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Forward Looking Statements

This presentation and oral statements made by representatives of the Company

may contain forward-looking statements regarding future events or the future

financial performance of the Company. These statements are based on our

current expectations and are subject to risks and uncertainties that could cause

actual results or developments to be materially different from historical results

or from any future results expressed or implied by such forward-looking

statements. Factors that may cause actual results or developments to differ

materially include, but are not limited to, the risk that we will not obtain

approval to market our product candidates. Please see the accompanying

Private Placement Memorandum containing a discussion of important risk

factors that could cause actual events or results to differ materially from those

in projections or other forward-looking statements.
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Aspargo’s oral spray suspension 
formulation of sildenafil citrate (Sildenafil 
Oral Spray), the active ingredient in 
VIAGRA®, is a novel and convenient route 
of administration for this commonly 
prescribed medication for erectile 
dysfunction. Aspargo’s unique oral spray 
formulation is designed to offer patients 
an alternative to tablet medications, such 
as VIAGRA® and Cialis® and their 
respective generic equivalents.

Aspargo Labs owns the exclusive 
commercialization rights to Sildenafil 
Oral Spray in the United States and 
more than 75 countries throughout 
Europe, Russia, Asia, the Middle East, 
South America, the United Kingdom 
and Canada under a licensing 
agreement with Farmalíder S.A. 
(Madrid, Spain), a leader in the 
Spanish OTC and ibuprofen market.

MARKET EXCLUSIVITY 
+ IP PROTECTION

Container prototype



4Proprietary and Confidential

01

02

03

04

05

LIQUID SUSPENSION FORMULATION 
OF SILDENAFIL CITRATE, THE ACTIVE 
INGREDIENT IN VIAGRA®

Optimal Dosage Form of Most Widely Used ED Drug

Market Exclusivity and Patent Protected

De-Risked Development

Proven Technology

Market Opportunity

Sildenafil Oral Spray is designed to offer patients convenient oral drug administration without the 
need for accompanying liquids; flexible-dose titration in increments of 12.5 mg to deliver maximum 
benefits without the need to crush pills prior to administration; and readily available and convenient 
administration for ED patients suffering from dysphagia (trouble swallowing).

Sildenafil Oral Spray is approved for sale in Spain and is undergoing registration in France and Italy, 
Germany, The Netherlands, Ireland and the United Kingdom.

Aspargo owns the exclusive rights to manufacture and market Sildenafil Oral Spray in the United 
States and more than 75 countries throughout Europe, Russia, Asia, the Middle East, South America, 
the United Kingdom and Canada. Aspargo owns the exclusive rights to granted patents covering the 
proprietary liquid and spray formulation  in those jurisdictions .

The FDA has reviewed Aspargo’s drug approval plan for Sildenafil Oral Spray and confirmed the 
availability of the 505(b)(2) pathway for approval. This pathway eliminates the need for protracted 
patient studies and relies on safety and efficacy data generated previously by Pfizer for VIAGRA®.

The Spanish Agency of Medicines and Medical Devices (AEMPS) has approved Sildenafil Oral Spray 
for sale in Spain; Aspargo’s route to approval across Europe does not require additional clinical 
studies; the “decentralized procedure”, whereby a marketing authorization granted in one “Member 
State” can be recognized in other EU countries, provides a straightforward path to approval.

Unique opportunity for investors to participate in the growing erectile dysfunction 
market, expected to reach $7.1B worldwide by 2024.

INVESTMENT
HIGHLIGHTS
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OUR MISSION
Aspargo Laboratories, Inc. is a clinical-stage 
biopharmaceutical company developing patient-focused 
solutions and must-have medicines by combining our 
innovative science and technologies with FDA’s 505(b)(2) 
approval pathway and corresponding regulations in 
international jurisdictions to enhance currently marketed 
drugs with well-known pharmacology profiles. Our initial 
product candidate is a proprietary oral suspension formulation 
of sildenafil  citrate, the active ingredient in VIAGRA®. 
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Michael Demurjian
Chairman and Chief Executive Officer

Michael Demurjian serves as our Chairman and Chief Executive Officer. Prior to 
co-founding Aspargo Labs in 2019,  Michael served as COO, CFO and member of the 
Board of Directors of Tyme Technologies, Inc. (NASDAQ: TYME), an emerging 
biotechnology company developing cancer therapeutics that are intended to be broadly 
effective across tumor types and have tolerable toxicity profiles. At Tyme, Michael was 
instrumental in raising over 50 million dollars and obtaining a  public listing on NASDAQ. 
During his career, Michael has held positions in finance, manufacturing, sales & 
marketing, logistics and general management. He has experience in taking companies 
public, raising funds in public and private markets with both retail and institutional 
investors. Mr. Demurjian served as CEO of Luminant Biosciences, an oncology research 
company studying metabolic pathways to destroying cancer cells. Mr. Demurjian has 
successfully completed strategic transactions with G.E., Stryker, Black & Decker Corp. 
and Crane Cams. Mr. Demurjian currently sits on the Board of Directors of the Susan G. 
Komen Foundation, NYU and has served in the past on the Board of Directors of 
Luminant Bio., Mikronite Tech & KCC.

Leadership

Shari Aviva Melamed, MD

Shari Melamed, MD was previously employed at Pfizer. Dr. Melamed brings to Aspargo
Labs over 30 years of experience in pharmaceutical clinical development and 
regulatory guidance. She has successfully integrated clinical development strategies, 
creative trial design, and comprehensive medical safety monitoring across multiple 
therapeutic areas, including urology, pain, CNS, infectious disease, and cardiovascular 
disease. She developed and implemented medical strategy at each lifecycle stage, 
including over 30 successful drug launches. She successfully collaborated with 
multiple internal Pfizer partners including commercial, medical, sales, regulatory, safety 
and legal. She implemented educational platforms for Key Opinion Leaders, vendors, 
Pharma co-promotes and key medical societies. Most recently, Dr. Melamed was the 
Global Cardiovascular and Metabolic Medical Lead at Upjohn, a Pfizer subsidiary, 
where her medical responsibilities was to maintain and support the CV portfolio which 
included Viagra, Lipitor, Norvasc, Diflucan, Zithromax, Zoloft, Inspra, Caduet and 
Nitrostat. Additionally, she implemented the CV medical strategy for emerging markets, 
developed markets, and China medical teams. Shari has partnered with the IAS, ESC, 
ACC, and other CV medical organizations to amplify the CVD causes of the NCD 
narrative and implement quality educational programs around the globe. She enhanced 
CVD prevention guideline adoption by improving HCPs’ understanding of high intensity 
statin safety, in order to achieve better patient outcomes with innovative medical 
education. Dr. Melamed completed her internal medicine training at the Brookdale 
Hospital Medical Center in Brooklyn, NY and her fellowship in endocrinology at the 
Mount Sinai School of Medicine in NYC. She is board certified in both.
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Fred Biehl, Esq.
Director

Mr. Fred Biehl Esq. has been a senior partner at Soriano Henkel Biehl Mathews for over 
30 years. He has represented clients in a wide variety of matters, including negotiated 
mergers, acquisitions and leverage buyouts, public and private securities offerings.. 
Mr. Biehl’s work encompasses a wide range of industries including healthcare, real 
estate, finance, energy, retail and fashion.

Peter Najarian
Brand Ambassador

Peter Najarian, cohost on CNBC’s Fast Money and a member of the Fast Money 5, is an 
options trader,  market analyst, and co-founder of option MONSTER-sold to ETrade for 
over $750 million in 2015. His background includes providing companies with market 
intelligence, marketing strategies, commentary and trading strategies.

Michael Rice
Director

Michael is co-founder of LifeSci Advisors, Inc., a leading provider to companies in the 
life sciences industry with comprehensive solutions to communications and investor 
outreach. LifeSci Advisors increases client visibility within the investment community 
and educates investors on opportunities offered by these companies.

Leadership

Robert Niecestro, PhD
Executive Vice President Research & Development

Robert Niecestro, PhD. is an experienced professional in the pharmaceutical industry 
with approximately 26 years of experience in regulatory affairs, and project 
management. Dr. Niecestro was the Vice President of Clinical and Regulatory Affairs for 
Keryx Biopharmaceuticals, Inc., where among other things he successfully negotiated 
six SPA agreements with the FDA. He has previously held numerous senior 
management positions including serving as Vice President of Clinical Development for 
Andrx Laboratories, Senior Director, Clinical Development and Therapeutic Head for 
Gastrointestinal, Oncology and Stroke at Eisai Inc. and as Director, Clinical Operations 
and NDA Planning for Organon Inc. While at Andrx, Dr. Niecestro was part of the team 
that developed the following approved drugs: extended-release metformin, extended-
release lovastatin and valproic acid. At Eisai, Dr. Niecestro played a pivotal role in the 
development and commercialization of Aciphex™ (rabeprazole sodium), the post-NDA 
program for Aricept™ (donepezil sodium), and started both the oncology and neurology 
franchises in the United States; and while at Organon was part of the team that 
developed and commercialized the following drugs: Zemuron™ (rocuronium bromide), 
Orgaran™ (danaparoid sodium), Humegon™ (FSH/LH), Follistim™ (recombinant FSH 
beta), and one birth control pill (Mircette™). Dr. Niecestro has been involved in the filing 
of over 45 Investigational New Drug (IND) applications, has over 60 peer-reviewed 
publications and holds three patents. Dr. Niecestro completed his graduate and post-
graduate work at the University of Illinois at Chicago.
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Medical Advisory Board

Steven Kaplan, MD

Dr. Steven Kaplan is Director of the Men’s Wellness Program, Mount Sinai Health System

and Professor, Icahn School of Medicine at Mount Sinai.

Dr. Kaplan is a Diplomat of the American Board of Urology and a Fellow of the American

College of Surgeons. He is an internationally recognized authority and one of the primary

thought leaders in the study of benign diseases of the prostate, the association of

metabolic factors and voiding dysfunction and female urology. He has over 1000

publications, including 600 peer-reviewed articles and 90 book chapters. His landmark

study, published in JAMA in 2006, changed the way medications are used in the

treatment of men with symptoms related to both benign prostate enlargement and

bladder dysfunction. He has made over 340 presentations in more than 35 countries. He

is the co-author of five books and is on the Editorial Board of numerous journals including

Urology, Journal of Urology, and Urology Times.

Dr. Kaplan is a member of more than 30 professional organizations, been awarded 5 NIH

grants and has received over $13 million in research funding. He serves as both member

and/or Chair of numerous study sections for the NIH and more recently, he chaired the

NIDDK Prostate Strategic Planning Committee and currently Chairs the AUA Research

Committee on Advocacy. He also has served on the American Urologic Association

Guidelines Panel for BPH. He was awarded the John K. Lattimer Award for Lifetime

Achievement in Urology by the National Kidney Foundation.

Irwin Goldstein, MD

Dr. Irwin Goldstein is the director of San Diego Sexual Medicine, where he maintains his

clinical practice, Director of Sexual Medicine at Alvarado Hospital and Clinical Professor

of Surgery at University of California at San Diego. Dr. Goldstein has had a long career

providing medical help to those with sexual problems, having been involved with sexual

dysfunction research since the late 1970′s. He was on the faculty of Boston University

School of Medicine for 25 years where he was Professor of Urology and Gynecology and

founding Director of the former Institute for Sexual Medicine at BUSM. Dr. Goldstein is

Editor-in-Chief, Sexual Medicine Reviews, Past President, International Society for the

Study of Women’s Sexual Health, Past President, Sexual Medicine Society of North

America, Editor Emeritus, The Journal of Sexual Medicine and Editor

Emeritus, International Journal of Impotence Research.
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PROVEN TECHNOLOGY, 
MARKET EXCLUSIVITY 
AND IP PROTECTION
Aspargo Laboratories, Inc. is seeking FDA approval to market in 
the United States a patented oral spray formulation of sildenafil 
citrate, the active ingredient in VIAGRA®, to treat erectile 
dysfunction. Our current international focus is to obtain approval 
in Germany, the largest European market, and in the United 
Kingdom. Aspargo’s proprietary drug formulation is protected by 
granted U.S. and European patents that expire in 2036.
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Growing Demand for ED Drugs

• Global ED drug market expected to reach $7.1B by 2024
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Drivers to Adoption of Oral Spray Formulation

• Convenient administration in discreet, pocket-size pump 
container without the need for accompanying liquids.

• Faster onset than tablet formulation 
(pending clinical trial confirmation)

• Little to no food effect 
(pending clinical trial confirmation) 

• Pleasant mint taste

• Measured dose in each pump of spray container 
allows flexible dosing tailored to individual patients’ 
level of dysfunction

• Reduces occurrence of adverse events and need to 
divide single tablets

• Allows dosing for ED patients suffering from 
dysphagia (difficulty swallowing), a condition 
prevalent in elderly adults associated with 
comorbid health conditions

ENHANCED ADMINISTRATION

FLEXIBLE DOSING

DYSPHAGIA ACCESSIBLE 

NEONATAL FRIENDLY 

• Convenient administration for newborns suffering 
from persistent pulmonary hypertension (PPHN), 
a failure of the normal circulatory transition that 
occurs after birth
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Exclusive US and International License from Farmalíder S.A.

• Headquartered in Madrid with offices in Barcelona 
and Miami

• Leader in the Spanish ibuprofen market
- Patented 2% and 4% ibuprofen oral suspensions 

currently marketed in Spain, Germany and other 
EU member states

• Farmalíder manufactures and distributes a wide range 
of OTC products and nutritional supplements through 
its subsidiary Nutra Essential OTC

A Leading Spanish Pharmaceutical Company
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International Regulatory Approvals

• Approved In European & Latin American Countries

• Tablet formulation available OTC in the UK

• Farmalider has received regulatory approval in 9 European countries and 8 Latin 
American countries for the liquid dosage form of sildenafil citrate oral suspension 

• The spray dosage form of sildenafil citrate oral suspension, Sildenafil Oral Spray, is 
approved for sale and marketed in Spain under the brand name, “Bandol” and is 
undergoing registration in Italy and France

• Aspargo’s international license grants Aspargo exclusive commercialization rights for 
Sildenafil Oral Spray in both the liquid and spray dosage formulations in more than 75 
countries throughout Europe, the United Kingdom, the Middle East, Asia, South America, 
Canada and Russia

• Aspargo is leveraging Sildenafil Oral Spray’s existing regulatory approval in Europe to 
quickly obtain regulatory approval in the UK and Germany, two leading European markets 
for ED medications. 
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Market Exclusivity and Strong IP Protection

• Aspargo’s oral suspension formulation of Sildenafil Oral Spray is 

protected by US and European patents, Pharmaceutical 

Composition of Sildenafil Citrate in the Form of a Suspension for 

Oral Use (expires March 2036)

• Sildenafil Oral Spray is protected by trade secrets and 

manufacturing know-how necessary to manufacture the oral 

suspension formulation and ensure drug stability

Aspargo owns exclusive rights to distribute 

Sildenafil Oral Spray in the U.S. and in more than 

75 countries throughout the United Kingdom, 

Europe, the Middle East, Asia, Canada, South 

America and Russia.

Container prototype
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De-Risked Development 
Pursuing Rapid and Cost-Efficient 505 (B)(2) Pathway Vetted By FDA
Leveraging Spanish Approval to Obtain Speedy Approval in Other EU Countries 

Aspargo is leveraging Sildenafil Oral Spray’s approval in Europe to 
obtain speedy approval in the United Kingdom through a ”National 
Procedure” and in Germany, Ireland and The Netherlands through 
the EU’s “Decentralized Procedure” whereby an authorization of a 
medicine in one European Union Member State is recognized by 
another Member State. 

New dosage forms and routes of administration of U.S. 
FDA approved drugs are eligible for 505 (b)(2) regulatory 
pathway of the Federal Food, Drug and Cosmetic Act

BENEFITS OF 505 (B)(2) PATHWAY

Lower risk due to prior drug approval

505 (b)(2) pathway utilizes Pfizer’s safety and efficacy data from 
VIAGRA® tablet approval to demonstrate the safety and efficacy 
of Sildenafil Oral Spray

In April 2020, Aspargo completed a successful pre-
Investigational New Drug (pre-IND) meeting with the FDA, where 
the FDA addressed Aspargo's questions and provided guidance 
on the Sildenafil Oral Spray regulatory plan

The FDA was supportive of a single dose bioequivalent study 
comparing Aspargo’s Sildenafil Oral Spray with VIAGRA® tablets 
and deemed the 505(b)(2) regulatory pathway appropriate for 
the program

Lower cost and accelerated development 
due to fewer and shorter studies required

01

02
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MANUFACTURING 
AND PACKAGING
Aspargo is collaborating with Pharmaceutics International, Inc. 
(Pii), a Contract Development and Manufacturing Organization 
located in Hunt Valley, MD to develop and manufacture 
Sildenafil Oral Spray for clinical trials. Pii is laying the 
groundwork for the future commercial manufacturing 
requirements of Sildenafil Oral Spray in the U.S. and abroad
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Manufacturing and Packaging

Aspargo’s Sildenafil Oral Spray and 
its custom designed bottle are 
manufactured and packaged in the 
United States

Sildenafil Oral Spray is manufactured 
and packaged on behalf of Farmalider 
by Edefarm Laboratorios, a contract 
manufacturer of pharmaceuticals 
located in Valencia, Spain

Pii has completed the “tech transfer” of 
Sildenafil Oral Spray and has replicated 
the spray formulation of sildenafil citrate 
manufactured by Farmalider and  
Edefarm; currently, Pii is manufacturing 
the drug product needed for our planned 
bioequivalent study in healthy volunteers

Edefarm has transferred all 
manufacturing technology, analytical 
methods and know-how to Pii
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GENERAL MARKET
DESCRIPTION
The Global Erectile Dysfunction Drugs Market is 
predicted to grow to $7.1B by 2024, growing at a CAGR 
of 6.0% during 2021-2024.
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Real World Prescription Patterns for PDE5 Inhibitors
Treatment Initiation

VIAGRA® was the most frequently 
prescribed PDE5 inhibitor for initial 
pharmacologic treatment of ED 
(2010 – 2015)

Vardenafil
13.5%

Sildenafil
48.7%

Tadalafil
37.8%

ED, erectile dysfunction, PDE5, phosphodiesterase type 5
Mulhall JP, et al. J Sex Med. 2020 Mar 3. doi: 10.1016/j.jsxm.2020.01.027. 
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Opportunity Summary

Drug Product
Oral suspension formulation of sildenafil citrate, administered via metered dose upright spray container indicated for the 

treatment of erectile dysfunction (ED) 

Product Benefits vs 

Competition

• Convenient administration in discreet, pocket-size pump container without the need for accompanying liquids

• Faster onset than tablet formulation (pending clinical trial confirmation)

• Little to no food effect (pending clinical trial confirmation) 

• Pleasant mint taste

Regulatory Approvals

• Currently approved in various EU member states

• Applications recently filed in the UK, Germany, Ireland and The Netherlands - anticipate market launch in 2022

• FDA approval process ongoing – anticipate market launch in 2024

Projected Sales

• US: >$130 mm in 2025 

• EU: & Russia > $170 mm  in 2025

• Global ED market is forecast to reach USD 7.1 Billion by 2024 with CAGR of approximately 6%

Pricing, COGS & GP%

• Expected pricing at slight premium over generic VIAGRA® tablets in each jurisdiction (subject to pricing study)

• Expected cost of goods (as % of sales price) of approximately 9% worldwide

• Gross profit % in line with gross margin of global top pharma companies

Growth Strategy

• Obtain approval & initiate market launch in UK, Germany, and other EU member states (September 2022)

• Obtain approval & initiate market launch in US (Q1 2024)

• Expand label to other indications and leverage formulation technology for other drug products

Exclusivity • Granted US and European formulation patents that extend to 2036

Manufacturing Drug product formulated and packaged by Pharmaceutics International Inc. (Maryland)
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APPENDIX
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USE IN SIMULTANEOUS 
AND OTHER INDICATIONS
Aspargo’s proprietary Sildenafil Oral Spray is intended to satisfy the 
unmet need for an easy to administer dosage form of sildenafil citrate 
for use in multiple indications:

Dysphagia, Pulmonary Arterial Hypertension (PAH), 
Persistent Pulmonary Hypertension (PPHN) and Scleroderma.
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Use in Simultaneous and Other Indications

Dysphagia
Aiding those with difficulty swallowing

• An estimated 9 million Americans suffer from difficulty swallowing, otherwise 

known as “dysphagia.” 

• Dysphagia becomes more prevalent with age, affecting up to 1 in 5 older adults; 

epidemiologic studies indicate that the numbers may be as high as 22% of the 

population over 50 years of age. 

• Dysphagia is usually caused by another health condition, such as a stroke, head 

injury, or dementia. 

• ED patients suffering from dysphagia resort to crushing VIAGRA® tablets prior to 

administration; Sildenafil Oral Spray satisfies an unmet medical need for this 

subset of  ED patients.
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Use in Simultaneous and Other Indications

PAH
Welcome dosage form for those suffering from 

pulmonary arterial hypertension (PAH)

• Pulmonary arterial hypertension (PAH) is a rare, progressive disorder characterized by 

high blood pressure (hypertension) in the arteries of the lungs (pulmonary artery) for no 

apparent reason. Symptoms of PAH include shortness of breath (dyspnea) especially 

during exercise, chest pain, and fainting episodes.

• Sildenafil is marketed by Pfizer as a treatment for PAH under the brand name 

Revatio®. Sildenafil decreases the activity of PDE5, a substance produced in the lungs 

and other parts of the body that breaks down another substance called cyclic 

guanosine monophosphate (GMP). Cyclic GMP causes the blood vessels (arteries) to 

relax and widen, so that more cyclic GMP is available for the blood vessels inside the 

lungs, leading to relaxation, or widening, of those vessels, which in turn, decreases the 

pulmonary blood pressure to the heart and improves its function.

• Revatio® is available by prescription as a 20 mg tablet and 10 mg/mL oral suspension. 

Sildenafil Oral Spray would be a welcome alternative for the PAH patient population.
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Use in Simultaneous and Other Indications

PPHN
Administration for newborns suffering from persistent 

pulmonary hypertension (PPHN)

• When a baby is born, pressure in the blood vessels of the lungs is high; this pressure 

starts to fall when normal breathing is established. Sometimes, this transition does not 

occur, and pressure remains high, preventing blood from flowing to the lungs to deliver 

adequate oxygen, a life-threatening situation referred to as “persistent pulmonary 

hypertension” (PPHN) of the neonate.

• PPHN occurs in as many as 6.8 of 1,000 live births. Mortality is approximately 10% to 

20%. Sildenafil is prescribed “off label” to treat PPHN. Published studies have found that 

administration of sildenafil in PPHN is associated with a significant increase in the 

oxygenation and a reduction in mortality with no clinically important side effects.

• Administration of sildenafil in infants is via continuous IV infusion. This parenteral fluid 

administration can be lifesaving; however, it also carries substantial risks, especially in 

newborns. Reported studies in infants have utilized preparation of sildenafil solution by 

crushing 50-mg tablets to improve administration of the drug. Our market research 

indicates that Sildenafil Oral Spray would be welcomed by pediatricians as an 

alternative, convenient route of administering sildenafil to infants.
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Use in Simultaneous and Other Indications

Scleroderma
Improving oxygen transport throughout the body

• Scleroderma, or systemic sclerosis, is a chronic connective tissue disease caused 

by the immune system mistakenly attacking healthy tissues, triggering 

vasoconstriction, or the narrowing of blood vessels. Complications include 

Raynaud’s phenomenon, a condition resulting in discoloration of the fingers and/or 

the toes, which results from reduced blood flow to the fingers or toes, leading to 

digital ulcers, or sores on the extremities that often become infected.

• Sildenafil acts to dilate or widen the blood vessels and thereby improves oxygen 

transport throughout the body. Sildenafil 50mg tablet is prescribed “off label” to 

treat scleroderma. Reported studies have demonstrated that sildenafil relieved 

symptoms of Raynaud’s phenomenon in patients who were resistant to 

vasodilatory therapy, including speeding up the healing of digital ulcers. The 

advantages of Sildenafil Oral Spray as compared to sildenafil tablets apply equally 

to its application as a therapeutic agent for scleroderma.



27Proprietary and Confidential

AspargoLabs.com
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