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PART I

Item 1. Financial Statements

Our financial statements are stated in United States Dollars (US$) and are prepared in accordance with United States Generally Accepted
Accounting Principles.




Edgar Filing: ORAMED PHARMACEUTICALS INC. - Form 10QSB

ORAMED PHARMACEUTICALS, INC.
(A Development Stage Company)
BALANCE SHEETS

(unaudited)

ASSETS
Cash

LIABILITIES AND STOCKHOLDERS DEFICIT
Current liabilities
Accounts payable and accrued expenses
Due to shareholder
Stock payable
Total current liabilities

Stockholders' deficit
Common stock:
Authorized: 200,000,000 with $0.001 par value
41,456,779 issued and outstanding
Additional paid-in capital
Accumulated comprehensive loss: foreign currency
Deficit accumulated during the development stage
Total stockholders deficit
Total liabilities and stockholders' deficit

30-Nov-06

$ 72,300

$ 12,412
47,252

508,005
567,669

41,456
783,093
(16)
(1,319,902)
(495,369)

$ 72,300

31-Aug-06

$ 176,190

$ 53,652
47,252

508,005
608,909

41,456
768,749
(16)
(1,242,908)
(432,719)

$ 176,190
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ORAMED PHARMACEUTICALS, INC.
(A Development Stage Company)
STATEMENTS OF EXPENSES

Three months ended November 30, 2006 and 2005, and the period from April 12, 2002 (Inception) through

November 30, 2006
(unaudited)

General and administrative
Research and development
Loss on impairment
Interest income

Interest

Net loss

Other comprehensive loss
Total comprehensive loss

Basic and diluted loss per common share

Basic and diluted weighted average shares outstanding

Three Months Ended

2006 2005

$ 47,990 $ 4,987
28,062 -

942 675
(76,994) (5,662)

$ (76,994) $ (5,662)
$ (0.00) $ (0.00)
41,456,779 18,475,551

Inception
Through
2006

$ 655,608
225,810
434,876
(1,991)

5,599
(1,319,902)
(16)
$(1,319,918)
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ORAMED PHARMACEUTICALS, INC.

(A Development Stage Company)

STATEMENTS OF CASH FLOWS

Three months ended November 30, 2006 and 2005, and the period from April 12, 2002 (Inception) through
November 30, 2006

(unaudited)

2006 2005

CASH FLOWS FROM OPERATING ACTIVITIES
Net loss $ (76,994) $ (5,662)
Adjustments to reconcile net loss to net cash used in operating
activities:
Loss on impairment from investment - -
Stock based compensation 13,402 -
Imputed interest 942 675
Changes in operating assets and liabilities:

Prepaid expenses - 1,260
Accounts payable and accrued expenses (41,240) (1,635)

NET CASH USED IN OPERATING ACTIVITIES (103,890) (5,362)
CASH FLOWS FROM FINANCING ACTIVITIES

Proceeds from sales of common stock - -

Proceeds from short term loan - -

Repayment of short term loan - -

Due to/ from shareholder - 5,362
NET CASH PROVIDED BY FINANCING ACTIVITIES - 5,362
Effect of exchange rate on cash
NET CHANGE IN CASH AND CASH EQUIVALENTS (103,890) -
CASH AT BEGINNING OF PERIOD 176,190 -
CASH AT END OF PERIOD $ 72,300 $-

Non-cash transactions: forgiveness of debt $- $ -

Inception
through
2006

$(1,319,902)

434,876
13,402
5,599

12,412
(853,613)

859,686
100,000
(100,000)
66,243
925,929
(16)

72,300
$ 72,300

$ 18,991
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ORAMED PHARMACEUTICULS, Inc.

(formerly Integrated Securities Technologies, Inc.)

(A development stage company)

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS
November 30, 2006

(UNAUDITED)

1. BASIS OF PRESENTATION

The accompanying unaudited interim consolidated financial statements of Oramed Pharmaceuticals, Inc. have been prepared in accordance with
accounting principles generally accepted in the United States of America and the rules of the Securities and Exchange Commission, and should
be read in conjunction with the audited consolidated financial statements and notes thereto contained in Oramed s Annual Report filed with the
SEC on Form 10-KSB. In the opinion of management, all adjustments, consisting of normal recurring adjustments, necessary for a fair
presentation of financial position and the results of operations for the interim periods presented have been reflected herein. The results of
operations for the interim periods are not necessarily indicative of the results to be expected for the full year. Notes to the financial statements
which would substantially duplicate the disclosure contained in the audited consolidated financial statements for fiscal 2006 as reported in the
10-KSB have been omitted.

2. STOCK OPTIONS

In November 2006, Oramed granted 750,000 options to two directors valued at $321,647 exercisable at $0.76 with a term of 3 years. The options
vest monthly until November 2007. The options were valued using a Black-Scholes model with an expected term of 1.77 years, expected
volatility of 115% and a risk free rate of 4.74%. $13,402 was expensed during the three months ended November 30, 2006 related to these
options.

3. SUBSEQUENT EVENT

In December 2006, Oramed borrowed $20,000 from a third party at 0% interest, due in one year and unsecured.

In December 2006, Oramed issued 125,000 shares of common stock valued at $97,500 for services.
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Item 2. Management s Discussion and Analysis and Plan of Operation.
FORWARD-LOOKING STATEMENTS

This quarterly report contains forward-looking statements as that term is defined in the Private Securities Litigation Reform Act of 1995. These

statements relate to future events or our future financial performance. In some cases, you can identify forward-looking statements by

terminology such as may , should , expects , plans , anticipates , believes , estimates , predicts , potential or continue or the negatiy
other comparable terminology. These statements are only predictions and involve known and unknown risks, uncertainties and other factors,

including the risks in the section entitled Risk Factors , that may cause our or our industry s actual results, levels of activity, performance or
achievements to be materially different from any future results, levels of activity, performance or achievements expressed or implied by these
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 or achievements. Except as required by applicable law, including the securities laws of the United States, we do not
intend to update any of the forward-looking statements to conform these statements to actual results.

Our financial statements are stated in United States Dollars (US$) and are prepared in accordance with United States Generally Accepted
Accounting Principles. In this quarterly report, unless otherwise specified, all dollar amounts are expressed in United States dollars. All
references to  CDN$ refer to Canadian dollars and all references to common shares refer to the common shares in our capital stock.

As used in this quarterly report, the terms we , us , our ,and Oramed means Oramed Pharmaceuticals Inc., unless otherwise indicated.
General
Corporate Overview

We were incorporated on April 12, 2002, under the laws of the State of Nevada. From incorporation until March 3, 2006, we were an
exploration stage company engaged in the acquisition and exploration of mineral properties. We were unsuccessful in that endeavour and have
now become a pharmaceutical research and development company.

Effective April 10, 2006, we changed our name from Integrated Security Technologies, Inc. to Oramed Pharmaceuticals Inc. when we merged
with our newly formed subsidiary, Oramed Pharmaceuticals Inc. The board of directors also adopted the Bylaws of the subsidiary, Oramed
Pharmaceuticals Inc.

Our Current Business

On February 17, 2006, we entered into an agreement with Hadasit Medical Services and Development Ltd. to acquire the provisional patent
application No. 60/718716 and engage in the research and development of a method to administer insulin orally. On March 8, 2006 we
completed the purchase of this provisional patent application No. 60/718716, including related intellectual property from Hadasit. The
provisional patent application No. 60/718716 relates to a method of preparing insulin so that it may be taken orally for use in the treatment of
people with diabetes. Pursuant to the agreement, we are entitled to ask Hadasit to provide us with consulting services so that clinical trials,
including a full report, on our potential oral insulin product may be conducted. We have agreed to provide $200,000 for the conduct of those
consulting services. We will pay the $200,000 to Hadasit if we choose to obtain such services from Hadasit.

We have also agreed to secure proper conditions for the future development of the potential oral insulin product. To obtain the money to do so,
we promise to raise at least $1,000,000 in a private place of units of our securities. The patent application No. 60/718716 was a provisional
application. On August 31, 2006, we filed a patent application under the Paten Cooperation Treaty at the Israel Patent Office for Methods and
Compositions for Oral Administration of Proteins . Priority was claimed from the provisional patent application No. 60/718716. All
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countries were designated and the United States Patent and Trademark Office was designated as the Search and Examination Authority.

We plan to conduct clinical trials of our oral insulin products very shortly and commission a clinical trial report. If the clinical trial report
concludes that our clinical trials are not successful, we agree to return the intellectual property covered by provisional patent application No.
60/718716 to Hadasit without any representations or warranties. If the clinical trial report concludes that our clinical trials are successful but if
we do not complete our private placement of $1,000,000 within 120 days from the date the clinical trial report is delivered to us, we also agree to
return the intellectual property covered by provisional patent application No. 60/718716 to Hadasit without any representations or warranties.

By acquiring the provisional patent application No. 60/718716, we became a pharmaceutical research and development company engaged in the
development of a form of insulin that can be administered orally. Our first project will be to conduct research and development on the method
described in the provisional patent application. A form of insulin that is effective when taken orally in pill form is not currently available on the
market.

On August 31, 2006, we filed a patent application under the Patent Cooperation Treaty at the Israel Patent Office for Methods and Compositions
for Oral Administration of Proteins . Priority was claimed from the provisional patent application No. 60/718716. We intend to conduct clinical
trials of our potential oral insulin product for the next six months. To date, we have not begun our planned trials of the product and we have not
generated sales of any products.

On October 26, 2006, we entered into an agreement whereby Swiss Caps Ag has agreed to manufacture oral gel capsules for clinical testing of
our oral insulin project.

Business Operations

For the next twelve months, we plan to conduct further research and development on the technology covered by the patent application Methods
and Composition for Oral Administration of Proteins , which we acquired from Hadasit. Through our research and development efforts, we
intend to develop a pill that will not break down in the stomach or intestines and will be effective in delivering insulin to the bloodstream for the
treatment of diabetes. The enzymes and compounds that are added to the insulin to make the pill must not change the composition of the insulin
once it is absorbed into the bloodstream and the pill must be safe to ingest.

Governmental Approval and Effect of Regulations

Our operations and the product that we have under development are subject to extensive regulation by the Food and Drug Administration
(hereinafter referred to as the FDA), other governmental authorities in the United States and governmental authorities in other countries.

The duration of the governmental approval process for marketing new pharmaceutical substances, from the commencement of preclinical testing
to the receipt of governmental approval for marketing a new product, varies with the nature of the product and with the country in which such
approval is sought. For new chemical entities, the approval process could take eight to ten years or more. For reformulations of existing drugs, as
management believes our potential product should be considered, typically the process is shorter. In either case, the procedures required to
obtain governmental approval to market new drug products will be costly and time-consuming for us, requiring rigorous testing of the new drug
product. Even after such time and effort, regulatory approval may not be obtained for our products.

Before we can market or even transport a new human pharmaceutical product commercially in the United States, regulations require that we file
an Investigational New Drug Application (for the balance of this quarterly report on Form 10-QSB, we will refer to Investigational New Drug
Application as INDA to be concise), conduct clinical trials and file an INDA with the FDA.

In order to conduct the clinical investigations necessary to obtain regulatory approval in the U.S., we must file an INDA with the FDA to permit
the shipment and use of the drug for investigational purposes. The INDA will state, in
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part, the results of preclinical (laboratory and animal) toxicology testing that we have conducted and our initial Phase I plans for clinical
(human) testing. Unless notified that testing may not begin, the clinical testing may commence 30 days after filing an INDA.

Under FDA regulations, the clinical testing program required for marketing approval of a new drug typically involves three clinical phases. In
Phase I, safety studies are generally conducted on normal, healthy human volunteers to determine the maximum dosages and side effects
associated with increasing doses of the substance being tested. In Phase II, studies are conducted on small groups of patients, in our case those
who have diabetes or blood sugar problems, to gain preliminary evidence of efficacy and to determine the common short-term side effects and
risks associated with the new product. Phase III involves large-scale trials conducted on disease-afflicted patients to provide statistical evidence
of efficacy and safety and to provide an adequate basis for product labeling. Frequent reports are required in each phase and, if unwarranted
hazards to patients are found, the FDA may request modification or discontinuance of clinical testing until further studies have been conducted.
Phase IV testing is sometimes conducted, either to meet FDA requirements for additional information as a condition of approval, or to gain
post-approval market acceptance of the pharmaceutical product. Our potential oral insulin product will be subjected to each step of this lengthy
process from conception to market.

Once clinical testing has been completed pursuant to an INDA, we will be required to file an INDA with the FDA seeking approval for
marketing the drug product. The FDA will review the INDA to determine whether the drug is safe and effective, and adequately labeled, and
whether the applicant can demonstrate proper and consistent manufacture of the drug. The time required for FDA action on an INDA varies
considerably, depending on the characteristics of the drug, whether the FDA needs more information than is originally provided in the INDA
and whether the FDA has concerns with the evidence submitted.

The facilities of each company involved in the commercial manufacturing, processing, testing, control and labeling of pharmaceutical products
must be registered with and approved by the FDA. Continued registration requires compliance with Good Manufacturing Practices regulations
and the FDA conducts periodic establishment inspections to confirm continued compliance with its regulations. We are subject to various
federal, state and local laws, regulations and recommendations relating to such matters as laboratory and manufacturing practices and the use,
handling and disposal of hazardous or potentially hazardous substances used in connection with our research and development work. We do not
produce and drugs at this time and are not subject to these commercial manufacturing regulations at this time. However, it is important for the
company to be aware of these standards in case a need for compliance develops in the future.

Research and Development

We plan to conduct further research and development on the technology to administer insulin orally as covered by the provisional patent
application No. 60/718716 we acquired from Hadasit for the next twelve months.

Marketing, Advertising and Promotion

We will not conduct any marketing, advertising or promotion activities for our potential products in the next twelve months as the potential
products are still only in research and development stage.

Description of Property

We own, through our subsidiary, a 100% interest in the Saucy and Salsa mineral claims, which provides us with the right to explore for and
extract minerals. We do not own any real property rights in the Saucy or Salsa mineral claims or in any other property. We do not plan to renew
our mineral rights in the mineral claims when they expire.

Employees

Currently we have two employees, including our Chief Executive Officer, Nadav Kidron and our Chief Financial Officer, George Drazenovic.
Dr. Miriam Kidron has been providing consulting services to us. We are considering engaging Dr. Miriam Kidron as our Chief Scientist and
depending on the results of those trials and other factors relating to the operations of the company, we may hire additional employees.

10
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Competition

Many companies are developing methods that allow for the administration of insulin through other means such as inhalers, into the lungs and
then into the bloodstream, and also oral administration of insulin. Studies indicate that inhalable insulin could be effective for many people with
diabetes. These studies also show that inhaled insulin is less effective than injected insulin in terms of delivery of the insulin into the
bloodstream. Therefore, inhalable solutions require more insulin and will likely be more expensive to produce.

On January 27, 2006, the FDA approved Pfizer, Inc. s dry powder insulin inhaler product called Exubera. As reported in the Washington Post on
January 28, 2006, inhaled insulin causes minor declines in how much air the lungs can hold. The article states that scientists believe that
long-term use of inhaled insulin could pose risks, although they do not yet know what those risks are or how serious they will be. The FDA,
while it has approved Exubera, recommends that smokers and people with some types of lung disease, including asthma, avoid using the

product. Exubera is approved only for people aged 18 or older.

Other companies are also in the process of trying to bring such a product to the market but no other company has been successful as yet. Eli Lilly
& Co., Alkermes and Mannkind Corp. are developing dry powder insulin products. Novo Nordisk and Aradigm Corp. are developing inhalable
liquid insulin.

Intellectual Property

We have a patent application filed on August 31, 2006 under the Paten Cooperation Treaty at the Israel Patent Office for Methods and
Compositions for Oral Administration of Proteins and the technology covered by this patent application. Priority was claimed from the
provisional patent application No. 60/713716. All countries were designated and the United States Patent and Trademark Office was designated
as the Search and Examination Authority.

Purchase or Sale of Equipment
We do not intend to purchase any significant equipment over the twelve months ending November 30, 2007.
Plan of Operations

Our primary objectives over the 12 months ending November 30, 2007, will be to conduct further research and development on the technology
covered by the provisional patent application No. 60/718716 we acquired from Hadasit and to begin Phase I of the clinical trials for our drug
product candidate to administer insulin orally.

Capital Resource Requirements

For the next 12 months ending November 30, 2007, we will be required to cover a total of approximately $1.345 million for our proposed
research and development and business activities. This budget includes the salaries of the research team, office costs, cost of trials and materials,
among others, all of them necessary to execute our plan of operations. The following table provides a cost-breakdown of the first year of
operations.

Estimated Funding Required During the Next Twelve Months

Salaries $185,000
Operations
Legal Fees $50,000
Office Expenses $60,000
Research and Development
Insulin, Carrier and Antiproteases $200,000
Kits for Insulin and Glucose $50,000
Animal Studies $200,000
Clinical Trials (Healthy and Type II Diabetes $300,000

12
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Pharmaceutical Technology Services $200,000
Pharmacist Consultation $100,000
Total $1,345,000

Financial Condition, Liquidity and Capital Resources
At November 30, 2006, we had a working capital deficit of $495,369.

At November 30, 2006, our company had $72,300 in cash and cash equivalents. At November 30, 2006, our company s total liabilities were
$567,6609.

We did not generate any revenue in the three months ended November 30, 2006 and we have not generated any revenue since inception to
November 30, 2006. We have incurred a loss of $76,994 in the three months ended November 30, 2006. We do not expect to purchase or sell
any significant equipment. We do not expect any significant changes in the number of our employees.

There are no assurances that we will be able to obtain the amount required for our continued operations. In such event that we do not raise
sufficient additional funds by secondary offering or private placement, we will consider alternative financing options, if any, or be forced to
scale down or perhaps even cease our operations.

Going Concern

The continuation of our business is dependent upon us raising additional financial support. The issuance of additional equity securities by us
could result in a significant dilution in the equity interests of our current stockholders. Obtaining commercial or other loans, assuming those
loans would be available, will increase our liabilities and future cash commitments.

We have historically incurred losses, and through November 30, 2006 have incurred losses of $1,319,918 from our inception. Because of these
historical losses, we will require additional working capital to develop our business operations.

There are no assurances that we will be able to either (1) achieve a level of revenues adequate to generate sufficient cash flow for operations; or
(2) obtain additional financing through either private placements, public offerings and/or bank financing necessary to support our working
capital requirements. To the extent that funds generated from operations are insufficient to meet our ongoing capital requirements, we will have
to raise additional working capital by means of private placements, public offerings and/or bank financing. No assurance can be given that
additional financing will be available, or if available, will be on terms acceptable to us. If adequate working capital is not available we may not
increase our operations and if we are unable to raise additional funds we may cease operations.

These conditions raise substantial doubt about our ability to continue as a going concern. The financial statements do not include any
adjustments relating to the recoverability and classification of asset carrying amounts or the amount and classification of liabilities that might be
necessary should we be unable to continue as a going concern.

Our independent auditor s report on our audited financial statements, in our Form 10-KSB for the fiscal year ended August 31, 2006, contained a
going concern qualifier. The qualifier explanatory paragraph contained in their audit report should be read in connection with our management s
discussion of our financial condition, liquidity and capital resources.

APPLICATION OF CRITICAL ACCOUNTING POLICIES

Our unaudited financial statements and accompanying notes have been prepared in conformity with generally accepted accounting principles in

the United States of America for interim financial statements. Preparing financial statements requires management to make estimates and
assumptions that affect the reported amounts of assets,

14
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liabilities, revenue, and expenses. These estimates and assumptions are affected by management s application of accounting policies. We believe
that understanding the basis and nature of the estimates and assumptions involved with the following aspects of our financial statements is
critical to an understanding of our financials.

RISK FACTORS

Much of the information included in this quarterly report includes or is based upon estimates, projections or other forward-looking statements .
Such forward-looking statements include any projections or estimates made by us and our management in connection with our business
operations. While these forward-looking statements, and any assumptions upon which they are based, are made in good faith and reflect our
current judgment regarding the direction of our business, actual results will almost always vary, sometimes materially, from any estimates,
predictions, projections, assumptions, or other future performance suggested herein. We undertake no obligation to update forward-looking
statements to reflect events or circumstances occurring after the date of such statements.

Such estimates, projections or other forward-looking statements involve various risks and uncertainties as outlined below. We caution readers of
this quarterly report that important factors in some cases have affected and, in the future, could materially affect actual results and cause actual
results to differ materially from the results expressed in any such estimates, projections or other forward-looking statements . In evaluating us,
our business and any investment in our business, readers should carefully consider the following factors.

Risks Relating to Our Business
We are dependent on the clinical success of our oral insulin product.

We have only completed our acquisition of the provisional patent application No. 60/718716 and its related intellectual property. As we have
decided to abandon our previous business plan to conduct exploration on our mineral claims, the research and development of our potential oral
insulin product is currently our only project. We are obligated to return the intellectual property covered by patent application No. 60/718716
related to our potential insulin product to Hadasit if our initial clinical trials are not successful. Even if our initial clinical trials are successful, we
will still be obligated to return the intellectual property related to our potential insulin product to Hadasit if we cannot complete our private
placement of $1,000,000 within 120 days of our receipt of the clinical trial report.

Furthermore, if we fail to develop our potential insulin product to completion or obtain regulatory approval for it, either on our own or in
collaboration with other pharmaceutical companies, our ability to fund future operations from either revenue or the issuance of additional equity
is likely to be adversely affected. We are dependent on the successful culmination of clinical trials and regulatory approval of our potential oral
insulin product and failure to develop and market this product will have a significant and negative effect on our ability to continue operations.

Our potential oral insulin product is still in the development stage and we cannot be certain that it will be suitable for commercial purposes.

To be profitable, we must successfully research, develop, obtain regulatory approval for, manufacture, introduce, market and distribute our oral
insulin product that is currently in the development stage. The time necessary to achieve these goals for any individual product is long and
uncertain. Before we can sell any of our potential oral insulin products, we will be required to demonstrate through clinical trials that such
product is safe and effective for human use in the treatment of people with diabetes. We have never successfully commercialized a drug product
and we cannot be certain that we will be able to begin, or continue, planned clinical trials for our potential product, or if we are able, that the
potential product will prove to be safe and will produce the intended effects.

Even if safe and effective, the size of the solid dosage form, taste and frequency of dosage may impede the acceptance of our product by
patients.

A number of companies in the drug delivery, biotechnology and pharmaceutical industries have suffered significant setbacks in clinical trials,
even after showing promising results in earlier studies or trials. We cannot assure you that favorable results in any clinical trial will mean that
favorable results will ultimately be obtained in future clinical
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trials. Nor can we assure you that results of limited animal and human studies are indicative of results that would be achieved in future animal
studies or human clinical studies, all or some of which will be required in order to have our potential product obtain regulatory approval.
Similarly, we cannot assure you that our potential product will be approved by the FDA.

Our future business success depends heavily upon regulatory approvals, which can be difficult to obtain for a variety of reasons, including
cost.

Our clinical trials, as well as the manufacturing and marketing of our potential product, are subject to extensive, costly and rigorous regulation
by various governmental authorities in the United States and other countries. The process of obtaining required approvals from the FDA and
other regulatory authorities often takes many years, is expensive and can vary significantly based on the type, complexity and novelty of the
potential product. We cannot assure you that we will meet the applicable regulatory criteria in order to receive the required approvals for
manufacturing and marketing. Delays in obtaining United States or foreign approvals for our potential product could result in substantial
additional costs to us, and, therefore, could adversely affect our ability to continue operations. Even if regulatory approval of our potential
product is obtained, that approval may place limitations on the intended uses of the product, and may restrict the way in which we are allowed to
market the product.

The regulatory approval process presents several risks to us:

In general, clinical trials can take more than a year, and require the expenditure of substantial resources, and the
data obtained from these tests and trials can be susceptible to varying interpretation that could delay, limit or
prevent regulatory approval.

Delays or rejections may be encountered during any stage of the regulatory process based upon the failure of the
clinical or other data to demonstrate compliance with, or upon the failure of the product to meet, a regulatory

agency s requirements for safety, efficacy and quality or, in the case of a product seeking an orphan drug indication,
because another designee received approval first.

Requirements for approval may become more stringent due to changes in regulatory agency policy, or the adoption
of new regulations or legislation.

The scope of any regulatory approval, when obtained, may significantly limit the indicated uses for which a
product may be marketed and may impose significant limitations in the nature of warnings, precautions and
contraindications that could materially affect the profitability of the drug.

Approved drugs, as well as their manufacturers, are subject to continuing and on-going review, and discovery of
previously unknown problems with these products or the failure to adhere to manufacturing or quality control
requirements may result in restrictions on their manufacture, sale or use or in their withdrawal from the market.

Regulatory authorities and agencies may promulgate additional regulations restricting the sale of our existing and
proposed products.

Once a product receives marketing approval, the FDA may not permit us to market that product for broader or

different applications, or may not grant us clearance with respect to separate product applications that represent

extensions of our basic technology. In addition, the FDA may withdraw or modify existing clearances in a

significant manner or promulgate additional regulations restricting the sale of our present or proposed products.
Additionally, we face the risk that our competitors may gain FDA approval for a product before us. Having a competitor reach the market before
us would impede the future commercial success for our competing product because we believe that the FDA uses heightened standards of
approval for products once approval has been granted to a competing product in a particular product area. We believe that this standard generally
limits new approvals to only those products that meet or exceed the standards set by the previously approved product.
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Our business will suffer if we cannot adequately protect our patent and proprietary rights.

Although we have submitted a patent application covering the intellectual property for our potential oral insulin product, we cannot assure you
that our patent will be granted and, if it is granted, whether it will be held to be valid and enforceable and provide us with meaningful protection
from competition. Furthermore, we may not possess the financial resources necessary to enforce our patent even if our patent application is
successful. Also, we cannot be certain that any products that we or a prospective licensee develop will not infringe upon any patent or other
intellectual property right of a third party.

We will also rely upon trade secrets, know-how and continuing technological advances to develop and maintain our competitive position. We
plan to maintain a policy of requiring employees, scientific advisors, consultants and collaborators to execute confidentiality and invention
assignment agreements upon commencement of a relationship with us. We cannot assure you that these agreements will provide meaningful
protection for our trade secrets in the event of unauthorized use or disclosure of such information.

We may be at risk of having to obtain a license from third parties making proprietary improvements to our technology.

There is a possibility that third parties may make improvements or innovations to our potential oral insulin product in a more expeditious manner
than we do. Although we are not aware of any such circumstance related to our product portfolio, should such circumstances arise, we may need
to obtain a license from such third party to obtain the benefit of the improvement or innovation. Royalties payable under such a license would
reduce our share of total revenue. Such a license may not be available to us at all or on commercially reasonable terms. Although we currently
do not know of any circumstances related to potential oral insulin product that would lead us to believe that a third party has developed any
improvements or innovation with respect to it, we cannot assure you that such circumstances will not arise in the future. We cannot reasonably
determine the cost to us of the effect of being unable to obtain any such license.

We are dependent on third parties to manufacture and, in some cases, test our products.

We have no manufacturing facilities for production of our potential oral insulin product. We have no facilities for clinical testing. The success of
our program will be dependent upon securing manufacturing capabilities and contracting with clinical service providers.

The availability of manufacturers is limited by both the capacity of such manufacturers and their regulatory compliance. Among the conditions
for New Drug Application approval is the requirement that the prospective manufacturer s quality control and manufacturing procedures
continually conform with the FDA s current Good Manufacturing Practice. For the balance of this quarterly report on Form 10-QSB, we will
refer to Good Manufacturing Practices as GMP s to be concise. GMP s are regulations established by the FDA that govern the manufacture,
processing, packing, storage and testing of drugs intended for human use. In complying with GMP s, manufacturers must devote extensive time,
money and effort in the area of production and quality control and quality assurance to maintain full technical compliance.

Manufacturing facilities and company records are subject to periodic inspections by the FDA to ensure compliance. If a manufacturing facility is
not in substantial compliance with these requiremen