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Introduction
Madera Has a Patented Platform for Transdermal Drug Delivery

• There are large potential therapeutic applications for this patent, 
including:

• We are leveraging our patented discovery and formulation skills to 
develop transdermal treatments for multiple medical conditions

• This enables local delivery of drugs to treat local medical conditions
• Local delivery enables targeted therapy without systemic side effects

• Madera is focusing on the erectile dysfunction application first, because it 
has a faster FDA regulatory pathway and a large $4B+ target market with a 
significant unmet treatment need.
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• Men’s Erectile Dysfunction
• Woman’s Sexual Dysfunction
• Baldness/alopecia

• Raynaud’s syndrome
• Arthritis
• Diabetic ulcer treatment



Introduction

The current landscape of erectile dysfunction treatments is far from perfect. Popular 
oral medications like Viagra and Cialis fail to work for a significant portion of men, 
particularly those with heart conditions or those who have undergone prostate 
surgery. Additionally, these drugs can lead to unpleasant systemic side effects. For 
men who can't rely on these pills, the alternative options often involve invasive 
procedures, which further reduce quality of life.

• Viagra, Cialis and similar PDE5 inhibitor medications have become 
synonymous with the treatment of erectile dysfunction (ED) 

• Underserved patients: However, these pills only address about half of 
the available market:

• The pills don’t work in nearly 40% of men 
• The pills can be fatal to the millions of men with heart conditions
• The pills are not effective on men with nerve damage from prostate 

cancer surgery

• FDA approved alternative: The only other FDA approved drug for ED is 
Alprostadil, which is effective in 90+% of men

• But it isn’t a pill, it is injected into the penis
• Even so, the injection market is an estimated 6 million doses, a $200-

$300 million annual market 

• Madera has patented a method of administering Alprostadil topically, 
eliminating injections – simply rub on a gel cream

Beyond Viagra: The Unmet Need in Erectile Dysfunction Treatment
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The Problem

The current landscape of erectile dysfunction treatments is far from perfect. Popular 
oral medications like Viagra and Cialis fail to work for a significant portion of men, 
particularly those with heart conditions or those who have undergone prostate 
surgery. Additionally, these drugs can lead to unpleasant systemic side effects. For 
men who can't rely on these pills, the alternative options often involve invasive 
procedures, which further reduce quality of life.

• Limited Efficacy: Viagra and Cialis don’t work in 40% of 
men, take up to 2 hours to have an effect, and are 
ineffective when there is prostate surgery nerve damage

• Side Effects: These oral medications often cause systemic 
side effects, including headaches, facial flushing and loss of 
vision, and can be fatal to men with heart conditions

• Uncomfortable Alternatives: When pills fail, the next step 
is Alprostadil, which is administered by penile injections or 
urethral suppositories

The Current Landscape of ED Treatments is Far from Perfect
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The Madera Solution

The erectile dysfunction market is a lucrative and growing sector, currently valued at 
$4 billion globally. However, existing treatments fail to meet the needs of a large 
segment of the market, particularly older men and those with specific health 
conditions. Madera is poised to capture these underserved submarkets, offering a 
safer and more effective alternative.

• Topical Gel Innovation: Madera offers a needle-free, 
topical gel application of Alprostadil, a proven ED 
treatment drug effective in 90+% of men

• Safe for Heart Patients: Non-systemic and doesn’t 
reduce blood pressure, making it safe for men with 
heart conditions who can't use Viagra-type drugs

• Effective for Prostate Cancer Survivors: Alprostadil 
works without the need for arousal, even with nerve 
damage

• Fast-Acting: Works in less than 10 minutes, 
significantly faster than oral medications

Innovative, Patented Non-Invasive Topical Gel Alprostadil

4



Market Opportunity

• $4 Billion Global Market: The global market for erectile 
dysfunction treatments is in excess of $4 billion annually.

• Significant Unmet Market Needs:
• Existing treatments are ineffective for 40+% of men 
• Men with heart conditions cannot take Viagra-type drugs
• Alprostadil works on men with nerve damage, yet many 

refuse to use the injection or suppository

$4 Billion Growing Global Market with Large Unserved Market Needs
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Competitive Advantages

• Topical Formulation: Madera Gel Cream is the only 
external topical form of a widely used FDA-approved 
injected drug. A topical gel cream is a much better 
alternative to self injection into the penis

• Effective for Heart Patients: Unlike Viagra-type PDE5 
inhibitors, Madera is safe for men with cardiovascular 
conditions, broadening its appeal to an underserved 
market

• Fast Acting: Alprostadil is effective in less than 10 
minutes

• Patented Innovation: Madera’s utility patent ensures 
market exclusivity, providing a significant competitive 
advantage

Non-Invasive, Safe, Fast-Acting, Patented Solution
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Achievements and Next Steps

• Key Achievements:
• US patent granted on innovative skin permeation method for 

Alprostadil in August 2024
• Successful skin permeation testing in lab
• Successful clinical efficacy test in dogs 

• Upcoming Phases – next steps include:
• Optimizing the formulation 
• Preparing the FDA submission 
• Conducting clinical trials 

• Estimated 3 years to FDA approval 
• Streamlined 505(b)(2) regulatory pathway as a new formulation 

of an existing FDA approved drug

• After ED, there are other large therapeutic opportunities for 
Madera’s patent, including: 
• Raynaud’s syndrome
• Arthritis
• Woman’s Sexual Dysfunction
• Baldness/Alopecia
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Financial Projections

• Funding Requirements: The ED project requires a 
total of $18 million in funding, to be raised in phases 
with increasing valuation. 

• Our current raise of $3 million will bring us through 
human efficacy studies within 12 months.

• Projected Returns: Based on market size and 
projected sales, Madera could deliver a return of over 
60x invested capital

• Exit Strategy: Madera aims to achieve FDA approval 
within 3 years, positioning the product for acquisition by 
a major pharmaceutical firm
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Timeline and Investor Return

• Our timeline is 3 years to FDA approval & sale 

• Our goal is to bring the ED application to market, and sell upon FDA approval: Sale of a drug on approval is common 
in the pharmaceutical industry. Erectile dysfunction drugs Viagra, Cialis and Levitra and injected alprostadil (Advanz), were 
valued at an average of 3.5x projected peak annual sales. 

• Madera valuation: Annual sales of the ED injection are estimated at $200-$300 million. Management believes Madera will 
enable a larger unmet market need, but even just replacing the injected sales would imply a value in excess of $1 billion.

• Projected Investor Return:
• Our current offering is at a valuation cap of $15 million post-money, with a target value of the ED application of $1 billion. 
• Investment in this round and a sale at that level would provide a compelling return to the investor. 
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December 2025

Complete final 
formulation and 
FDA filing

Q1 2026

Conduct human 
efficacy study

Q2 2026

File 505(b)(2) 
application with 
FDA

Q3 2026 to Q3 2027

Bridging studies 
and human clinical 
trials

December 2027

FDA Approval,
Sell ED Application

Projected Investor Return of 67x in 3 years

January 2025



Mike Danzi
Founder & CEO
Over 30 years healthcare experience developing, 
manufacturing and marketing drugs at international 
pharmaceutical companies; as COO of ICN (NYSE: ICN) 
and CEO of Legacy Pharma International, with 100’s of 
drug registrations. 
Founded US Labs, sold to LabCorp for $155mm. 
Founding Chairman and CEO of Biotek from pre-revenue 
to merger with Ventana Medical, to $210mm IPO (VMSI)
Harvard Business School MBA
Cornell Engineering BSE
Veteran, US Navy submarine officer
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Charles Evans, PhD
Strategic Partner
Senior Vice President of Pharmaceutical Development 
at MedPharm Ltd
Named inventor on Madera patent
Expert at formulation development. 
Many years of expertise in the successful development 
of robust commercial products across all types of 
topical, inhalation and transdermal formulations.
Ph.D. in Pharmaceutics, University of Hertfordshire.

Bob Babilon, MS, MBA
Strategic Partner
President, Prosoft Clinical
35 years in the pharmaceutical industry.
Expert at Regulatory Affairs, Quality Assurance, 
and Business Development.
MS in Microbiology and Immunology from Temple 
University and an MBA from St. Joseph’s University 

Prof. Marc Brown, PhD
Strategic Partner
Founder of MedPharm, Chair of Scientific Advisory 
Committee 
Academic at Pharmacy Departments at King’s 
College London (KCL) and the University of 
Hertfordshire; visiting/honorary professorships at 
the Universities of Reading, Hertfordshire and 
King’s College London.
He has co-supervised over 50 PhD students to 
success, and has co-authored 2 books, over 200 
publications, 30 book chapters and 26 patents 
describing his research interests which lie mainly in 
drug delivery to the skin, nail, eye and airways

Our Team
  The Madera team are seasoned professionals with deep expertise in pharmaceutical 
development, regulatory affairs, and commercialization.



Contact Information: 
Mike Danzi, CEO
MikeDanzi@MaderaPharm.com

• Patented Transdermal Delivery Platform: Patented discovery 
and formulation skills to develop transdermal treatments for 
multiple medical conditions. 

• Breakthrough Product: Madera’s ED product is an innovative 
treatment that meets significant unmet market needs.

• Improve Quality of Life: This is an opportunity to create a 
product that will provide life-changing benefits for millions.

• Multiple Large Potential Therapeutic Markets: Alprostadil 
increases blood flow locally. As a topical, it has several large 
target therapeutic applications.

• Financial upside: Madera also has the potential for outstanding 
financial returns to investors.

• Interested potential investors are invited to visit our data room at 
https://docsend.com/view/s/pbw4gwihe8upetcq

Thank You for Considering Madera
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DISCLAIMER: 

By accepting this material, you hereby agree and acknowledge the following:

This document has been prepared by Madera Pharmaceuticals, Inc. (the “Company”) for informational purposes only and for the private use of the recipient. This document is confidential to the 
Company. Neither this material nor any information that the Company presents in connection herewith may be used, circulated, quoted, or forwarded to any third party and should not be used as a basis for 
trading in securities of the Company or for any other investment decision.

This document and the analyses contained herein are preliminary in nature and do not constitute an opinion of the Company as to the value of the Company or its prospects, or any related matters. 
Accordingly, this document should not be relied upon for such purposes. Neither the Company nor any of its respective officers, directors, or employees shall have any liability whatsoever, contingent or 
otherwise, to you or to third parties for the quality, accuracy, timeliness, continued availability, or completeness of the information made available herein or in any other written or oral communication, nor 
for any special, indirect, incidental, or consequential damages that may be incurred or experienced because of the use of the information made available herein or therein, even if they have been advised of 
the possibility of such damages.

This document is not, and under no circumstances should be construed as, an offering memorandum or an advertisement for an offering of securities in the United States or any other jurisdiction. No 
securities commission or similar authority in the United States has reviewed or in any way passed upon this document or approved or disapproved of the securities described herein.

This document may be amended, superseded, or replaced by the Company at any time. Nothing herein shall be deemed to constitute investment, legal, tax, financial, accounting, or other advice.

FORWARD-LOOKING STATEMENTS: 

This presentation includes, and our response to various questions may include forward-looking statements. All statements contained in this presentation other than statements of historical facts, including 
statements regarding our future results of operations and financial position, our business strategy and plans, and our objectives for future operations, are forward-looking statements. We have based these 
forward-looking statements largely on our current expectations and projections about future events and financial trends that we believe may affect our financial condition, results of operations, business 
strategy, short-term and long-term business operations and objectives, and financial needs. 

These forward-looking statements, including regulatory and commercial timelines and market size estimates, among others, are subject to a number of risks, uncertainties, and assumptions. Moreover, we 
operate in a very competitive and rapidly changing environment and our industry has inherent risks. New risks emerge from time to time. It is not possible for our management to predict all risks, nor can 
we assess the impact of all factors on our business or the extent to which any factor, or combination of factors, may cause actual results to differ materially from those contained in any forward-looking 
statements we may make. In light of these risks, uncertainties, and assumptions, the future events and trends discussed in this presentation may not occur and actual results could differ materially and 
adversely from those anticipated or implied in the forward-looking statements. 

Although we believe that the expectations reflected in the forward-looking statements are reasonable, we cannot guarantee future results, levels of activity, performance, achievements, or events and 
circumstances reflected in the forward-looking statements will occur. We are under no duty to update any of these forward-looking statements after the date of this presentation to conform these statements 
to actual results or revised expectations, except as required by law. This presentation also contains estimates and other statistical data made by independent parties and by us relating to 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. 

This presentation includes long-term goals that are forward-looking, are subject to significant business, economic, regulatory, and competitive uncertainties and contingencies, many of which are beyond 
our control and our management’s control, and are based upon assumptions with respect to future decisions, which are subject to change. Actual results will vary and those variations may be material. 
Nothing in this presentation should be regarded as a representation by any person that these goals will be achieved and we undertake no duty to update our goals.
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