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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, 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 achieving development plans, any variation between interim and final clinical
results, whether in vitro test results will also be achieved in clinical studies, actions and inactions
by the FDA and other regulators, the outcome or timing of regulatory approvals needed by Atossa
including those needed to commence studies of Endoxifen, AT-301, and AT-H201, lower than
anticipated rate of patient enrollment, estimated market size of drugs under development, the
safety and efficacy of Atossa’s products, performance of clinical research organizations and
investigators, obstacles resulting from proprietary rights held by others such as patent rights,
whether reduction in Ki-67 and reduction in mammographic breast density are approvable
endpoints, impact of the COVID-19 pandemic 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.

ABOUT ATOSSA THERAPEUTICS
Clinical-stage
biopharma company focused
on oncology and infectious
disease with current focus on
breast cancer and COVID-19
CLINICAL SUMMARY
Breast Health:
• Positive Phase 2 interim results Apr. 2020
• Phase 2 study halted with positive data
• Phase 2 for breast density planned for
Stockholm
COVID-19: TWO Therapeutic Programs
• AT-301 nasal spray for at home use
• AT-H201 inhalation therapy

EXPERIENCED LEADERSHIP
Steven Quay, MD, PhD, Chairman, CEO and President - Dr. Quay is certified in Anatomic Pathology with the
American Board of Pathology, complete both an internship and residency in anatomic pathology at Massachusetts
General Hospital, a Harvard Medical School teaching hospital, and is a former faculty member of the Department of
Pathology, Stanford University School of Medicine. Dr. Quay is a named inventor on 87 U.S. patents, 130 pending
U.S. patent applications, and is named inventor on patents covering seven pharmaceutical products that have been
approved by the U.S. Food and Drug Administration. Dr. Quay received an M.D. in 1977 and a Ph.D. in 1975 from the
University of Michigan. He received his B.A. degree in biology, chemistry and mathematics from Western Michigan
University in 1971.

Kyle Guse, CPA, ESQ, MBA, CFO and General Counsel, has served as Chief Financial Officer, General Counsel and
Secretary since January 2013. His experience includes more than 20 years of counselling life sciences and other rapid
growth companies through all aspects of finance, corporate governance, securities laws and commercialization. Mr.
Guse has practiced law at several of the largest international law firms, including from January 2012 through January
2013 as a partner at Baker Botts LLP and, prior to that, from October 2007 to January 2012, as a partner at McDermott
Will & Emery LLP. Before working at McDermott Will & Emery, Mr. Guse previously served as a partner at Heller
Ehrman LLP. Mr. Guse began his career as an accountant at Deloitte & Touche and he is a licensed Certified Public
Accountant in the state of California. Mr. Guse earned a B.S. in Business Administration and an M.B.A. from
California State University, Sacramento, and a J.D. from Santa Clara University School of Law.

Dr. Fraser, VP Clinical, Regulatory and CMC, brings over 20 years of extensive industry experience in the biotech
industry to the Company, recently serving in a leadership role as VP Clinical Operations & Program Management at
Cerecor, Inc. She held positions with increasing levels of responsibility at Anthera Pharmaceuticals and CV
Therapeutics (acquired by Gilead Sciences) where the roles included preclinical and clinical sciences and regulatory
affairs. Dr. Fraser has experience in drug development across diverse therapeutic areas including psychiatry, central
nervous system disorders, cardiovascular disorders, and rare diseases; and she has been involved in all stages of drug
development from pre-clinical through Phase 4. Dr. Fraser received her BS in Zoology from the University of British
Columbia, her MS in Pharmaceutical Sciences from the University of Montana and her PhD in Pharmacology from the
University of Alberta. She also completed a post-doctoral fellowship at Johns Hopkins University School of Medicine.

CORPORATE SUMMARY

Company

Atossa Therapeutics, Inc. (NASDAQ: ATOS)

Our Mission

To discover and develop innovative medicines
for significant unmet medical needs with a
focus on breast cancer and COVID-19

Debt

None (Sept. 30, 2020)

Cash

$9.2M (Sept. 30, 2020), plus $89M net from capital
raises and warrant exercises in prior 90 days

Capital
(March 10, 2021)

103.4M shares common stock
176k shares preferred stock, as converted basis
1.1M warrants exercisable at $4.05/share
13.6M warrants exercisable at $1.00 or $1.05/share
5.1M options exercisable at ave. $3.05/share

Corporate HQ

Seattle, Washington, USA

DRUG DEVELOPEMENT PIPELINE
LEAD PROGRAMS:

LARGE MARKET OPPORTUNITIES
Program

Opportunity

AT-H201 for COVID-19
Moderate-Severe Patients

>2.6M deaths world-wide from COVID-19(1)

AT-301 Nasal Spray

>118M COVID-19 cases world-wide(1)

Oral Endoxifen – for MBD

39M/yr Mammograms/10M High MBD in U.S. (BI-RAD C/D)(2)

Oral Endoxifen – Window
Opportunity

200k ER+ Breast Cancers/Yr. in U.S.(3)

(1) Johns Hopkins Covid Tracker
(2) Nat’l Cancer Inst.: Prevalence of Mammographically Dense Breasts in the United States; NYU Langone:Combination of Artificial Intelligence &
Radiologists More Accurately Identified Breast Cancer; Nat’l Cancer Inst.
(3) American Cancer Society; WebMD: Types of Cancer

THE BREAST CANCER PROBLEM

• 1 in 8 women experience breast
cancer

• 276,000 women diagnosed in US
annually
• 2nd leading cause of cancer death
in American women

Source: American Cancer Society, Inc.

EXPANDED ACCESS BREAST CANCER
Patient:
•
•
•

51 yo premenopausal
woman
ER+, PR+, Her-2CYP2D6*4/*4, a nonfunctioning variant

Neoadjuvant Treatment:
•
•

•
•

Endoxifen, 4 mg/d, 20
days
Therapeutic levels
achieved by day 6
Ki-67 reduction of 50%
at time of surgery
(unilateral mastectomy)
well tolerated

Adjuvant Treatment:
•
•
•

Endoxifen, 4 mg/d
No recurrence based on
clinical exam and
mammography
Well tolerated

Treatment Experience:
• 24 months treatment
• No recurrence and well
tolerated

EXPANDED ACCESS OVARIAN CANCER
Patient:
•
•

Recurrent ovarian cancer
Being treated at UW
Medical Center

Why Endoxifen:
• Organoid
testing
performed
• Combination of
Endoxifen and
alpelisib
produced
exceptional
tumor
response

Apelisib:
•
•

Branded as Piqray by
Novartis
Approved in U.S. as
combo therapy for
breast cancer

ORAL ENDOXIFEN

• Window of Opportunity (WOO) –
time period between diagnosis and
surgery
• Primary Endpoint: Reduced Ki67
tumor cell activity
• Secondary Endpoints: safety and
tolerability
• Halted early in Feb. 2021 because
of substantially positive interim
results

ORAL ENDOXIFEN

• First 6 patients: 74% overall reduction
in Ki-67 activity
• Clinically and statistically significant
P=.031; N=6
• All pts had >50% reduction and <25%
Ki-67 at surgery
• No adverse safety signals
• Additional enrollment won’t alter
results
• Termination saves $ and time –
accelerating in U.S.

ENDOXIFEN - MBD
AS ADJUNCT TO MAMMOGRAPHY FOR REDUCTION OF MBD

Mammograms need help!

MBD CAN MASK TUMORS

ENDOXIFEN - MBD
AS ADJUNCT TO MAMMOGRAPHY FOR REDUCTION OF MBD
A NEWLY RECOGNIZED BREAST CANCER
RISK FACTOR : MAMMOGRAPHIC DENSITY

FEDERAL AND STATE LAWS REQUIRE THAT WOMEN BE
NOTIFIED OF THEIR DENSITY

COVID-19 PROGRESSION

Stage Two
Day 3 to 10
Pulmonary disease/
pneumonia

Stage One
Day 0 to 3
Infection in nasal cavity

Stage Three
Day 10 to ??
Systemic disease

FOUR COVID-19 THERAPEUTIC NEEDS

Nasal Spray Before Dx or upon Dx
To prevent disease
To treat early disease
To prevent pulmonary disease

Systemic drug upon entry to hospital
To treat pneumonia
To prevent blood stream infection

Inhalation drug
To treat post-infection
pulmonary disease

Inhalation drug
To prevent using ventilator
To wean from ventilator

THERAPEUTICS FOR COVID-19

As the vaccines roll out and real-world data accumulates what
is the unmet need that justifies new therapeutics?
 As an alternative: excess vaccine-related deaths in the
elderly (Norway), may justify prophylactic use in high risk of
both severe COVID-19 and vaccine-related morbidity
 As a belt and suspenders approach: If widespread
vaccination demonstrates significantly reduced efficacy in
clinical COVID (Israel), using a nasal spray even after being
vaccinated may be a useful public health measure
https://www.bmj.com/content/372/bmj.n149
https://abcnews.go.com/International/israel-leading-world-vaccinations-program-controversy/story?id=75253507
https://www.today.com/health/coronavirus-long-term-health-covid-19-impact-lungs-heart-kidneys-t178770
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7654356/#:~:text=Many%20studies%20have%20shown%20that,contribute%20to%20the%20pathogenesis%20of
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THERAPEUTICS FOR COVID-19 cont.

As the vaccines roll out and real-world data accumulates what
is the unmet need that justifies new therapeutics?
 As a bridge to vaccine 2.0:
o SARS-CoV-2 is rapidly responding to previous infections
and vaccine programs by evolving to try to escape the
immune system.
o At some point vaccines 1.0 will no longer be protective
and a 2.0 version will be needed
o A prophylactic nasal spray at that time could be the
bridge
 Post-COVID recovery: Up to 35% of COVID patients having
residual lung function problems, there are 28 million people,
and growing, worldwide for whom no treatment exists
18

ATOSSA’S AT-H201
• Under development for COVID-19 moderate to severely ill
patients to improve lung function
• Successful in vitro tests
• Combination of two drugs previously approved by the FDA for
other diseases

• Development path for combination drugs includes studies and
clinical trials of each component separately and then together
• Applied to FDA to open initial study of AT-H201 key component
and combined components; exploring ex-US
• Provisional patent applications filed

AT-301 COVID-19 NASAL SPRAY
• Nasal spray delivery – targets infections
in nasal passage “nasal mucosa
vaccine”
• Out-patient/home use
• Phase 1 completed – appears safe and
well tolerated
• Provisional patent applications filed
• Summit Biosciences developing
formulation/device

UPCOMING MILESTONES

COVID-19 - AT-H201:
• Q1/Q2 2021 Regulatory approval to open study
Oral Endoxifen for Window of Opportunity:

• Q2 2021 Final data from early termination of AUS study
• Q2 2021 Obtain input from FDA re US pathway
Oral Endoxifen for Breast Density:

• Phase 2 MBD study in Stockholm when COVID allows

BOARD OF DIRECTORS

RICHARD I. STEINHART
Mr. Steinhart is currently the Vice President and Chief
Financial Officer of BioXcel Therapeutics, Inc.

GREGORY L. WEAVER
Mr. Weaver formerly served as Chief Financial Officer
of Eloxx Pharmaceuticals, Inc.

H. LAWRENCE REMMEL, ESQ.
Mr. Remmel is currently a partner of the law firm Pryor
Cashman LLP, located in New York City, where he
chairs the Banking and Finance practice group

BOARD OF DIRECTORS

STEPHEN J. GALLI, M.D.
Before joining Stanford, Mr. Galli was on the faculty
of Harvard Medical School. He holds 14 U.S.
patents and has over 400 publications.

SHU-CHIH CHEN, PH.D.
Dr. Chen has served as founder and director since
April 2009.

STEVEN C. QUAY, M.D., PH.D.
Dr. Quay has served as Chief Executive Officer,
President and Chairman of the Board of Directors
of the Company since the Company was
incorporated in April 2009

ADVISORY BOARD
PER HALL, MD, PH.D.
Dr. Hall is the Head of the Department of Medical
Epidemiology and Biostatistics at Karolinska Institute.
Dr. Hall is leading the unique KARMA (Karolinska
Mammography Project for Risk Prediction of Breast
Cancer) Cohort.

MAKARAND (MAK) JAWADEKAR, PH.D.
Dr. Mak Jawadekar is currently an independent
Pharma Professional. He worked at Pfizer, Inc.
based in Groton-New London Connecticut for
28 consecutive years.

CARL NOVINA, MD, PH.D.
Dr. Novina is currently the Principal Investigator of
the Novina Lab at the Dana-Farber Cancer Institute.
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