Edgar Filing: GENEREX BIOTECHNOLOGY CORP - Form 424B3
GENEREX BIOTECHNOLOGY CORP
Form 424B3
July 29, 2005
PROSPECTUS
GENEREX BIOTECHNOLOGY CORPORATION
12,325,085 Shares of Common Stock

We are registering 12,325,085 shares of our common stock for resale by the selling stockholders listed on page 11.

- 10,129,107 of these shares are issuable upon conversion or exercise, as applicable, of outstanding notes, debentures
and warrants, and in connection with additional investment rights.

- 2,195,978 of these shares are currently outstanding and held by selling stockholders.

The prices at which the selling stockholders may sell shares of our common stock will be determined by the prevailing
market price for such shares or in negotiated transactions.

Our common stock is quoted on the NASDAQ SmallCap Market under the symbol "GNBT." The last sale price of our
common stock on July 14, 2005, as reported by NASDAQ, was $0.60 per share.

Investing in our common stock involves a high degree of risk. See '"Risk Factors'' beginning on page 2 to read
about the factors you should consider before investing.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of

these securities, or determined if this prospectus is truthful or complete. Any representation to the contrary is a
criminal offense.

The date of this prospectus is July 28, 2005
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PROSPECTUS SUMMARY
About Generex

Generex Biotechnology Corporation is a Delaware corporation engaged in the research and development of
injection-free methods for delivery of large molecule drugs. We are a development stage company.

To date, we have focused most of our efforts and resources on a platform technology to orally administer large
molecule drugs by absorption through the walls of the mouth cavity. The mouth cavity is also known as the "buccal"
cavity. Large molecule drugs include proteins, hormones, peptides and vaccines. Large molecule drugs, such as
synthetic insulin, are presently administered almost exclusively by injection.

The initial product that we have been trying to develop is an oral insulin formulation for use in the treatment of
diabetes. The formulation is sprayed into the mouth using our RapidMist(TM) device, a small and lightweight aerosol
applicator that administers a metered dose for absorption. Absorption occurs through the mucous membranes in the
buccal cavity.

We have also pursued the application of our technology for the buccal delivery of pharmaceutical products in addition
to insulin, such as the buccal delivery of morphine, fentanyl citrate and low molecular weight heparin.

In August 2003 we acquired Antigen Express, Inc. (Antigen). Antigen is engaged in the research and development of
technologies for the treatment of malignant, infectious, autoimmune and allergic diseases.

Our principal offices are located at 33 Harbour Square, Suite 202, Toronto, Ontario, Canada M5J 2G2 and our
telephone number is (416) 364-2551.

About This Prospectus

We are registering our common stock for resale by selling stockholders. The selling stockholders and the specific
number of shares that they each may resell through this prospectus are listed on pages 11-12.

The shares offered for resale by this prospectus include the following:

- 10,129,107 shares of common stock issuable upon exercise of outstanding notes, debentures and warrants, and in
connection with additional investment rights.

- 2,195,978 of these shares are currently outstanding and held by the selling stockholders.

Pursuant to the terms of an Amendment No. 1 to Securities Purchase Agreement and Registration Rights Agreement,
dated June 16, 2005, we issued to certain selling stockholders (i) debentures initially convertible into a total of
3,333,334 shares of common stock, (ii) warrants to purchase a total of 2,439,024 shares of common stock, and (iii)
additional investment rights to purchase, for a period of time, debentures and warrants exercisable or convertible, as
applicable, into a total of 4,878,048 shares of common stock. The debentures accrue interest on the outstanding
principal amount at the rate of 6% per annum, which may be paid by us in shares of our common stock. In the event
we pay the interest in shares of common stock, we would be obligated to issue an additional 200,000 shares of
common, in the aggregate, for interest accrued on all debentures currently outstanding and issuable upon exercise of
the additional investment rights. As these shares specified in (i) and (ii) above were issued upon exercise of an
outstanding additional investment right, we had previously registered the shares issuable upon conversion/exercise of
the debentures and warrants we issued in connection with the Amendment. However, we are obligated to now register
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an additional 313,009 shares due to a change in the conversion price of the debentures. We are obligated to register a
number of shares of our common stock equal to 125% of the shares issuable in connection with the additional
investment rights issued in connection with the Amendment. In addition we issued 170,732 shares and 60,000
warrants to purchase our common stock as a finder/broker’s fee.
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This Prospectus also relates to:

- an aggregate of 1,985,246 shares we have issued to vendors of goods and services who agreed to accept shares in
satisfaction of accounts payable;

- an aggregate of 3,658,535 shares which may be issued to two investors in connection with the potential conversion
of notes issued on March 28, 2005 and April 6, 2005 and related warrants issued thereafter;

- 40,000 shares held by financial consultants.

This prospectus may only be used where it is legal to offer and sell the shares covered by this prospectus. We have not
taken any action to register or obtain permission for this offering or the distribution of this prospectus in any country
other than the United States.

Information on Qutstanding Shares

The number of shares outstanding before and after this offering are set forth below:
Common stock outstanding before the offering 39,128,793 shares of Common Stock
Common stock to be outstanding after the offering 51,453,878 shares of Common Stock

The number set forth above for the shares of common stock outstanding before this offering is the number of shares
outstanding on July 14, 2005, excluding the shares of common stock offered for resale by this prospectus.

The numbers set forth above do not include (i) 12,132,269 shares of our common stock that, as of the date of this
prospectus, are issuable upon the exercise of outstanding options and (ii) 11,921,425 shares of our common stock that,
as of the date of this prospectus, are issuable upon the exercise of outstanding warrants other than those covered by
this prospectus. These additional options and warrants are exercisable at prices ranging from $.89 to $25.15 per share,
with a weighted average exercise price for the options of $2.04 per share and a weighted average exercise price for the
warrants of $2.05 per share.

RISK FACTORS

An investment in our stock is very speculative and involves a high degree of risk. You should carefully consider the
following important factors, as well as the other information in this prospectus and the other reports that we have filed
heretofore (and will file hereafter) with the Securities and Exchange Commission, before purchasing our stock. The
following discussion outlines certain factors that we think could cause our actual outcomes and results to differ
materially from our forward-looking statements.

RISKS RELATED TO OUR FINANCIAL CONDITION
We have a history of losses, and will incur additional losses.

We are a development stage company with a limited history of operations, and do not expect ongoing revenues from
operation in the immediately foreseeable future. To date, we have not been profitable and our accumulated net loss
before preferred stock dividend was $111,884,196 at April 30, 2005. Our losses have resulted principally from costs
incurred in research and development, including clinical trials, and from general and administrative costs associated
with our operations. While we seek to attain profitability, we cannot be sure that we will ever achieve product and
other revenue sufficient for us to attain this objective.
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With the exception of our oral insulin formulation which was approved for commercial sale in Ecuador in early May
2005, our product candidates are in research or early stages of pre-clinical and clinical development. We will need to
conduct substantial additional research, development and clinical trials. We will also need to receive necessary
regulatory clearances both in the United States and foreign countries and obtain meaningful patent protection for and
establish freedom to commercialize each of our product candidates. We cannot be sure that we will obtain required
regulatory approvals, or successfully research, develop, commercialize, manufacture and market any other product
candidates. We expect that these activities, together with future general and administrative activities, will result in
significant expenses for the foreseeable future.

We need additional capital.

To progress in product development or marketing, we will need additional capital which may not be available to us.
This may delay our progress in product development or market.

We will require funds in excess of our existing cash resources:

- to proceed with the development of our buccal insulin product;
- to develop other buccal and immunomedicine products;
- to develop new products based on our buccal delivery and immunomedicine technologies, including clinical testing
relating to new products;
- to develop or acquire other technologies or other lines of business;
- to establish and expand our manufacturing capabilities;
- to finance general and administrative and research activities that are not related to specific products under
development; and
- to finance the research and development activities of our new subsidiary Antigen.

In the past, we have funded most of our development and other costs through equity financing. We anticipate that our
existing capital resources will enable us to maintain currently planned operations through the next three months.
However, this expectation is based on our current operating plan, which could change as a result of many factors, and
we may need additional funding sooner than anticipated. Because our operating and capital resources are insufficient
to meet future requirements, we will have to raise additional funds in the near future to continue the development and
commercialization of our products. Unforeseen problems, including materially negative developments in our clinical
trials or in general economic conditions, could interfere with our ability to raise additional equity capital or materially
adversely affect the terms upon which such funding is available. Recent changes in the application of the rules of The
Nasdaq Stock Market may also make it more difficult for us to raise private equity capital.

It is possible that we will be unable to obtain additional funding as and when we need it. If we were unable to obtain
additional funding as and when needed, we could be forced to delay the progress of certain development efforts. Such
a scenario poses risks. For example, our ability to bring a product to market and obtain revenues could be delayed, our
competitors could develop products ahead of us, and/or we could be forced to relinquish rights to technologies,
products or potential products.

New equity financing could dilute current stockholders.

If we raise funds through equity financing to meet the needs discussed above, it will have a dilutive effect on existing
holders of our shares by reducing their percentage ownership. The shares may be sold at a time when the market price
is low because we need the funds. This will dilute existing holders more than if our stock price was higher. In
addition, equity financings normally involve shares sold at a discount to the current market price.
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Our research and development and marketing efforts are likely to be highly dependent on corporate collaborators
and other third parties who may not devote sufficient time, resources and attention to our programs, which may
limit our efforts to successfully develop and market potential products.

Because we have limited resources, we have sought to enter into collaboration agreements with other pharmaceutical
companies that will assist us in developing, testing, obtaining governmental approval for and commercializing
products using our buccal delivery and immunomedicine technologies. Any collaborator with whom we may enter
into such collaboration agreements may not support fully our research and commercial interests since our program
may compete for time, attention and resources with such collaborator's internal programs. Therefore, these
collaborators may not commit sufficient resources to our program to move it forward effectively, or that the program
will advance as rapidly as it might if we had retained complete control of all research, development, regulatory and
commercialization decisions.

RISKS RELATED TO OUR TECHNOLOGIES

Because our technologies and products are at an early stage of development, we cannot expect revenues in the
foreseeable future.

With the exception of Oral-lyn™, our proprietary oral insulin spray formulation which has been approved for
commercial marketing and sale in Ecuador for the treatment of Type-1 and Type-2 diabetes, we have no products
approved for commercial sale at the present time. To be profitable, we must not only successfully research, develop
and obtain regulatory approval for our products under development, but also manufacture, introduce, market and
distribute them once development is completed. We may not be successful in one or more of these stages of the
development or commercialization of our products, and/or any of the products we develop may not be commercially
viable.

While over 800 patients with diabetes have been dosed with our oral insulin formulation at approved facilities in
seven countries, our insulin product has only recently been approved for marketing in Ecuador. Until we can
manufacture, market and distribute our oral insulin product in Ecuador and can establish that it is a commercially
viable product, we will not receive revenues from ongoing operations.

We will not receive revenues from operations until we receive regulatory approval to sell our products in one or
more countries other than Ecuador. Many factors impact our ability to obtain approvals for commercially viable
products.

Only one of our products has been approved for commercial sale by drug regulatory authorities, and that approval was
obtained in Ecuador. We have begun the regulatory approval process for our oral insulin formulation, buccal
morphine and fentanyl products in other countries. Our immunomedicine products are in the pre-clinical stage of
development.

Pre-clinical and clinical trials of our products, and the manufacturing and marketing of our technologies, are subject to
extensive, costly and rigorous regulation by governmental authorities in the United States, Canada and other countries.
The process of obtaining required regulatory approvals from the Food and Drug Administration and other regulatory
authorities often takes many years, is expensive and can vary significantly based on the type, complexity and novelty
of the product candidates. For these reasons, it is possible we will never receive approval for one or more product
candidates in any country other than Ecuador.

Delays in obtaining United States or other foreign approvals for our products could result in substantial additional

costs to us, and, therefore, could adversely affect our ability to compete with other companies. If regulatory approval
is ultimately granted in any country other than Ecuador, the approval may place limitations on the intended use of the
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product we wish to commercialize, and may restrict the way in which we are permitted to market the product.
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Due to legal and factual uncertainties regarding the scope and protection afforded by patents and other proprietary
rights, we may not have meaningful protection from competition.

Our long-term success will substantially depend upon our ability to protect our proprietary technologies from
infringement, misappropriation, discovery and duplication and avoid infringing the proprietary rights of others. Our
patent rights, and the patent rights of biotechnology and pharmaceutical companies in general, are highly uncertain
and include complex legal and factual issues. Because of this, our pending patent applications may not be granted.
These uncertainties also mean that any patents that we own or will obtain in the future could be subject to challenge,
and even if not challenged, may not provide us with meaningful protection from competition. Due to our financial
uncertainties, we may not possess the financial resources necessary to enforce our patents. Patents already issued to us
or our pending applications may become subject to dispute, and any dispute could be resolved against us.

Because a substantial number of patents have been issued in the field of alternative drug delivery and because patent
positions can be highly uncertain and frequently involve complex legal and factual questions, the breadth of claims
obtained in any application or the enforceability of our patents cannot be predicted. Consequently, we do not know
whether any of our pending or future patent applications will result in the issuance of patents or, to the extent patents
have been issued or will be issued, whether these patents will be subject to further proceedings limiting their scope,
will provide significant proprietary protection or competitive advantage, or will be circumvented or invalidated.

Also because of these legal and factual uncertainties, and because pending patent applications are held in secrecy for
varying periods in the United States and other countries, even after reasonable investigation we may not know with
certainty whether any products that we (or a licensee) may develop will infringe upon any patent or other intellectual
property right of a third party. For example, we are aware of certain patents owned by third parties that such parties
could attempt to use in the future in efforts to affect our freedom to practice some of the patents that we own or have
applied for. Based upon the science and scope of these third party patents, we believe that the patents that we own or
have applied for do not infringe any such third party patents; however, we cannot know for certain whether we could
successfully defend our position, if challenged. We may incur substantial costs if we are required to defend the
Company in patent suits brought by third parties. These legal actions could seek damages and seek to enjoin testing,
manufacturing and marketing of the accused product or process. In addition to potential liability for significant
damages, we could be required to obtain a license to continue to manufacture or market the accused product or
process.

RISKS RELATED TO MARKETING OF OUR POTENTIAL PRODUCTS
We may not become, or stay, profitable even if our products are approved for sale.

Even if we obtain regulatory approval to market our oral insulin product or any other product candidate in another
country other than Ecuador, many factors may prevent the product from ever being sold in commercial quantities.
Some of these factors are beyond our control, such as:

- acceptance of the formulation or treatment by health care professionals and diabetic patients;
- the availability, effectiveness and relative cost of alternative diabetes or immunomedicine treatments that may be
developed by competitors; and
- the availability of third-party (i.e., insurer and governmental agency) reimbursements.

11
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We will not receive revenues from our oral insulin formulation in Ecuador or any of our other products that may
receive regulatory approval until we can successfully manufacture; market and distribute them in the relevant market.

We will have to depend upon others for marketing and distribution of our products, including Oral-lyn™ in Ecuador,
and we may be forced to enter into contracts limiting the benefits we may receive and the control we have over our
products. We intend to rely on collaborative arrangements with one or more other companies that possess strong
marketing and distribution resources to perform these functions for us. We may not be able to enter into beneficial
contracts, and we may be forced to enter into contracts for the marketing and distribution of our products that
substantially limit the potential benefits to us from commercializing these products. In addition, we will not have the
same control over marketing and distribution that we would have if we conducted these functions ourselves.

We may not be able to compete with treatments now being marketed and developed, or which may be developed and
marketed in the future by other companies.

Our products will compete with existing and new therapies and treatments. We are aware of a number of companies
currently seeking to develop alternative means of delivering insulin, as well as new drugs intended to replace insulin
therapy at least in part. We are also aware of a number of companies currently seeking to develop alternative means of
enhancing and suppressing peptides. In the longer term, we also face competition from companies that seek to develop
cures for diabetes and other malignant, infectious, autoimmune and allergic diseases through techniques for correcting
the genetic deficiencies that underlie such diseases.

Numerous pharmaceutical, biotechnology and drug delivery companies, hospitals, research organizations, individual
scientists and nonprofit organizations are engaged in the development of alternatives to our technologies. Many of
these companies have greater research and development capabilities, experience, manufacturing, marketing, financial
and managerial resources than we do. Accordingly, our competitors may succeed in developing competing
technologies, obtaining Food and Drug Administration approval for products or gaining market acceptance more
rapidly than we can.

If government programs and insurance companies do not agree to pay for or reimburse patients for our products,
we will not be successful.

Sales of our oral insulin formulation in Ecuador and our potential products in other markets depend in part on the
availability of reimbursement by third-party payers such as government health administration authorities, private
health insurers and other organizations. Third-party payers often challenge the price and cost-effectiveness of medical
products and services. Governmental approval of health care products does not guarantee that these third party payers
will pay for the products. Even if third party payers do accept our product, the amounts they pay may not be adequate
to enable us to realize a profit. Legislation and regulations affecting the pricing of pharmaceuticals may change before
our products are approved for marketing and any such changes could further limit reimbursement.
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RISKS RELATED TO POTENTIAL LIABILITIES
We face significant product liability risks, which may have a negative effect on our financial condition.

The administration of drugs or treatments to humans, whether in clinical trials or commercially, can result in product
liability claims whether or not the drugs or treatments are actually at fault for causing an injury. Furthermore, our
products may cause, or may appear to have caused, serious adverse side effects (including death) or potentially
dangerous drug interactions that we may not learn about or understand fully until the drug or treatment has been
administered to patients for some time. Product liability claims can be expensive to defend and may result in large
judgments or settlements against us, which could have a severe negative effect on our financial condition. We
maintain product liability insurance in amounts we believe to be commercially reasonable for our current level of
activity and exposure, but claims could exceed our coverage limits. Furthermore, due to factors in the insurance
market generally and our own experience, we may not always be able to purchase sufficient insurance at an affordable
price. Even if a product liability claim is not successful, the adverse publicity and time and expense of defending such
a claim may interfere with our business.

Outcome of an Arbitration Proceeding with Sands Brothers may have an adverse impact on us.

On October 2, 1998, Sands Brothers & Co. Ltd., a New York City-based investment banking and brokerage firm,
initiated an arbitration against us under New York Stock Exchange rules. Sands alleged that it had the right to receive,
for nominal consideration, approximately 1.5 million shares of our common stock. Sands based its claim upon an
October 1997 letter agreement that was purported by Sands to confirm an agreement appointing Sands as the
exclusive financial advisor to Generex Pharmaceuticals, Inc., a subsidiary that we acquired in late 1997. In exchange
therefor, the letter agreement purported to grant Sands the right to acquire 17% of Generex Pharmaceuticals' common
stock for nominal consideration. Sands claimed that its right to receive shares of Generex Pharmaceuticals' common
stock applies to our common stock since outstanding shares of Generex Pharmaceuticals' common stock were
converted into shares of our common stock in the acquisition. Sands' claims also included additional shares allegedly
due as a fee related to that acquisition, and $144,000 in monthly fees allegedly due under the terms of the purported
agreement.

After several arbitration and court proceedings, on October 29, 2002, the Appellate Division of the New York
Supreme Court issued a decision remanding the issue of damages to a new panel of arbitrators and limiting the issue
of damages before the new panel to reliance damages which is not to include an award of lost profits. Reliance
damages are out-of-pocket damages incurred by Sands.

On August 17, 2004, the Arbitration Panel of the New York Stock Exchange issued a final award in the case of Sands
versus us, awarding Sands $150,000 in reliance damages. A motion to confirm this award has been awarded to Sands.
Sands has advised us that it intends to seek leave from the New York Court of Appeals to appeal the prior orders of
the Appellate Division vacating the prior Arbitration Panel's warrant awards. Consequently, it is likely that there will
be further legal proceedings with respect to this matter. Accordingly, only $150,000 has been recorded in the
accompanying financial statements.

The case is still ongoing and our ultimate liability cannot yet be determined with certainty. Our financial condition
would be materially adversely affected to the extent that Sands receives shares of our common stock for little or no
consideration or substantial monetary damages as a result of this legal proceeding. Apart from $150,000 accrual, we
are not able to estimate an amount or range of potential loss from this legal proceeding at the present time.
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RISKS RELATED TO THE MARKET FOR OUR COMMON STOCK
Our common stock may be delisted from The Nasdaq SmallCap Market.

On June 5, 2003, our common stock was delisted from The Nasdaq National Market because of our failure to maintain
a minimum of $10,000,000 in stockholders' equity. On June 5, 2003, our stock began trading on The Nasdaq
SmallCap Market. The Nasdaq SmallCap Market has its own standards for continued listing, including a minimum of
$2.5 million stockholders' equity. As of July 31, 2004, our stockholders' equity was $529,751. As a result, on
November 19, 2004, we received notice from The Nasdaq Stock Market informing us that we do not comply with
Market Place Rule 4310(c)(2)(B), which requires us to have a minimum of $2,500,000 in stockholders' equity or
$35,000,000 market value of listed securities or $500,000 of net income from continuing operations for the most
recently completed fiscal year or two of the three most recently completed fiscal years. On December 22, 2004, all
outstanding shares of our Series A Convertible Preferred Stock were converted to common stock, resulting in the
elimination of approximately $14,300,000 of mezzanine equity and an equal amount was added to additional paid-in
capital attributable to the common stock, increasing stockholders' equity by that amount. Based on this, the delisting
proceeding relating to failure to meet stockholders’ equity standards was terminated. Because we are still in the
development stage, there is no guarantee that we will sustain compliance with this standard. In the event we cannot
sustain compliance, our shares of common stock may be delisted from The Nasdaq SmallCap Market and begin
trading on the over-the-counter bulletin board.

In addition, for continued listing on both The Nasdaq National Market and SmallCap Market, our stock price must be
at least $1.00. Since October of 2004, our stock price traded below this minimum per share requirement for thirty (30)
consecutive business days. As a result, on November 24, 2004, we received notice from The Nasdaq Stock Market
informing us that we do not comply with Market Rule 4310(c)(4), which requires us to have a minimum bid price per
share of at least $1.00 for thirty (30) consecutive business days. We had 180 calendar days, or until May 23, 2005,
subject to extension by The Nasdaq Stock Market under certain circumstances, to regain compliance with the Rule.

On May 25, 2005, we received notice from the Staff of The Nasdaq Stock Market informing us that, during the 180
calendar day period ending May 23, 2005, we had not regained compliance with Marketplace Rule 4310(c)(4);
however, the Staff noted that on May 23, 2005, we met all initial inclusion criteria for the SmallCap Market set forth
in Marketplace Rule 4310(c), except for bid price. Therefore, in accordance with Marketplace Rule 4310(c)(8)(D), we
have an additional 180 calendar days to regain compliance with Rule 4310(c)(4). Although we have until November
21, 2005 to regain compliance with the Rule, there is no guarantee that the bid price of our common stock will close at
$1.00 per share or more for a minimum period of ten (10) consecutive business days, which is the minimum period of
time The Nasdaq Stock Market requires to regain compliance.

In the event that we cannot demonstrate compliance with Marketplace Rule 4310(c)(4) by November 21, 2005 and is

not eligible for an additional compliance period, the Staff will notify us that our stock will be delisted, at which time

we may appeal the Staff’s determination to a Listing Qualifications Panel. Pending the decision of the Listing
Qualification Panel, our common stock will continue to trade on the SmallCap Market. If we are not successful in

such an appeal, our stock will likely trade on NASDAQ’s over-the-counter bulletin board, assuming we meet the
requisite criteria.

If our stock is delisted from NASDAQ SmallCap Market, it may become subject to Penny Stock Regulations and
there will be less interest for our stock in the market. This may result in lower prices for our stock and make it
more difficult for us to obtain financing.

If our stock is not listed on NASDAQ and fails to maintain a price of $5.00 or more per share, our stock would
become subject to the SEC's "Penny Stock" rules. These rules require a broker to deliver, prior to any transaction

involving a Penny Stock, a disclosure schedule explaining the Penny Stock Market and its risks. Additionally,
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broker/dealers who recommend Penny Stocks to persons other than established customers and accredited investors
must make a special written suitability determination and receive the purchaser's written agreement to a transaction
prior to the sale. In the event our stock becomes subject to these rules, it will become more difficult for broker/dealers
to sell our common stock. Therefore, it may be more difficult for us to obtain financing.
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The price of our common stock may be volatile.

There may be wide fluctuations in the price of our common stock. These fluctuations may be caused by several factors
including:

- announcements of research activities and technology innovations or new products by us or our competitors;
- changes in market valuation of companies in our industry generally;
- variations in operating results;
- changes in governmental regulations;
- developments in patent and other proprietary rights;
- public concern as to the safety of drugs or treatments developed by us or others;
- results of clinical trials of our products or our competitors' products; and
- regulatory action or inaction on our products or our competitors' products.

From time to time, we may hire companies to assist us in pursuing investor relations strategies to generate increased
volumes of investment in our common stock. Such activities may result, among other things, in causing the price of
our common stock to increase on a short-term basis.

Furthermore, the stock market generally and the market for stocks of companies with lower market capitalizations and
small biopharmaceutical companies, like us, have from time to time experienced, and likely will again experience
significant price and volume fluctuations that are unrelated to the operating performance of a particular company.

Our outstanding Special Voting Rights Preferred Stock and provisions of our Restated Certificate of Incorporation
could delay or prevent the acquisition or sale of our business.

Holders of our Special Voting Rights Preferred Stock have the ability to prevent any change of control in us. Dr.
Pankaj Modi, a former officer and director of our company, owns all of our Special Voting Rights Preferred Stock. In
addition, our Restated Certificate of Incorporation permits our Board of Directors to designate new series of preferred
stock and issue those shares without any vote or action by our stockholders. Such newly authorized and issued shares
of preferred stock could contain terms that grant special voting rights to the holders of such shares that make it more
difficult to obtain stockholder approval for an acquisition of our business or increase the cost of any such acquisition.

NOTE ABOUT FORWARD-LOOKING STATEMENTS

We have made statements in this prospectus that may be forward-looking statements within the meaning of the Private
Securities Litigation Reform Act of 1995. These statements can be identified by introductory words such as "expects,"
"plans," "intends," "believes," "will," "estimates," "forecasts," "projects" or words of similar meaning, and by the fact
that they do not relate strictly to historical or current facts. Our forward-looking statements address, among other

things:

"nn nn

Y our expectations concerning product candidates for our technologies;
¥ur expectations concerning existing or potential development and license agreements for third-party collaborations
and joint ventures;
Y our expectations of when different phases of clinical activity may commence; and
Your expectations of when regulatory submissions may be filed or when regulatory approvals may be received.
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Any or all of our forward-looking statements may turn out to be wrong. They may be affected by inaccurate
assumptions that we might make or by known or unknown risks and uncertainties. Actual outcomes and results may
differ materially from what is expressed or implied in our forward-looking statements. Among the factors that could
affect future results are:

Ythe inherent uncertainties of product development based on our new and as yet not fully proven technologies;
e risks and uncertainties regarding the actual effect on humans of seemingly safe and efficacious formulations and
treatments when tested clinically;
Y the inherent uncertainties associated with clinical trials of product candidates; and
the inherent uncertainties associated with the process of obtaining regulatory approval to market product candidates;
and
Ythe inherent uncertainties associated with commercialization of products that have received regulatory approval.

Additional factors that could affect future results are set forth above under the caption “Risk Factors”. We caution
investors that the forward-looking statements contained in this prospectus must be interpreted and understood in light
of conditions and circumstances that exist as of the date of this prospectus. We expressly disclaim any obligation or
undertaking to update or revise forward-looking statements made in this prospectus to reflect any changes in
management's expectations resulting from future events or changes in the conditions or circumstances upon which
such expectations are based.

AVAILABILITY OF ADDITIONAL INFORMATION

We file annual, quarterly and special reports, proxy statements and other information with the Securities and
Exchange Commission, or the Commission. Our filings are available to the public over the internet at the
Commission's web site at http://www.sec.gov. You may also read and copy any document we file at the SEC's Public
Reference Rooms in Washington, D.C.. The Public Reference Room in Washington, D.C. is located at Headquarters
Office, 100 F Street, N.E., Room 1580, Washington, DC 20549. Please call the Commission at 1-800-SEC-0330 for
further information on the Public Reference Rooms.

The Commission allows us to "incorporate by reference" in this prospectus the information we file with it, which
means that we can disclose important information to you by referring you to those documents. Information
incorporated by reference is an important part of this prospectus, and information that we file later with the
Commission will automatically update and supersede this information. We incorporate by reference the documents
listed below and any future filings made with the Commission under Sections 13(a), 13(c), 14 or 15(d) of the
Securities Exchange Act of 1934 until all shares offered by this prospectus are sold:

Y Annual Report on Form 10-K, as amended, for the fiscal year ended July 31, 2004.
Yurrent Reports on Form 8-K filed on November 12, 2004, November 26, 2004, December 1, 2004, December 22,

2004, December 30, 2004, February 25, 2005, April 1, 2005, April 11, 2005, April 12, 2005, May 3, 2005, May 10,
2005, May 25, 2005, May 26, 2005, June 10, 2005 and June 17, 2005.

Y Quarterly Report on Form 10-Q for the fiscal quarter ended October 31, 2004.
Y Quarterly Report on Form 10-Q for the fiscal quarter ended January 31, 2005.
Y Quarterly Report on Form 10-Q for the fiscal quarter ended April 30, 2005.
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Yhe description of our common stock contained in our registration statement on Form 10 filed on December 14,
1998, as amended by a Form 10/A filed on February 24, 1999, and including any amendment or report subsequently
filed for the purpose of updating the description.

You may request a copy of these filings at no cost. Please direct your requests to Mark Fletcher, Executive Vice
President and General Counsel, 33 Harbour Square, Suite 202, Toronto, Ontario, Canada M5J 2G2 (telephone

416/364-2551).

You should rely only on the information incorporated by reference or provided in this prospectus or any prospectus
supplement. We have not authorized anyone else to provide you with different information. You should not assume
that the information in this prospectus or any prospectus supplement is accurate as of any date other than the date on
the front page of those documents. This prospectus does not contain all of the information set forth in the registration

statement. You should read the entire registration statement for further information about us and our common stock.

USE OF PROCEEDS

We will not receive any proceeds from the resale of shares covered by this prospectus.

The following table shows certain information as of the date of this prospectus regarding the number of shares of

SELLING STOCKHOLDERS

common stock owned by the selling stockholders and the number of shares of common stock that are included for sale

in this prospectus. The table assumes that all shares offered for sale in the prospectus are sold.

Name

Cranshire Capital, L.P.
Iroquois Capital, LP
Omicron Master Trust
Smithfield Fiduciary LLC
Ep2 Consulting

Roman Fediuk

Yes International

Munaf Ali.

Ravi Anand

Edward A. Vidgen
Instituto de Endocrinologia
Metabolismo y Reproduccion
Telconsa S.A.

G & H Associates Ltd.
Wires Jolley LLP

Steen Sindet-Pedersen
Gary Shemano

William Corbett

Michael Jacks

Terrence Cush

Outstanding Shares
Owned Before
Offering (1)

202,4863)
-003)-
819,672 :(6)
_00)-

-0-

-0-

-0-

-0-

-0-

-0-

-0-
-0-
-0-
-0-
-0-
-0-
-0-
-0-
-0-
-0-

Number of Shares
Offered by Selling
Stockholder

4,651,423(45)
1,602,6434
2,212,398:(7)
1,602,6434
27,205

22,243

12,439
160,186
30,868

30,990

817,762
226,939
122,658
7,539
23,780
88,292(®)
66,220®)
66,220®)
10,000®
40,000

Outstanding Shares
Owned After Offering

(2

202,486
-0-
819,672
-0-
-0-
-0-
-0-
-0-
-0-
-0-

-0-
-0-
-0-
-0-
-0-
-0-
-0-
-0-
-0-
-0-
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DP Morton and Associates
LLC

1345646 Ontario Limited
1344538 Ontario Inc.
1226294 Ontario Inc.

PC Consulting Group

11

-0-
-0-
-0-
-0-

6,098
6,098
18,293
7,927

-0-
-0-
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Outstanding Shares  Number of Shares Outstanding Shares
Owned Before Offered by Selling Owned After Offering
Name Offering (1) Stockholder ?)
Fabiotech Inc. -0- 7,317 -0-
Atlantis Group of Companies -0- 18,293 -0-
PharmaBrand S.A. -0- 304,878 -0-
DH Industries Limited -0- 6,175 -0-
CEOcast Inc. -0- 77,558 -0-
Roberto F. Cid. -0- 50,000 -0-
TOTAL STOCK 1,022,158 12,325,085 1,022,158
1) Includes all outstanding shares owned by the selling stockholder as of the date hereof.
2) Assumes sale of all shares offered by this prospectus.

(3)Does not include certain debentures, warrants or other convertible securities issued to these selling stockholders in
certain other private placement transactions. The shares of common stock issuable upon the exercise or conversion
of such debentures, warrants and other convertible securities have been previously registered by the Company,
including on the Company’s Form S-3 Registration Statement (File No. 333-121309), as amended.

(4) Allocated pro rata among these selling stockholders are the following: (i) 110% of 284,554 shares of common
stock issuable upon conversion of outstanding debentures owned by the selling stockholders as of the date hereof
and (ii) 125% of the sum of (A) 2,439,024 shares of common stock issuable upon conversion of debentures to be
issued to the selling stockholders in connection with the exercise of the additional investment rights held by the
selling stockholders as of the date hereof and (B) 2,439,024 shares of common stock issuable upon the exercise of
warrants to be issued to the selling stockholders in connection with the exercise of the additional investment rights
held by the selling stockholders as of the date hereof.

(5)  Includes 609,756 shares of common stock issuable upon the conversion of an outstanding convertible
promissory note held by the selling stockholder as of the date hereof and 2,439,024 shares of common
stock issuable upon the exercise of warrants previously issued to the selling stockholder in connection
with such note.

(6) Omicron Master Trust owns 2.4% of our outstanding common stock.

(7)Includes 121,951 shares of common stock issuable upon the conversion of an outstanding convertible promissory
note held by the selling stockholder as of the date hereof and 487,804 shares of common stock issuable upon the
exercise of warrants previously issued to the selling stockholder in connection with such note.

(8) Allocated among these selling stockholders are the following: (i) 170,732 shares of common stock and (ii) 60,000
shares of common stock to be issued upon the exercise of warrants, that were issued to principals of The Shemano
Group in payment of the finder’s/broker’s fee. Does not include warrants issued to The Shemano Group to purchase
shares of common stock, which shares have been previously registered on the Company’s Form S-3 Registration
Statement (File No. 333-121309), as amended.
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No selling stockholder has held a position as a director or executive officer nor has had a material employment
relationship with us or any of our affiliates, or our or their predecessors, within the past three years.

PLAN OF DISTRIBUTION

Each selling stockholding of our common stock and any of their pledgees, assignees and successors-in-interest may,
from time to time, sell any or all of their shares of common stock on the NASDAQ Stock Market or any other stock
exchange, market or trading facility on which the shares are traded or in private transactions. These sales may be at
fixed or negotiated prices. A selling stockholder may use any one or more of the following methods when selling
shares:

- ordinary brokerage transactions and transactions in which the broker-dealer solicits purchasers;

- block trades in which the broker-dealer will attempt to sell the shares as agent but may position and resell a portion
of the block as principal to facilitate the transaction;

- purchases by a broker-dealer as principal and resale by the broker-dealer for its account;
- an exchange distribution in accordance with the rules of the applicable exchange;
- privately negotiated transactions;
- settlement of short sales entered into after the date of this prospectus;

- broker-dealers may agree with the selling stockholders to sell a specified number of such shares at a stipulated price
per share;

- a combination of any such methods of sale;

- through the writing or settlement of options or other hedging transactions, whether through an options exchange or
otherwise; or

- any other method permitted pursuant to applicable law.

The selling stockholders may also sell shares under Rule 144 under the Securities Act of 1933, as amended, if
available, rather than under this prospectus.

Broker-dealers engaged by the selling stockholders may arrange for other brokers-dealers to participate in sales.
Broker-dealers may receive commissions or discounts from the selling stockholders (or, if any broker-dealer acts as
agent for the purchaser of shares, from the purchaser) in amounts to be negotiated. Each selling stockholder does not
expect these commissions and discounts relating to its sales of shares to exceed what is customary in the types of
transactions involved.

In connection with the sale of our common stock or interests therein, the selling stockholders may enter into hedging
transactions with broker-dealers or other financial institutions, which may in turn engage in short sales of the common
stock in the course of hedging the positions they assume. The selling stockholders may also sell shares of our common
stock short and deliver these securities to close out their short positions, or loan or pledge the common stock to
broker-dealers that in turn may sell these securities. The selling stockholders may also enter into option or other
transactions with broker-dealers or other financial institutions or the creation of one or more derivative securities
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which require the delivery to such broker-dealer or other financial institution of shares offered by this prospectus,
which shares such broker-dealer or other financial institution may resell pursuant to this prospectus (as supplemented
or amended to reflect such transaction).
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The selling stockholders and any broker-dealers or agents that are involved in selling the shares may be deemed to be
“underwriters” within the meaning of the Securities Act in connection with such sales. In such event, any commissions
received by such broker-dealers or agents and any profit on the resale of the shares purchased by them may be deemed
to be underwriting commissions or discounts under the Securities Act. Each selling stockholder has informed us that it
does not have any agreement or understanding, directly or indirectly, with any person to distribute our common stock.

We are required to pay certain fees and expenses incurred by us incident to the registration of the shares. We have
agreed to indemnify the selling stockholders against certain losses, claims, damages and liabilities, including liabilities
under the Securities Act.

Because selling stockholders may be deemed to be “underwriters” within the meaning of the Securities Act, they will be
subject to the prospectus delivery requirements of the Securities Act. In addition, any securities covered by this
prospectus which qualify for sale pursuant to Rule 144 under the Securities Act may be sold under Rule 144 rather
than under this prospectus. Each selling stockholder has advised us that they have not entered into any agreements,
understandings or arrangements with any underwriter or broker-dealer regarding the sale of the resale shares. There is
no underwriter or coordinating broker acting in connection with the proposed sale of the resale shares by the selling
stockholders.

We agreed to keep this prospectus effective until the earlier of (i) the date on which the shares may be resold by the
selling stockholders without registration and without regard to any volume limitations by reason of Rule 144(e) under
the Securities Act or any other rule of similar effect or (ii) all of the shares have been sold pursuant to the prospectus
or Rule 144 under the Securities Act or any other rule of similar effect. The resale shares will be sold only through
registered or licensed brokers or dealers if required under applicable state securities laws. In addition, in certain states,
the resale shares may not be sold unless they have been registered or qualified for sale in the applicable state or an
exemption from the registration or qualification requirement is available and is complied with.

Under applicable rules and regulations under the Securities Exchange Act, any person engaged in the distribution of
the resale shares may not simultaneously engage in market making activities with respect to our common stock for a
period of two business days prior to the commencement of the distribution. In addition, the selling stockholders will
be subject to applicable provisions of the Securities Exchange Act and the rules and regulations thereunder, including
Regulation M, which may limit the timing of purchases and sales of shares of our common stock by the selling
stockholders or any other person. We will make copies of this prospectus available to the selling stockholders and
have informed them of the need to deliver a copy of this prospectus to each purchaser at or prior to the time of the
sale.

LEGAL MATTERS

The validity of the issuance of the shares of common stock offered in this prospectus will be passed upon for us by
Eckert Seamans Cherin & Mellott, LLC, 1515 Market Street, 9th Floor, Philadelphia, PA 19102. The firm of Eckert
Seamans Cherin & Mellott owns 128,172 shares of common stock which it received in payment of legal fees and
expenses in 1998 (60,000 shares of which the firm currently owns 30,000 shares) and upon the exercise of warrants
(98,172 shares). The firm also has been granted options exercisable for 30,000 shares at $7.56 per share under our
2000 Stock Option Plan. Members of the firm own additional shares (less than one percent in total) that they
purchased from time to time for cash, either from us or in the public market.

Pursuant to an Assistance Agreement dated March 31, 2005, Eckert Seamans Cherin & Mellott advanced $325,179 to
us, repayable without interest in three equal monthly installments beginning October 1, 2005.
14

25



Edgar Filing: GENEREX BIOTECHNOLOGY CORP - Form 424B3

26



Edgar Filing: GENEREX BIOTECHNOLOGY CORP - Form 424B3

EXPERTS

The consolidated financial statements incorporated by reference in this prospectus have been audited by BDO
Dunwoody LLP, an independent registered public accounting firm, to the extent and for the periods set forth in their
report incorporated herein by reference, and are incorporated herein in reliance upon such report given upon the
authority of said firm as experts in auditing and accounting.

The financial statements as of July 31, 2002 incorporated by reference in this prospectus from the Company’s Annual
Report on Form 10-K for the year ended July 31, 2004 have been audited by Deloitte & Touche LLP, independent
registered chartered accountants, as stated in their report, which is incorporated by reference herein, and have been so
incorporated in reliance upon the report of such firm given upon their authority as experts in accounting and auditing.
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