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BUSINESS

Overview

Berkshire Biomedical Corporation is a pre-revenue medical device company pioneering the use of biometric
technologies, combined with encrypted HIPAA compliant cloud-based and healthcare provider-enabled remote
management systems, to provide precise and accurate patient-administered medication delivery systems. Its flagship
product, the Computerized Oral Prescription Administration (COPA™) system, is designed to deliver precise and
accurate liquid oral medications to only the authenticated intended user (AIU™ ). COPA has utility and application
across many therapeutic disease categories with the Company initially focused on aiding persons with Opioid Use
Disorder (OUD) through at-home methadone medication delivery, COPA leverages dual biometric authentication and
real-time remote monitoring aiming to improve medication adherence and enhance patient care. The company has
successtully secured patents, raised capital, and collaborated with leading regulatory and clinical experts to address
critical healthcare challenges, including those persons impacted by the opioid crisis.

Business Model

Upon receiving marketing authorization from the U.S. Food and Drug Administration, Berkshire Biomedical plans to
employ a subscription-based business model tailored to meet the operational needs of SAMHSA-certified Opioid
Treatment Programs (OTPs) and other healthcare providers. Instead of selling devices outright, the company will
provide COPATM systems through subscription (leasing) arrangements on a per patient per week basis, which include
durable units, disposable SynCaps, and data functionality. This approach aligns with the billing cycles of OTP clinics
and ensures atfordability while enabling scalability. The company then plans to expand into adjacent markets, including
pain management and clinical research, utilizing partnerships to enhance distribution and reach.

Intellectual Property

Berkshire Biomedical sateguards its innovations with 12 issued patents in the United States and 21 Internationally. The
company has engaged the leading law firm Haynes Boone for IP strategy, with freedom to operate and robust
protection for its dual biometric authentication technology and advanced dispensing mechanisms. Beyond patents,
proprietary manufacturing know-how and cybersecurity protocols further enhance the security and value of Berkshire's
offerings, making COPA™ a unique and defensible asset in the healthcare market.

Berkshire has received Notice of Allowance for the marks "COPA" and "AIU"with the United States Patent and
Trademark Office (USPTO). The company expects to continue to extend these notices until the date when the product is
in use in commerce, at which time the trademarks will be fully registered.

Corporate History

Berkshire Biomedical LLC was originally formed as a limited liability company (LLC) in Delaware on July 19, 2016. On
September 30, 2021, the Company converted from an LLC to a Corporation and filed its Certificate of Incorporation
along with a name change to Berkshire Biomedical Corporation.

Berkshire Biomedical's CEO’s Prior Unrelated Company’s Bankruptcy Proceedings

The President, Chiet Executive Oftficer, and Board Member ot Berkshire Biomedical Corporation, John E. Timberlake,



previously served as CEO of Valeritas Holdings, Inc., a publicly traded medical technology company listed on NASDAQ.
In February 2020, Valeritas voluntarily filed for Chapter 11 bankruptcy to address liquidity challenges and pursue a
sale of its business through a court-supervised process. The bankruptcy was influenced by a temporary supply
disruption in late 2019 caused by manutfacturing yield issues, which were further exacerbated by the COVID-19
pandemic, impacting supply chains. Despite these challenges, Mr. Timberlake led the company through the process,
ensuring that over 90% of employees retained their jobs post-sale and that creditor proceeds were maximized. See the
Risk Factors section of this Offering Memorandum for information on how this may atfect your investment.

Automatic Conversion of Outstanding Convertible Notes

It the Company raises at least $1,000,000 on a cumulative basis through the current Regulation Crowdfunding (“Reg
CF”) otfering of Class A-4 Pretferred Stock or the addition from future equity raises, then all outstanding principal and
accrued interest on the Convertible and Bridge Notes will automatically convert into Class A-4 Preferred Stock at a
discounted price equal to 75% and 10%, respectively, of the price per share paid by current investors. Please see the
Company Securities, Risk Factors, and Dilution sections of the Form C for further information on how this may affect
your investment.

Previous Offerings

Name: Class A-3 Preferred Stock

Type of security sold: Equity

Final amount sold: $3,000,000.00

Number of Securities Sold: 31,897

Use of proceeds: Operating expenses

Date: January 04, 2021

Offering exemption relied upon: Section 4(a)(2)

Type of security sold: Convertible Note
Final amount sold: $4,718,292.00
Use of proceeds: Operating expenses

Date: November 01, 2022
Offering exemption relied upon: Section 4(a)(2)

Type of security sold: Convertible Bridge Note
Final amount sold: $4,250,000.00
Use of proceeds: Operating expenses

Date: November 29, 2024
Offering exemption relied upon: Section 4(a)(2)

REGULATORY INFORMATION

The company has not previously failed to comply with the requirements of Regulation Crowdfunding;
MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION
AND RESULTS OF OPERATION
Operating Results - 2024 Compared to 2023
Revenue
Revenue for fiscal year 2023 $1,714,007 compared to 221,860 in fiscal year 2024.
Berkshire's lead product (COPA™) is under development and the Company expects to file an application for marketing
authorization with the FDA in the 2nd Quarter of 2025. Theretfore, the Company has no product (operating) revenue,
however, in 2023 and 2024, the Company received $1,714,007 and $221,860 (respectively) in grant revenue from the
National Institutes of Health's (NIH) National Institute of Drug Abuse (NIDA) to support the development and testing
required for the COPA De Nova application to the FDA.
Cost of Sales
There 1s no cost of sales as the Company has not had any commercial product sales or revenue.
Gross Margins

The Company has not produced any product for commercial sale and has not generated any product revenue.

Operating Expenses



Operating expenses tfor fiscal year 2023 were $4,680,368 compared to $1,889,168 in fiscal year 2024.

The Company's operating expenses are primarily the result of product development and testing required for FDA
submission. The decrease in 2024 is due to the significant investment in R&D during 2023, and a decrease in G&A of
increase $378,508 in 2024, as the company focused on the preparation for planned FDA filing in 2025.

Historical results and cash flows:

The Company is currently in the development stage with our lead product COPA™. We are of the opinion that the
historical cash tflows will not be indicative of the revenue and cash flows expected for the future because the vast
majority of the operating expenses during 2023 and 2024 supported the development, enhancement, and completion of
extensive testing necessary for the application to the FDA for marketing authorization.

Past cash was primarily generated through equity investments, convertible notes, bridge notes, and a $2.2 million Fast-
Track Small Business Innovation Research (SBIR) grant (1R44DA057185) trom the National Institutes of Health's (NIH)
National Institute of Drug Abuse (NIDA). Our goal is to generate additional capital through this equity raise and
through tfuture grant proceeds ftrom the NIH. The Company filed an application for another Fast-Track Small Business
Innovation Research (SBIR) grant from the National Institutes of Health's (NIH) National Institute of Drug Abuse
(NIDA) in August of 2024 requesting $2.8M in funds to be used in 2024 through 2025. The Company has received a
strong initial scientific review ot the application receiving an impact score of 24. NIDA grants with an impact score of
less than 30 generally get funded but this is not certain as the actual funding of a grant is dependent on many factors
including the other grants reviewed by NIDA in the same review cycle as well as annual funding to NIH and NIDA.
Theretore, the Company can't say with any certainty that it will be awarded this grant in 2025. The proceeds of this
equity raise will support the final steps in filing the application with the FDA and support operations. The receipt of the
NIH grant would support a clinical study program to be used for promotional and educational purposes to support the
future commercialization ot COPA.

Liquidity and Capital Resources

At December 31, 2024, the Company had cash of $159,350.00. [ The Company intends to raise additional funds through
an equity financing.]

Debt

Creditor: Convertible Notes Investors

Principal Amount Owed: $4,718,292.00
Interest Rate: 8.0%
Maturity Date: October 20, 2025

The Company has issued approximately $5.6 million in convertible notes (net after Accrued interest and Unamortized
debt discount) accruing 8% annual interest, maturing on October 20, 2025, unless converted earlier. These notes
automatically convert into Class A-4 Pretferred Stock at a 25% discount in the next qualified equity financing of at least
$1,000,000. In connection with these notes, the Company issued 2,413,719 warrants to purchase Class A Common
Stock at $0.01 per share, exercisable upon the next financing round and valid for five years. Due to these conversion
and warrant features, a derivative liability was recorded, with fair value adjustments impacting financial statements. In
July 2024, the Company extended the maturity date to October 20, 2025. These terms may result in future dilution for
investors.

Creditor: Convertible Bridge Notes Investors

Principal Amount Owed: $3,850,000
Interest Rate: 5.0%
Maturity Date: June 25, 2025

The Company has issued bridge loans totaling $3.9 million (net after Accrued interest and Unamortized debt discount)
as of December 31, 2024, with a 5% simple interest rate. These loans automatically convert into the same class ot stock
as the next qualified equity financing at a 10% discount. In November 2024, the Company increased the total bridge
loan capacity to $4.45 million and lowered the equity conversion trigger from $2 million to $1 million, with an additional
$400,000 million drawn in 2025. Due to the conversion feature, a derivative liability was recorded, and fair value
adjustments impact financial statements. These terms may result in future dilution for investors; please see the Dilution
section of the Form C for how this may affect your investment.

DIRECTORS, EXECUTIVE OFFICERS AND SIGNIFICANT EMPLOYEES

Our directors and executive officers as of the date hereof, are as follows:

Name: John Timberlake

John Timberlake's current primary role is with the Issuer.
Positions and offices currently held with the issuer:
Position: President, CEO, CFO, and Director



Dates of Service: April, 2021 - Present

Responsibilities: John is responsible for shaping the strategic direction of a company, ensuring its financial pertormance
and growth, and maintaining its overall operational excellence. He receives $3638,000 annual compensation and he must
provide for his medical and employment taxes. Mr. Timberlake also owns 202,500 stock options, none of which are
vested at this time.

Other business experience in the past three years:

Employer: Valeritas Inc.
Title: President, CEO and Board Member
Dates of Service: September, 2006 - February, 2020

Responsibilities: John was responsible for shaping the strategic direction of this publicly traded (NASDAQ) company,
ensuring its financial performance and growth, and maintaining its overall operational excellence.

Other business experience in the past three years:

Employer: AMF Medical
Title: Independent Member of the Board of Directors
Dates ot Service: October, 2021 - April, 2023

Responsibilities: John provided leadership, analyzed and guided strategy, provided financial management, risk
management and governance.

Name: Thomas Rouse

Thomas Rouse's current primary role is with the Issuer.
Positions and offices currently held with the issuer:
Position: Chairman, Director

Dates of Service: June, 2016 - Present

Responsibilities: Thomas assists the CEO and does not receive compensation., but owns 114,504 Class A-1 Preterred
Shares, and 1,554,177 warrants for Common Stock.

Name: Susan Owen

Susan Owen's current primary role is with The Point Group. Susan Owen currently services on average 2 hours per
week in their role with the Issuer.

Positions and offices currently held with the issuer:

Position: Director

Dates of Service: July, 2016 - Present

Responsibilities: Susan serves on the Board of Directors. She does not receive compensation but owns 13,722 Class A-2
Preterred Shares, and 168,995 warrants for Common Stock.

Other business experience in the past three years:

Employer: The Point Group
Title: CEO
Dates of Service: December, 2023 - Present

Responsibilities: Susan runs the business and provides vision for the direction of the company.

PRINCIPAL SECURITY HOLDERS

Set forth below is information regarding the beneficial ownership of our Common Stock, our only outstanding class of
capital stock, as of December 31, 2024, by (1) each person whom we know owned, beneticially, more than 10% of the
outstanding shares of our Common Stock, and (ii) all of the current officers and directors as a group. We believe that,
except as noted below, each named beneficial owner has sole voting and investment power with respect to the shares
listed. Unless otherwise indicated herein, benetficial ownership is determined in accordance with the rules of the
Securities and Exchange Commission and includes voting or investment power with respect to shares benetficially
owned.

Title of class: Class A-1 Preterred Stock

Stockholder Name: Rouse Asset Mngt, LLC (Owned and Operated by Thomas Rouse)
Amount and nature of Beneficial ownership: 114,504

Percent of class: 94.216



Title of class: Common Stock

Stockholder Name: Rouse Asset Mngt, LLC (Owned and Operated by Thomas Rouse)
Amount and nature of Beneficial ownership: 1,554,177

Percent of class: 94.216

RELATED PARTY TRANSACTIONS

Name of Entity: Thomas M Rouse (Rouse Asset Management, LLC and Thomas M Rouse as individual)
Relationship to Company: Founder, Shareholder and Chairman ot the Board

Nature / amount of interest in the transaction: Convertible Noteholder, (total principal $3,521,598) and Bridge
Noteholder (total principal $1,960,161)

Material Terms: Convertible note is 8%, maturity 10/20/25, convertible in equity when the Company raises $1M in
equity) Bridge note, 5% interest and 10% after 12 months, maturity 6/25/25, converts into equity at next $1M equity
raise. On November 21, 2024, the Company increased the principal amount on the bridge notes from $3,450,000 to
$4,450,000 and decreased the equity exchange provision trigger from $2,000,000 to $1,000,000. During 2024, an
additional $1,607,016 was drawn on the principal. These terms may result in future dilution for investors; please see
the Dilution section of the Form C for how this may affect your investment.

Name of Entity: Susan Owen

Relationship to Company: Shareholder, Director

Nature / amount of interest in the transaction: Convertible Noteholder, principal $225,326

Material Terms: Convertible note is 8%, maturity 10/20/25, convertible in equity when the Company raises $1M in
equity). These terms may result in future dilution for investors; please see the Dilution section of the Form C for how
this may affect your investment.

Name of Entity: John Timberlake

Relationship to Company: CEO and Board Member

Nature / amount of interest in the transaction: The CEO is a full-time dedicated consultant whose responsibilities are
performed through a consulting agreement for approximately $33,000 per month. In 2024 (on an accrual basis for the

fiscal year) the CEO earned $367,017.

Material Terms: In 2024 (on an accrual basis for the fiscal year) the CEO earned $367,617 and he must provide for his
medical and employment taxes.

OUR SECURITIES

The company has authorized Common Stock, Class A-1 Pretferred Stock, Class A-2 Preferred Stock, Class A-3 Preterred
Stock, Class A-4 Preferred Stock, Convertible Note, and Convertible Bridge Note. As part of the Regulation
Crowdfunding raise, the Company will be offering up to 187,500 of Class A-4 Preferred Stock.

Common Stock

The amount of security authorized is 6,000,000 with a total of 2,749,561 outstanding.

Voting Rights

1 vote per share, on shares issued (currently 24,674)

Material Rights

The amount of security authorized is 6,000,000 with a total of 24,674 issued, with 311,167 stock options granted (none
are vested), and 2,413,720 warrants to purchase common stock. The total common shares outstanding is 24,674, plus
stock options granted and warrants issued represent 2,749,561 allocated common shares. The fully diluted outstanding
common shares (including issued pretferred stock) is 2,909,684 shares.

Class A-1 Preferred Stock

The amount of security authorized is 150,000 with a total of 114,504 outstanding.

Voting Rights

10 votes per share.

Material Rights






