December 2022

Management Presentation

Forward Looking Statements
The statements made in this presentation may include forward-looking statements regarding the treatment of
smallpox and other orthopoxvirus infections, the development and attributes of SIGA Technologies, Inc. (“SIGA”)
products, and the future operations, opportunities or financial performance of SIGA. Although we believe that
the expectations contained in this presentation are reasonable, these forward-looking statements are only
estimations based upon the information available to SIGA as of the date of this presentation. Except as required
by law, we expressly disclaim any responsibility to publicly update or revise our forward-looking statements,
whether as a result of new information, future events or otherwise. Thus, the forward-looking statements
herein involve known and unknown risks and uncertainties and other important factors such that actual future
operations, opportunities or financial performance may differ materially from these forward-looking
statements.
Undue reliance should not be placed on forward looking statements, which speak only as of the date hereof. All
forward- looking statements contained herein are qualified in their entirety by the foregoing cautionary
statements.

For a more detailed discussion of our risks, see the Risk Factors section in SIGA’s Annual Report on Form 10-K
for the fiscal year ended December 31, 2021 filed with the SEC and our other filings with the SEC, including our
most recent Quarterly Report, all of which are available on our website, www.siga.com.
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Company Overview

SIGA: Proven Platform with Decade-Long Track Record of
Innovation and Business Expansion
Commercial stage pharmaceutical company
focused on health security and infectious
disease. Lead product is oral TPOXX®, an
antiviral drug for the treatment of smallpox
(FDA approved in 2018) and monkeypox
Business Expansion Initiatives
(EMA approved in 2022)

Strong Business Base
✓ $600+ million U.S.
Government Contract for
TPOXX (lead product)
✓ Current contract replenishing
US Government stockpile
initiated in 2013
✓ $275 mm of procurement
options remaining on
current contract
✓ Diversifying revenue base; first sales
of IV TPOXX and oral TPOXX to U.S.
Department of Defense in 2022

✓ Responding to Monkeypox outbreak
— Monkeypox patients being
treated in North America,
Europe, Asia, Asia Pacific,
Middle East, South America
— Placebo-controlled studies ongoing to support potential FDA
label expansion
✓ International Build
— Growing international orders;
$2 mm in 2020; $13 mm in
2021; ~ $77 mm YTD 2022
✓ Label Expansion
— Post Exposure Prophylaxis
(“PEP”) label expansion
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Other Value Creation
✓ Capital Management
✓ M&A

✓ Oncology

Clear and Credible Path to
Continuing Growth of
Revenue Based on Efficient
Scalable Platform

SIGA: Continuing Innovation in Health Security and Infectious
Disease
Commercial stage pharmaceutical company focused on health security and infectious disease.
Lead product is oral TPOXX®, an antiviral drug for the treatment of Smallpox (FDA approved in
2018) and Monkeypox (EMA approved in 2022)
Culture
ofand
Data
Respected
Collaborative US
Exploration
&
Reuse
Government Relationships

Empowered
Data
Analytics
Responding to
the&Global
Governance
Monkeypox Outbreak

Worked closely with the US
Government during the
development of TPOXX and supplied
millions of courses to the Strategic
National Stockpile

Monkeypox patients treated with
TPOXX in N. America, Europe,
Asia/Pacific, Middle East, S. America.
Multi-year collaborations in Africa to
conduct clinical trials for monkeypox

International Supply of TPOXX

TPOXX Label Expansion

EMA and UK regulatory approvals
with a label that includes monkeypox
and smallpox. Agreements to supply
TPOXX to several countries and the
European Commission

Post Exposure Prophylaxis (“PEP”) label
expansion supported by Department of
Defense (DoD) for individuals who have
known or potential exposure but are not
symptomatic
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Lead Product TPOXX has a History of Regulatory Success
▪ August 2018: FDA approval of oral TPOXX for smallpox label indication
▪ December 2021: Health Canada approval of oral TPOXX for smallpox label
indication
▪ January 2022: European Medicines Agency (EMA) approval of oral TPOXX for a
label indication that covers the treatment of monkeypox, smallpox, cowpox and
vaccinia complications following vaccination against smallpox
▪ May 2022: FDA approval of intravenous formulation (IV) of TPOXX for smallpox
label indication
▪ July 2022: Medicines and Healthcare Products Regulatory Agency (MHRA) of the
United Kingdom approval of oral TPOXX for a label indication that covers the
treatment of monkeypox, smallpox, cowpox and vaccinia complications following
vaccination against smallpox
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2022 Developments: Moneypox in Context

▪

As of early November, the current global monkeypox
outbreak includes ~80,000 cases, ~ 28,000 of which are
in the United States (38%)

▪

According to CDC data, more than 97% of cases in the
US are in the LGBTQ+ community, almost exclusively
among men who have sex with men

▪

Monkeypox symptoms are reportedly extremely painful,
and full recovery takes weeks to a month or more

▪

A very small number of deaths have been reported, although this clade of monkeypox is not typically fatal

▪

FDA and CDC have worked to provide vaccine doses nationwide, potentially helping to slow the spread.
The vaccine is effective in animal studies, and potential breakthrough cases are being monitored

In the US, no treatment for monkeypox is FDA-approved, but FDA and CDC have been working to support
the expanded access use of TPOXX, which is showing extremely positive clinical outcomes in these cases –
separate from ongoing clinical trials. TPOXX is approved for monkeypox in Europe.
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Current and Planned Monkeypox Clinical Trials for Oral TPOXX

There is global interest in using TPOXX for clinical trials for monkeypox patients

PLATINUM – Oxford UK RCT
Trial (tecovirimat vs. placebo):
450 subjects; Enrollment
began in Aug ‘22
PLATINUM-CAN McGill
University RCT Trial (tecovirimat
vs. placebo): 120 subjects;
Starting in Q4’22

NIAID/DAIDS – A5418 STOMP
RCT Trial (tecovirimat vs.
placebo): US and ex-US
countries: 1,000 subjects;
enrollment began in Sept ‘22

CDC – TPOXX Expanded Access for
Treatment of Non-Variola
Orthopoxvirus Infections in Adults and
Children: 3,928 patients prescribed or
treated with TPOXX; ongoing

EPOXI – ECRAID/UMCU-led
Europe RCT Trial (tecovirimat
vs. placebo): 644 subjects;
Starting in Q4’22

UNITY – RCT
Trial
(tecovirimat vs.
placebo):
Switzerland &
Brazil, plus
additional
countries:
Starting in
Q4’22
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MOSAIC –Oxford-led UK / Europe
Observational Trial (treated and not treated
with tecovirimat or other antivirals):
Enrollment began in Aug ‘22

MEURI– Observational Trial
(treated and not treated with
tecovirimat: 2500 subjects;
Starting in Q4’22

Oxford – SIGA CAR Expanded
Access Study: First cohort (14)
complete; manuscript submitted.
Second cohort starting Q4’22

NIH – PALM007 (tecovirimat
vs. placebo) in DRC: 450
subjects; Enrollment began
October ‘22

Smallpox and the
Health Security Market

Smallpox: A Deadly Killer

▪

Smallpox has a potential 30% fatality rate and was responsible for
approximately 300 million deaths worldwide in the 20th century

▪

Smallpox is a highly contagious virus

▪

Spreads person to person

▪

Can be transmitted through speaking, breathing, or touching

▪

Can be transmitted by direct contact with infected fluids
and contaminated objects

▪

It is estimated that each person infected with smallpox
would infect 5-7 other people if not vaccinated/treated

▪

Successful eradication resulted from coordinated global
vaccination campaigns

▪

Current smallpox vaccine and other vaccinia-based vaccines may cause
serious adverse reactions, especially in individuals who are very young
or very old, or immunocompromised (e.g., those with eczema or atopic
dermatitis)
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Smallpox Remains Widely Recognized as a Significant
Bioterrorism Threat
The Threat of Smallpox Today
and Tomorrow

“

“Somebody would reconstruct, say, a smallpox
virus and have that spread, and that would not
only kill millions, it could potentially kill billions.”

North Korea is far more likely to
use biological weapons than
nuclear ones. The program is
advanced, underestimated and
highly lethal.

Bill Gates on bioterrorism, 2017, PBS

”

Andrew C. Weber
Pentagon official in charge of nuclear, chemical and biological
defense programs under President Obama

“In 2014, the NIH discovered live stocks in a storage room on
its campus in Bethesda, Maryland. If the venerable and highly
regulated NIH could lose track of smallpox, other institutions
could have some forgotten vials as well.”
August 2018

The New York Times, 2019
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U.S Government Stockpile for Smallpox Antiviral

The COVID-19 pandemic and monkeypox outbreak has increased government focus on health security
preparedness and highlighted the benefits of expanding the scale and scope of a smallpox stockpile

Smallpox Antiviral in
the U.S. Stockpile

Treatment

Post-Exposure
Prophylaxis

▪

A recent publication that used modeling
to compare potential outcomes of a
smallpox outbreak with differing
treatment options demonstrated that
effective use of antiviral drugs would
reduce fatalities*

▪

The study also finds that using antivirals
for PEP and ensuring that there is enough
supply of drug is a key strategy to
minimize fatalities*

1.7 million courses

TBD

SIGA is Pursuing TPOXX Label Expansions and an Increase in the U.S Stockpile to Ensure Preparedness
*Source: Published August 20, 2021 https://doi.org/10.1371/journal.pone.0256014
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Product Overview &
Stockpile Expansion

Oral TPOXX (Tecovirimat)

▪ FDA-approved (July 2018) novel small-molecule oral drug indicated for
treatment of human smallpox disease in adults and pediatric patients
≥13 kg

▪ Exhibits antiviral activity against all orthopoxviruses tested in vitro
(nanomolar concentrations) and in animal models
▪ European Medicines Agency (EMA) and Medicines and Healthcare
products Regulatory Agency (MHRA) approval in January and July, 2022,
respectively (including indications for smallpox, vaccinia complications,
monkeypox and cowpox)
▪ Health Canada approval in December 2021
▪ No drug-related SAEs in clinical trials
▪ Adult Dosing: Oral capsule (200 mg/capsule)/600 mg twice a day for 14
days
▪ 84-months stability demonstrated for active pharmaceutical ingredient
(tecovirimat monohydrate) and final drug product (TPOXX®)
▪ More than $700 mm of oral TPOXX delivered to the U.S. government
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TPOXX for PEP is Important in Filling the Remaining Gap in
Smallpox Preparedness
Antiviral Post-Exposure Prophylaxis
(Developing Label Expansion)

VACCINE

(HEALTH SECURITY GAP)
INCUBATION (ASYMPTOMATIC STAGE)

DAY 1

Antiviral Treatment (FDA Approved)

DAY 4

TPOXX®
FEVER

DAY 14

RASH

DAY 17

DAY 20

INFECTIOUS
STAGE

INFECTION
START

“The reality is that [smallpox] is so highly infectious, that post-exposure prophylaxis is
going to be a knee-jerk reaction to anybody at any time if you've got anybody who's
been diagnosed. So anybody who's within eyeball shot of somebody who's got a
diagnosed case of smallpox is going to be getting [TPOXX®]...”
-- Colonel Peter Weina, MD, the Chief of Research at Walter Reed Military Medical Center
US FDA Antimicrobial Drugs Advisory Committee, May 1, 2018 (https://www.fda.gov/media/114205/download)

Pursuing PEP Under $26M Contract with US Department of Defense
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TPOXX PEP Market Opportunity to Expand Stockpile
Opportunity:
1.7 Million PEP Courses
(3.4 Million Treatment Courses)

▪ Consistent with current requirements while
ensuring full access to PEP therapy (PEP is
expected to be a 28-day course vs 14-day course
for treatment of symptomatic disease)

Current:
1.7 Million Treatment Courses

▪ Only treatment of patients showing
symptoms of smallpox and no PEP treatment

▪ Current $600+ million contract
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Responding to the
Evolution of Pandemic
Preparedness

Viral Outbreaks, Including Those of Orthopoxviruses, are
Becoming More Common
The new White House strategy to prepare for the next pandemic focuses on virus families, and
development of drugs/vaccines to a “prototype pathogen” in a virus family
Corona

Influenza

Corona

Flavivirus

2002

2009

2013

2016

SARS

H1N1

MERS

Species of
coronavirus
that infects
people, bats,
and certain
other
mammals

A virus that
was the most
common
cause of
human
influenza and
is associated
with the 1918
Spanish Flu

Respiratory
syndrome
related
coronavirus
which infects,
humans, bats,
and camels

Filovirus

Corona

Orthopox

2014 &
2018

2020

2022

ZIKA

EBOLA

CORONA

MONKEYPOX

Can trigger
paralysis
(GuillainBarre
Syndrome). In
pregnant
women, it
may cause
birth defects

A virus that
causes severe
bleeding,
organ failure,
and can lead
to death

The disease
causes
respiratory
illness with
symptoms
such as a
cough, fever,
and difficulty
breathing

An
orthopoxvirus
that causes
mortality in up
to 10% of
cases
depending on
clade

“The scientific community really should have developed universal antivirals against SARS. Then we would
have had something in the stockpile for the emergence of COVID”
Robert Webster, emeritus member of St Jude Children’s Research Hospital in Memphis, Tennessee
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Broad Range of Indications for TPOXX

Vaccinia virus
Orthopoxvirus infections can cause
a spectrum of febrile rash illnesses
in humans, from fairly benign,
localized skin infections to severe
systemic infections.
There are four orthopoxvirus
species known to cause human
disease
EMA regulatory approval provides
the broader indication for the
treatment of orthopoxvirus disease.

Vaccinia virus is used as the smallpox vaccine and some cancer
therapies in development. It causes sporadic disease in those
immunized/treated, contacts of those immunized/treated, and
laboratory workers. Infection can be lethal in immunocompromised
individuals.

Cowpox virus
Human cowpox virus infection is classically associated with
occupational exposure to cattle; however, other animals, including
rats, pet cats, and zoo and circus elephants, have been implicated.
Infection can be lethal in immunocompromised individuals.

Monkeypox virus
Monkeypox virus causes intermittent human infections, primarily in
Central and West Africa, although isolated outbreaks have been
identified in the United States and Sudan. The disease is very similar to
smallpox. Case fatality rates range from <1% to >10% depending on
virus clade.

Variola virus
FDA approval for treatment in 2018 (smallpox).
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Financial Overview

Financial Results – Last Two Calendar Years, Plus
Year to Date 2022
2020

2021

YTD 9/30/22

$112 mm

$113 mm

$9 mm

$2 mm

$13 mm

$66 mm

---

---

$7 mm

Operating Income

$85 mm

$89 mm

$45 mm

Net Income

$56 mm

$69 mm

$35 mm

Diluted EPS

$0.71 / share

$0.91 / share

$0.47 / share

Product Revenues:
Oral TPOXX – U.S. Gov
Oral TPOXX – Intl
IV TPOXX

Diversifying revenue base and over $90 million of capital
management cash usage from 2020 - present
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Target Procurement Revenue Sources for SIGA

U.S. Government
(smallpox
stockpiling)

International

2020

2021

YTD’22

$113M

$113M

$16M

$2 M

$13 M

$66 M

Key Clinical
Trial Results
in 2023

SNS Expansion for
PEP indication

Other Platform
Revenues

Scanning
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2023 – 2024 Targets based on
Expiration Schedule of SNS
Total
2-year Average

~ $275 M

~ $138 M

Multi-year
Build

Basis for Strategic National Stockpile Expansion of TPOXX
Smallpox has historically had higher mortality and morbidity rates than those for COVID-19 and
was more easily transmitted; increased availability of smallpox antiviral drug would have
tremendous value during an outbreak
U.S Government Procurement
Contracting
COVID
Therapeutics
and
Antivirals1

Procurement contracts for
~ $17 bn of monoclonal
antibodies and antivirals

COVID
PEP2

TBD

TPOXX
Antiviral

Stockpile of ~ $550 mm of
treatment courses

▪ COVID-19 pandemic has
dramatically increased
government focus on health
security preparedness
▪ Over $100B in the U.S. alone
for supplemental funding for
Medical Countermeasures

1) Source: usaspending.com.
2) Astra Zeneca's AZD7442, a combination of two long-acting antibodies - tixagevimab and cilgavimab
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For International Government Markets, TPOXX Works With
Meridian through a Promotion Agreement

A Robust TPOXX®
International Market
Strategy

SIGA
▪ Government contracting
expertise
▪ Proven scientific and
commercial track record

▪ Full ownership of asset & IP
▪ Responsible for:
− TPOXX® manufacture
− Regulatory requirements
− Marketing support under
the direction of Meridian
− Intellectual Property

▪ Focused marketing program
with global reach

▪ 50 years experience in
selling Medical
Countermeasures

+

▪ Global reach; sales in over
30 countries worldwide

▪ Responsible for international
marketing of oral TPOXX®
(excluding U.S.)

▪ Proven sales model
(military, civilian)

=

▪ Diverse target market
− Each international
government has unique
geopolitical
considerations and
internal dynamics

First TPOXX international order in May 2020; More than ten international
orders in 2022
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Other Growth Initiatives

TPOXX May Support Adoption of Vaccinia Cancer Therapies
Barriers to Vaccinia Market Growth

Concern for
complications: Fear
associated with the
potential for serious
adverse events may limit
use

Burdensome local
administration:
Limited efficacy via
systemic delivery will
limit adoption in the
clinic

Dosing limits efficacy:
Even modest
improvement in efficacy
may impact broader use
given the competitive
landscape

Potential value proposition
TPOXX® may improve the safety profile
of vaccinia therapy and increase
confidence with patients, regulators and
physicians

TPOXX® may allow for more
aggressive treatment strategies thus
improving therapeutic benefit
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Management
Overview

Management Overview

Name

Title

Phillip L Gomez,
Ph.D.

Chief Executive
Officer

Daniel J. Luckshire

Executive Vice
President and Chief
Financial Officer

Biography
Served as SIGA’s CEO since 2016, and has more than 25 years of experience in infectious disease and
pharmaceutical business
◼ Prior experience as a Principal in the Pharma & Life Sciences Management Consulting Practice at PwC and
PRTM Management Consultants
◼

Joined SIGA as Executive Vice President and Chief Financial Officer in 2011, and has over 20 years of
finance and business experience
◼ Prior to joining SIGA, served as an investment banker at Merrill Lynch & Co. and CPA at Price Waterhouse
◼

Served as SIGA’s Chief Scientific Officer since 2000, and has more than 25 years of experience in
poxviruses, virology, and anti-infective research
◼ Previously served as Vice President of Research and Senior Scientific Advisor to SIGA, as well as an NIH
postdoctoral fellow at the University of Wisconsin, Madison, and at the State University of New York,
Stony Brook
◼

Dennis E. Hruby,
Ph.D

Chief Scientific
Officer

Tove’ C. Bolken

Senior Vice
President,
Operations and
Chief Supply Chain
Officer

Marianna Anesti,
Ph.D.

Vice President,
Business
Development and
Corporate Strategy

Joined SIGA in 1998 and has held positions of increasing responsibility, including oversight of antiviral
screening activities, drug development, and commercial manufacturing
◼ Has over 15 years of experience in microbiology, drug development, and supply chain
◼

Joined SIGA as Head of Business Development & Corporate strategy in 2019, and has more than 15 years
of industry experiencea
◼ Prior to joining SIGA, served as a Director in the Pharma & Life Sciences Management Consulting Practice
at PwC
◼
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