAQ: ATOS)

~Clinical-stage company

-Novel pharmaceuticals

-Novel drug delivery methods

-Breast cancer & other breast conditions
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Corporate Update

Recent capitalization improvements:

* Cash at Sept. 30, 2017: $2.8M

» Capital raise Dec. 20, 2017: $1.4M

e (Capital raise Oct. 30, 2017: S5.5M

* Warrants from Apr. 2017 financing: all exercised
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Our Drug and Delivery Programs

Drug Programs Using our Proprietary Endoxifen:

* Topical Endoxifen - For mammographic breast density
(MBD) reduction

« Oral Endoxifen - For “tamoxifen-refractory” patients

V@Atossa
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Our Drug and Delivery Programs, Cont.

Two Programs Using Proprietary Microcatheter Technology:

* Microcatheters for Transpapillary CAR-T Delivery:
(TRAP CAR-T) — In R&D phase with goals of reducing
toxicity, improving efficacy and the potential of T-cells
migrating along the lymphatic pathway

* Intraductal Microcatheters for Drug Delivery:
Enrollment underway in Phase 2 study for delivery of
fulvestrant for treatment of ductal carcinoma in-situ
(DCIS) and breast cancer

@Atossa 10
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The Unmet Need

Topical Endoxifen for MBD

* No FDA approved
treatment
e 10 million women)

Oral Endoxifen for Refractory

* Up to 500,000 tamoxifen
patients under-treated
(too-little Endoxifen)2 3

Intraductal
Microcatheters

ATOS microcatheter
technology may:

Increase drug to tumor
ratio

Improve efficacy
Reduce toxicity

CAR-T cells may follow
lymphatic migration of
cancer

[41] datiang Canger Inst: Provalance of Mammoprapbcally Darde Brogs in the United States Retdoed fram; hip Ghweew ook el sib paeipendg fanicde ! PRACATOOOEE 5
' At 0 S S a (2l areast Core [Baseil: Clinical felevance of CYPZDE Genetics for Tamesfen Response in Sreast Cancer (Retriseed from: Wtps: sy nohinim.nih g pmeiartic s P sa1uisy|
h-and-advocacyasco-cane-and-

(3] Cancer.net: Hormanal Tharagy for Eady-Stape Harmone Recepcor-Positive Bresst Cancer |[Retriaved fram: hiips /fwwa. cancer.nat/resaar:
arrtitiviet i

G L \l I:- ,l. ] 'C \‘.‘r Trostment-reg preenescdations-gu b ieals e e nal- Lherapra-iar | ly-slag- -hizr mpre-recesrie —grrailive] g ol - Ara i)
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Breast Cancer Timeline

Neoadjuvant Adjuvant
Phase Phase

Prevention
Window

Diagnosis

High Densi :
g o ty suspicious Tamoxifen
Lump (5 years)
Mammography
Surgery and
Radiation/
Chemotherapy

Intraductal:

- Fulvestrant
- TRAP CAR-T
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Oral Endoxifen
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Tamoxifen Metabolites

Tamoxifen has many metabolites; however, only three have an
estrogen-receptor inhibitory effect; a potential limitation for
tamoxifen efficacy

Altered availability of active

Plasma IC,, Estrogen
tamoxifen metabolites regulated by Compound 0 (nM) E?fiif?r:{;;} PL/ICs
drug-metabolizing enzymes such as

CYP2D6 can .cause tamoxifen Er g 281 3 9.7 (97%)
resistance
4-OH- 5.8 7 0.8 (8%)
Endoxifen is the primary metabolite Tamoxifen
responsible for the overall |
effectiveness of tamoxifen 3-OH- 0.7 94 <0.01 (0.1%)
Tamoxifen

1. https:/ fwww. nchi.nlm. nib gov/pmc/articles/PMC379452 1 figure/FO03/ 2. Murdter et al, Clin Pharmacel Therap. 2010 3.
httpsy/ fwww.pharmgkb.org/literature /14913056
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Endoxifen - Overview

Most active metabolite of tamoxifen

Tamoxifen has been widely studied

Tamoxifen is a pro-drug

Up to 50% of patients can’t make enough
Endoxifen(?)

RN | ﬁ.

e i1l Greast Core (sl |- Clinizal heleyance of CYP20E Genetics for Tamaosifen Responye in Sreast Cances (Retrieved from: Bttps:Swsoy nebinlm nib goefpme farticles a0 2 9310160
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Endoxifen

Low Endoxifen correlates with increased risk of breast
cancer

1.6-1.9 Increased Hazards Ratio for Recumence;
Premenopausal only (n=587) Saledores et al.

35% Increased Recumrence Rate: Pre/Post-
Menopausal (n=1370) Madensky et al

CYP2Dé EM mean
(n=588) Dezentie et al

16 34 35

Plasma Endoxifen (nM)

1. ) Natl Cancer Inst 2011;103:744-752 2. Cuzick J, et al. ) Natl Cancer Inst 2004 3.
https:/fwww.nchi.nlm nih.gov/pmc/articles/PMC3081375/
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Why Endoxifen?

Low levels of circulating Endoxifen during
tamoxifen adjuvant therapy correlate to an
increased risk of recurrent or new breast
cancers

|dentified as an independent risk factor

Known and unknown causes for low endoxifen
levels during tamoxifen therapy

Most active tamoxifen metabolite

It may save more lives

@ Atossa 17
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Emerging Unmet Medical Need

 Tamoxifen Treatment Delay

— 100% of patients get no treatment effect when just
starting tamoxifen

 Tamoxifen Refractory Patients

—Up to 50% of patients fail to achieve therapeutic
endoxifen blood levels ever

* Approximately 30 nM is therapeutic threshold
—Only option is aromatase inhibitors
* Significant adverse drug effects

@Atossa i8
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Large Market Opportunities

The Need: Breast Cancer Statistics
e 250,000+ cancers and 60,000 DCIS in U.S. in 2017
* 40,000+ deaths in U.S. in 2017
* 15% of BC are triple negative; 3x deadlier in 5 years

Endoxifen: $1B U.S market

For treatment and chemoprevention of breast cancer
(Defined Health 1/17)

Intraductal Fulvestrant: S800M U.S. market

in DCIS pre-surgery and replacement to surgery
(Defined Health 1/17)

TRAP CAR-T: TBD U.S. Market
Triple neg. — 37k patients/yr.; can’t use hormone therapy

@Atossa
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Phase 1 Study
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Final Study Conclusions
All study objectives successfully achieved

— Safety: There were no clinically significant safety
signals and no clinically significant or serious adverse
events in participants receiving oral Endoxifen.

— Tolerability: Oral Endoxifen was well tolerated at each
dose level throughout the study.

— Pharmacokinetics: Oral Endoxifen yielded blood
levels that met or exceeded the published therapeutic
levels in the adjuvant setting in breast cancer patients

@Atossa 21
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Final Study Conclusion (cont.)

Atossa Oral Endoxifen May Solve the “Tamoxifen Delay”

Time to Steady State
Source

Oral Tamoxifen
(daily)

Atossa Oral
Endoxifen (daily)

Approx. 50 to 200 days!

7 days

(1) https:/iwww.ncbi.nim.nih.govipmec/articles/PMC3357105/
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Additional Data Announced Today

Atossa Oral Endoxifen may solve the “Tamoxifen Delay”

* Low Endoxifen levels in breast cancer patients who take oral
tamoxifen correlate with an increased risk of developing new
tumors or recurrence

» Steady-state of Endoxifen in the serum as a metabolite from
daily oral tamoxifen occurs approx. 50 to 200 days from the
initiation of dosing (depending on the metabolism
capabilities of the patient’s liver)

» Steady-state of Endoxifen in the serum derived from Atossa’s
oral Endoxifen occurs in seven days

Atossa Oral Endoxifen may provide Endoxifen levels weeks or
months earlier than Tamoxifen

@Atossa 23
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Pharmacokinetics Summary

Oral Endoxifen yielded blood levels that met or exceeded the
published therapeutic levels in the adjuvant setting in breast cancer
patients.

Both the extent and the rate of endoxifen delivery to the systemic
circulation is therapeutically attractive

@Atossa
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Pharmacokinetics Summary — Oral Study

Single Dose Pharmacokinetics

a0 | —a—Placebe —#—1 mgfday —o—2 mgfday 4 mg/day |

Plasma Endoxifen, nM

0 5 10 15 20 25
Time, Hr

Time to maximum
Endoxifen level is less

than 8 hours
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Oral Tamoxifen Pharmacokinetics

Oral Tamoxifen Yields
Much Slower Blood Levels of Endoxifen

g
I=]
e 10"} | The difference is
B 1 metabolizer status
5 tamoxifen |1
g 10° NDM-TAM |
&} 4-0H-TAM
' 50 to >200 days to Soen
10"t reach endoxifen ——— predicted |
i steady-state levels 5
2 | : | ) : == medl'ran
i [§] 50 100 150 200 250 300
Time [d]
Reference: https://www.ncbi.nlm.nih.gov/ipmc/articles/PMC3357105/
@ Atossa 26
GENETICS




Oral Endoxifen Pharmacokinetics

Why Are Rapid Blood Levels
Important?

@Atossa 27
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Endoxifen/Tamoxifen — Treatment Timeline

This is 25" percentile on breast cancer
growth rate in women 50-59, as measured
by mammographyt"

Oral Endoxifen

(1) https:iibreast-cancer-rasearch. biomadcentral. com/articles/10.1186/ber2092
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Upcoming Milestones

Oral Endoxifen: Phase 2 study for
patients refractory to Tamoxifen is
planned to open in Q1 ‘18

Topical Endoxifen: Phase 2 study of
MBD to open in Q1 ‘18 with Karolinska
Institute Investigator in Stockholm

TRAP CAR-T - Seeking partners
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Seasoned Management

Steven Quay, Kyle Guse, CPA, Janet Rose Rea,
MD, PhD ESQ, MBA MSPH, RAC
Chairman, CEO and Sr. VP Regulatory,
CEO and General Quality and
President Counsel Clinical Affairs
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