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Safe Harbor/Disclaimer
This presentation contains forward-looking statements. These statements involve substantial known and unknown risks,
uncertainties and other factors that may cause our actual results, levels of activity, performance or achievements to be
materially different from the information expressed or implied by these forward-looking statements. We may not actually
achieve the plans, intentions or expectations disclosed in our forward-looking statements, and you should not place undue
reliance on our forward-looking statements. Actual results or events could differ materially from the plans, intentions and
expectations disclosed in the forward-looking statements we make. The forward-looking statements in this presentation
represent our views as of the date of this presentation. We anticipate that the subsequent events and developments will
cause our views to change. However, while we may elect to update these forward-looking statements at some point in the
future, we have no current intention of doing so except to the extent required by applicable law. You should, therefore, not
rely on these forward-looking statements as representing our views as of any date subsequent to the date of this
presentation.
This presentation also contains estimates and other statistical data made by independent parties and by us relating to the
market size and growth and other data about our industry. This data involves a number of assumptions and limitations, and
you are cautioned not to give undue weight to such estimates. In addition, projections, assumptions and estimates of our
future performance and the future performance of the markets in which we operate are necessarily subject to a high degree
of uncertainty and risk.
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Overview
To be a leader in the targeted/localized treatment of drug resistant pathogens in the acute care setting
▪ Lead Product: Ximycin™
▪
▪
▪
▪
▪

Phase 3 ready asset for surgical site infection (“SSI”) mitigation or treatment
Novel combination of two potent antimicrobials for targeted/localized application
Over 700 patients treated to date
Broad spectrum with 4-10x targeted potency at up to 10 days therapeutic duration
Potential future target indications may include orthopedic, cardiothoracic and other surgical indications

▪ Anti-infective Pipeline
▪
▪
▪

Broad spectrum
MOA is cell wall disruption and therefor little to no resistance
Focus is on orthopedic and dermatological applications

▪ Unique Strategy
▪

Targeted/localized antimicrobial therapy avoids the pitfalls of eliminating the beneficial gut microbiome, lowers the
chance of systemic toxicity and allows us to overcome drug resistance

▪ Experienced Leadership
▪
▪
▪

Commercialized over 17 products
Successful track record of negotiating licensing and acquisition agreements
Over 200 years of healthcare experience
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Leadership
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Collaborators

Michael Handley
Chief Executive Officer & Director

Brian Doughty
Chief Operating Officer

Bob Kali
Chief Financial Officer & VP

Gill Sawhney
Senior Advisor: Strategy & Corporate
Finance

Victoria Headley, J.D.
General Counsel & Chief Compliance Officer

Wendy Painter, M.D.
Chief Medical Officer

Franklin Okumu. Ph.D.
Senior Advisor: Product Development &
Manufacturing
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Product Pipeline
▪ Primary near-term goal is to advance Ximycin through the pivotal Phase 3 study for
Colectomy Indication and to an FDA filing
Therapeutic Candidates
Ximycin™ Colectomy Indication
(Broad Spectrum Vancomycin/Gentamicin Localized Combination)

Pre-Clin

IND

Phase 1

Phase 2

Phase 3

NDA

Pivotal Phase 3 Study Expected to Initiate in 2018

Ximycin™ Cardiothoracic Indication*
(Broad Spectrum Vancomycin/Gentamicin Localized Combination)

Ximycin™ Orthopedic Indication*
(Broad Spectrum Vancomycin/Gentamicin Localized Combination)

First-in-class Spore Skin Infection Therapeutic
(Broad Spectrum Peracid Oinment)

First-in-class Superficial Skin Infection Therapeutic
(Broad Spectrum Bacitracin-modified Local Injection)
*Potential future pipeline expansion opportunities
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Pipeline Focus
▪ Initially targeting infections in the acute care setting (Operating Room, Emergency Room or
Intensive Care Unit)
▪ Acute care infections are expensive and represent a substantial risk to patients

OR

ER

▪ Surgical Site Infection
Prevention (Ximycin™)

▪ Soft Tissue Trauma
(VeriCyn™)

▪ Wound & Burn Care
(VeriCyn™, Proteolytic
Enzyme Therapy*)

▪ Orthopedic Trauma
(VeriFixx™, VeriCyn™,
Ximycin™)

ICU
▪ Soft Tissue MRSA
Infections
(Butyriox™)

▪ Catheter Based
Infections (Butyriox™)
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Surgical Site Infections: Common and Costly
▪ 290,000 Surgical Site Infections annually in the US1

▪ Independent studies indicate that actual rates of SSIs are significantly higher than those selfreported by institutions to the CDC’s National Healthcare Safety Network2
▪
▪
▪

Colon surgery – 13-20% vs. 6%*
Rectal surgery – 18-27% vs 7%*
Open Bone Reduction – 13-30% vs 2%*

▪ Additional costs of a surgical site infection is estimated at
$38,000 per patient3
▪ Additional length of stay ranges from 7-10 days4
▪ Out of all U.S. hospitals, 55% are unprofitable and approximately 2,600 are facing readmission
penalties for this year
* Company estimates based on review of published clinical literature and perspective provided by KOLs
1: According to latest available data from the World Health Organization; 2: Truth in reporting: How Data Capture Methods Obfuscate Actual Surgical Site Infection Rates within a Health Care Network System. Dis Colon
Rectum. 2017 Jan;60(1):96-106; Rates of Surgical Site Infections after Colon Surgery. Infection Prevention News (Duke Infection Control Outreach Network). Vol. 11, Number 7, July 2016; Surveillance of surgical site
infection: more accurate definitions and intensive recording needed. The Journal of Hospital Infection. Feb 2013. Vol 83, Issue 2, Pages 83-86; 3: Frost and Sullivan 2010 Report; 4: Joint Commission Center for
Transforming Healthcare, Dec. 2014
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Ximycin™: Lead Product Candidate
Ximycin is the first targeted medical therapeutic for the prevention or treatment of surgical site infections. It
is a proprietary novel modified release gel containing co-formulation of gentamicin and vancomycin. Ximycin
is designed to reduce patient mortality, morbidity and hospital costs when compared to standard of care.

▪ Initial Indication: Targeted prophylaxis of surgical site infection in elective
colorectal resection procedures in high risk patient populations
▪
▪
▪
▪
Vial containing Ximycin modified
release gel that is delivered into
the surgical incision

▪

▪

Targeted/localized antimicrobial combination product with gentamicin and
vancomycin
Broad spectrum (gram +/-) activity given the properties of the two actives
Gel formulation releases active ingredients for 7-10 days after application
Excellent safety profile with 700+ patients treated
Minimal systemic exposure
Low COGS and cost avoidance for hospital of $38K per SSI
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Ximycin™ has Utility in a Specific Patient Population

Post hoc analysis of several cohorts
in the Phase 2b study

▪ High response rate in patients
undergoing colectomy with one or
more risk factors
▪ Pursuing study design that
maximizes Ximycin’s potential to
show a signal in SSIs reduction
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Ximycin™ Clinical Development
Armis gained concurrence with the FDA on the final development steps for Ximycin and with the QIDP
designation it will be fast tracked through the regulatory process.
▪ Phase 3 – Expected Study Parameters*:
▪

Study Powering: N=600

▪

Study Design: Two arm pivotal with Ximycin versus standard of care

▪

Primary Endpoint: To assess the efficacy of Ximycin compared to SOC as adjunctive therapy to systemic antimicrobial
prophylaxis on the incidence of subjects with SSIs through post-operative Day 30 in the intent-to-treat (ITT)
population

▪

Secondary Endpoints:
▪

▪
▪

▪

Assess the efficacy of Ximycin compared to SOC as adjunctive therapy to systemic antimicrobial prophylaxis for
the prevention of SSIs through post-operative Day 15
Assess the safety and tolerability of Ximycin in colorectal open surgery patients
Compare secondary efficacy endpoints between the 2 treatment arms, including cumulative ASEPSIS score at
post-operative Day 4, (Discharge)
Compare the drug susceptibility of bacterial cultures isolated from SSIs during the study to gentamicin,
vancomycin and the combination of gentamicin and vancomycin

* These parameters are dependent on the finalization of the meeting minutes from the FDA Type C meeting
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Ximycin Development Milestones

2016
✓ Phase 2b Study
Completed

✓ EOP2 meeting
with US FDA

2017
✓ XIMYCIN
Acquisition
Completed
✓ FDA Type C
Meeting Successfully
Completed
12/15/2017

2018
✓ QIDP
Designation

▪ Planned
Initiation of
Phase 3
colorectal study

2019
▪ Expected
Topline Data &
NDA

2020
▪ Potential Launch
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Investment Highlights
▪ Late clinical-stage biopharmaceutical company with a pipeline of targeted anti-infective therapeutics
addressing antibiotic resistance and healthcare-associated infections
▪ Targeted/localized antimicrobial therapy avoids the pitfalls of eliminating the beneficial gut
microbiome, lowers the chance of systemic toxicity and allows us to overcome drug resistance
▪ Lead program, Ximycin™, on track to initiate a pivotal Phase 3 registration study in 2018
▪ Building a robust pipeline with potential future target indications expected to include orthopedic,
cardiothoracic and other surgical high-value indications
▪ Development strategy focused on targeting infections in the acute care setting (Operating Room,
Emergency Room or Intensive Care Unit)
▪ Experienced Management Team with proven track record leading execution
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Thank You!
Arming Humanity with Weapons to Fight Drug Resistant Infections™

www.armisbiopharma.com

