l?II))\|||lll||h||\|\|l?||\\(I\lllll\lHlllll\ll)

07053196

%8| p-25/87 7

Generex s BIOTECHNOLOGY"

ANNUAL REPORT 2006

s N

~ PROCESSED

 MAY 03 217

' THOM
 FINANGY




MISSION STATEMENT

CuR WSSO (S 70 DEVELOP INNEVATYE DRUE DL VERY TEEHNE. O81s
ARS DRGS THAT WELL IEPROVE THE QUALITY GF LYE BOR MOME Wi

SUFIR FROM DISEASL,

Gaonrrex Boriorvoloey ConreRanion (8 FOCHSED ON  TET
RESLARCH, B VELOMEERT, AYD CHMMLACALEAION ©F DaE By
TECHNONDBNS ARD WEVEL IMHUNONFODINER MO THE TREATWIRT O

WA LCBRAYT BCEELTIOUS, AJLEREKC, AR AUTOINMINE DISEASES.

PR




GenereXBIOTECHNOLOGY“‘

Letter to Shareholders 2
2006 Corporate & Clinical Milestones 6
Company Strategy 8
Technology and Product Pipeline 9
Generex Oral-lyn™ 10
Glucose RapidSpray™ 12
Antigen Express, Inc. 14

Corporate Infoermation 16




LETTER TO SHAREHOLDERS

Anna E. Gluskin
President & Chief Executive Officer

DEAR SHAREHOLDERS,

It is always a pleasure to communicgte with my fellow shareholders and report on the
Company’s progress over the past year. In the fiscal year ended July 31, 2008, the
Company’s shareholder base expanded to over40,000 shareholders which is indicative
of the exposure that the Company is achieving and the support for the Company’s
innovative proprietary platform technologies. 2006 can be characterized as a year of
building blocks and strengthening the Company’s foundations in its quest to reach core
corporate, research and commercial goals. The steps that we have taken in 2006 are
reflected in the milestones met to date and continue to drive the Company’s mission to
provide practical solutions forthe treatment of chronic ilinesses to improve and sustain
the best quality of life for ourselves and for generations to come.

GENEREX ORAL-LYN™

This past year the Company was pleased to launch Generex Oral-lyn™, our buccal
insulin spray product, in Ecuadar. in association with PharmaBrand, S.A., the Company
was able to make available the first non-injectable form of recombinant human insulin
commercially available anywhere in the world. The approval by the Ecuadorian Ministry
of Public Health allowed the Company to market Generex Oral-lyn™ to Type 1 and Type
2 patients. A successful technology transfer to PharmaBrand took place and the first
commercial manufacturing batch was prepared in April 2008.

The Company has been able to determine the level of physician and patient training
and education associated with this new form of insulin delivery. Changesin the diabetes
treatment paradigm regarding prandial blood glucose control, and in some cases the
early — and most often resisted — introduction of insulin in the patient’s daily diabetes
treatment regimen. The Company is pleased to report that both Type 1 and Type 2
patients are now using Generex Oral-lyn™ routinely.

Doctors are becoming more familiarwith the training and education required to transfer
this knowledge to the patient population. The Cempany’s addition of noted opinion
leaders and clinicians has assisted in communicating with the medical community in
Ecuadorand beyond its bordersinto otherLatin American countries. Ecuadorhas proven
to be an invaluable preliminary market and the Company anticipates capitalizing upon
the marketing lessons acquired in Ecuador into practical and profitable strategies fora
seamless transition into other Latin American countries.

Inlastyear's Letterto the Shareholders | provided a brief report regarding our detailed
discussions with several pharmaceutical contract manufacturers. In June 2006 the
Company signed an agreement with Cardinal Health to manufacture a sufficient supply
of Generex Oral-lyn™ foritsiong term clinical trials. This association with Cardinal Health
helps the Company realize ane of the key New Drug Submission (NDS) requirements
put forth by Health Canada.




On March 1, 2006 the Company met with the Regulatory Affairs Division of the

Biologics and Genetic Therapeutics Directorate of Health Canada for a Pre-New Drug

i "Submission Meeting. The Company plans to use the experience gained by this meeting

as a springboard for other applications to be made to the European Agency for the

Evaluation of Medicinal Products (EMEA) and eventually to the United States Food and
Drug Administration {FDA).

With the development of Generex Oral-lyn™ and advancement of other products the
Company has appointed key personnel to our corporate team. In-house regulatory,
project and clinical management personnel will ensure the Company's ability to provide
pharmaceutical and manufacturing expertise for the advancement of our pipeline of
products into the global markets.

METFORMIN GUM

On May 31, 2006 the Company established a collaboration with Fertin Pharma A/
S, a world leader in the development and manufacture of medicinal chewing gum,
to develop a metformin medicinal chewing gum product for the treatment of Type-2
diabetes mellitus and obesity. Delivering metformin into the body via the inner lining
of the mouth will avoid the bitter taste and other adverse side-effects associated with
metformin in its current tablet form. Patients may discover that the metformin gum
product improves compliance, particularly amongst the growing number of younger
patients being diagnosed with Type-2 diabetes. The Company is excited to introduce
this new delivery method of metformin into the global $1.8 Billion metformin market.
Along with Fertin’s commitment, the metformin gum product is expected to take
significant clinical and regulatory steps within the next fiscal year.

GLuCOSE RAPIDSPRAY™

| am pleased to report to you about the progress made with Glucose RapidSpray™. Last
year's Annual Report introduced Glucose RapidSpray™, a newly developed product
which serves as an innovative alternative for people who require additional glucose
in their diet. Glucose RapidSpray™ was commercially launched in September 2006
and is now being sold in the United States and Canada. Cardinal Health is one of the
distributors for the product which can be found in @ number of familiar retail chains
such as The Medicine Shoppe, Meijer Inc., Kerr Drug Inc., Hy-Vee Inc., Fruth Pharmacy,
Bi-Mart, ShopKo and Kinney Drugs, Shoppers Drug Mart and Loblaws. The Company
anticipates that the product will be distributed by additional major retail chains during
the coming fiscal year.

This milestone is significant for the Company on a number of levels. The product has
provided the Company with a revenue stream, opened the door for the introduction
of other products utilizing the Company’s proprietary paf{form technologies, and
provides brand recognition within the retail marketplacg M\t provides an avenue
to introduce the Company and its products to phargiaesSts this@ighout North America
who spend a great deal of time with patients j {Vﬁﬁi teqd education to
advocate consumer awareness. i
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LETTER TO SHAREHOLDERS conT.

VACCINE PLATFORM — S
AVIAN INFLUENZA, BREAST CANCER, PROSTRATE CANCER Ry

The Company’s novel proprietary vaccine program developed by our wholly-owned subsidiary, Antigen Express,
had an equally busy and productive 2006,

The prospect of an Avian Influenza pandemic was at the forefront of many news headlines in 2006. On
November 6th, the Company announced the first human clinical trial of the Company's synthetic Avian
Influenza vaccine at the Canadian Lebanese University Hospital in Beirut. The Company's Avian Influenza
vaccine is based upon a peptide-synthesis technology and has the benefits of being manufactured rapidly
and easily. Our goal is to file an IND application with the FDA allowing for to the commencement of human
clinical trials in the US.

The Company successfully completed its Phase | trial of its AE37 vaccine compound for the treatment of
breast cancer this past year. The vaccine—which is an immunotherapeutic vaccine for the treatment of a
variety of different cancers—was tested at the Walter Reed Army Medical Center and the results demonstrated
that it was safe, well-tolerated and showed good immune-simulatory activity. The Company will initiate Phase
I triats in 2007.

The application of the AE37 vaccine compound was expanded to prostrate cancer patients. In August, 2006
the Company entered into an agreement with the Euroclinic in Athens, Greece to commence clinical trials
for prostrate cancer utilizing the same compound used at the Walter Reed Army center for breast cancer
indication. We look forward to updating everyone on the results in the future and we continue to explore other
applications of this proprietary synthetic peptide vaccine.

FINANCES

The Company's finances took a very positive turn in 2006. The Company disclosed in its Form 10- K Annual
Report that our cash-on-hand and short term investments were in excess of $50,000,000 as at July 31, 2006.
This sound financial base will be a driving force behind the execution of the Company’s major corporate and
R&D programs. In order to strengthen its financial prospects and put the Company in a position to access
the capital markets when it is most advantageous to do so, the Company filed a shelf registration statement
with the Securities and Exchange Commission in December 2006 in the amount of up to $150 millien in
anticipation of any future financing requirements or acquisition opportunities. The shelf registration statement
became effective in February 2007, We believe that this model reflects that of other companies who have
made the transition from a development stage company to that of a company whose focus is on specialty
pharmaceuticals.

| am also pleased to report that the Company has achieved SOX 404 compliance {the Sarbanes Oxley Act,
2002) with respect to corporate governance procedures. This illustrates the integrity of management and
its efforts to carefully address procedures that focus on the Company’s resources for the development of its
platform technologies that ultimately increase shareholder value.




PATENT PORTFOLIO

The Company believes that its patent portfolio is one of its most important assets, and continues to protectits
existing and newly-developed intellectual property through new patent and trademark applications. In 2006,
the Company was granted 26 new patents worldwide and presently has a total of 97 patents and 85 pending
patent applications throughout the world.

SCIENTIFIC AND MEDICAL EXPOSURE

This past year, the Company presented its updated clinical data at major diabetes and vaccine conferences
around the world. The scientific community was able to learn firsthand about the safety and efficacy of each
of the products within the pipeline and their treatment applications.

The Company's exposure continues to grow having opportunities this yearto sponsor two episodes of Medical
Missions for Children “Plain Talk About Health”. The program covered both Avian Influenza and Obesity. Medical
Missions for Children's global network broadcasts to more than 100 countries and creates a communications
bridge between pediatric healthcare facilities in Latin America, Africa, India, the Middle East, Eastern Europe
and Central Asia.

Finally we were proud recipients of the 2006 North American Frost & Sullivan Award forTechnology Innovation.
Int bestowing the award, Frost & Sullivan recognized that “the Company’s committed research and development
of ahighly unigue insulin product would revoluticnize the insulin market” and acknowledged that the RapidMist™
technology “already has market attention, which takes the Company on a further commercial stand.”

The Company is poised to advance its research and commercialization developments forward into ali major
markets. We anticipate 2007 to be a highly productive year.

We certainly wish to thank all employees and key consultants who continue to serve the Company and for
their complete dedication to the vision of E. Mark Perri, the Company’s former Chairman and founder and
continued inspiration of the Company.

The Board of Directors and Management also want to thank all shareholders for their support for the
Company’s absolute commitment to improving the quality of life for individuals who suffer from chronic,
debilitating disease.

We hope you will continue the journey with us.

Sincerely, ‘%

Anna E. Gluskin

President & Chief Executive Officer
Chairperson of the Board

\\‘\\ ’ //\ \ .




2006 CORPORATE MILESTONES

i Began the First Human Clinical Trial of Avian

Influenza Vaccine




Successful Equipment and Filling Line

Installation for Commencement of Generex

| Oral-lyn™ Commercial Production in Ecuador |:

Collaboration with Fertin Pharma for

Metformin Gum

Positive Preliminary Results in a Long-Term

== Clinical Trial of Generex QOral-lyn™ in Juvenile

Patients with Type-1 Diabetes

SOk A O A A PositivePre-NDSMeetingwithHealthCanadafor B

Generex Qral-lyn™




COMPANY STRATEGY

GENEREX BIOTECHNOLOGY CORPORATION IS THE LEADER
INTHE BUCCAL DELIVERY OF DRUGS AND IN THE RESEARCH
AND DEVELOPMENT OF NOVEL IMMUNOMEDICINES.

We continue to develop our own products as well as collaborate with
pharmaceutical companies to apply RapidMist™ and the immunomedicines
platform technology to their proprietary compounds and drug discovery
pipelines. Similarly, we will continue to seek licensing, partnership and
acquisition opportunities that complement our core capabilities in drug

delivery technologies.

We plan to advance our drug candidates into early clinical development prior
to establishing partnerships for further development and commercialization.
We will focus our efforts on compounds with known efficacy, which will result

in a reduction of time and risk, and therefore the cost of developing drugs.




TECHNOLOGY PLATFORM AND PRODUCT PIPELINE

DRUG DELIVERY

RapidMist™, Generex's advanced buccal drug delivery technology, is comprised
of a proprietary formulation and a proprietary device design that is able to deliver
drugs through the buccal mucosa safely, thereby eliminating the pain from and
need for multiple injections. RapidMist™ has been shown to have a rapid onset
of action with no fung deposition, precise dosage control, easy use and handling,

and improved patient compliance,

IMMUNOMEDICINES

Antigen Express technology focuses on modulating immune responses mediated
by T helper (Th) cells, a class of lymphocytes that plays a multifaceted role in
the immune system, both enhancing and suppressing immune responses. The
cells are essential both for obtaining a robust and long lasting response against
infectious agents or cancer cells and for down regulating immune responses
when the immune system becomes appropriately stimulated, e.g. in autoimmune

disease and allergy.

GENEREX'S PRODUCT PIPELINE CONTINUES TO GROW AND
MOVE FORWARD TOWARDS COMMERCIALIZATION,
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GENEREX ORAL-LYN™

GENEREX

ORAL-LYN"

10

GENEREX ORAL-LYN™ |S AN INSULIN SPRAY FOR THE
TREATMENT OF BOTH TYPE-1 AND TYPE-2 DIABETES.

An aerosolized liquid insulin formulation, Generex Oral-lyn™, is rapidly and safely
absorbed into the human body through the lining of the inner mouth (the buccal
cavity} when delivered using the RapidMist™ device which resembles an asthma

inhaler and is therefore nondescript and easy to use.

Unlike certain other alternative insulin delivery products presently under
development, Generex Oral-lyn™ does not enter the lungs; the formulation
is absorbed in the buccal cavity with insignificant residual deposition in the
gastrointestinal tract. Generex Oral-lyn™ is a prandial (mealtime) insulin and
numerous clinical studies have consistently demonstrated that the use of Generex
Oral-lyn™ allows the human body to mimic normal pancreatic insulin secretion
and that Generex Qral-lyn™ is a safe, effective, fast, flexible, pain-free and simple

alternative to prandial insulin injections.

As an effective, safe, simple, fast, convenient, flexible and pain-free alternative
to the traditional method of subcutaneous insulin injection, Generex Oral-lyn™ is
designed to improve the quality of life for people with diabetes by allowing them to

manage the disease more effectively.

Generex Oral-lyn™ s poised to forever change the

manner in which diabetes is treated.

Actual Size




BENEFITS:

+ Eliminates the pain that is associated with injections
» Enters bloodstream via the inner lining of the mouth
+ Fast absorbing

* Rapid relief

* Convenient Spray

« Stable in room temperature

CLINICAL DATA PRESENTED AT:

* 66th Annual Meeting & Scientific Sessions of the American Diabetes Association
* 42nd Annual Meeting of the European Association for the Study of Diabetes
+ International Diabetes Federation 19th World Diabetes Congress

» Endocrine Society's Annual Meeting 2006

* &6th Annuai Diabetes Technology Meeting

* World Congress on Controversies in Obesity, Diabetes and Hypertension

+ Controlled Release Society Annual Meeting

+ Clinical Data at European Society for Pediatric Endocrinology 2006

* Lebanese Scientific Congress

» Ecuadorian Scientific Symposium

* Pediatric Academic Societies’ 2006 Annual Meeting
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GLUCOSE RAPIDSPRAY™

s Great To
*Low"Calc

%Fat Free |
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pherry Flavor

GLUCOSE RAPIDSPRAY™ QUICKLY, CONVENIENTLY AND
EFFICIENTLY DELIVERS GLUCOSE TO THE MOUTH VIA AN
EASY TO USE SPRAY BOTTLE.

Glucose RapidSpray™ is a glucose spray product, used at the first sign of needing
additional glucose in your diet, between meals, during exercise and even before
bedtime. It can be stored easily in your home, office, car, pocket, purse, gym bag
or any other convenient place. Available in great tasting orange and raspberry
flavors and is available in over 2,500 drugstores across the USA, and over 1,000

drugstores across Canada.

FEATURES OF GLUCOSE RAPIDSPRAY™

* Based on Generex's proprietary buccal drug delivery technology
= Quickly absorbed into the mouth and does not need to be digested
= Fat free and low calorie

« Convenient to carry and handle

+ Easy to use and is similar to a breath freshening mouth spray

+ Comes in orange and raspberry flavors
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ANTIGEN EXPRESS, INC.

ANTIGEN EXPRESS IS FOCUSED ON THE DEVELOPMENT OF NOVEL
IMMUNOTHERAPEUTIC AND PROPHYLACTIC VACCINES FOR CANCER AND
INFECTIOUS DISEASES.

The vaccines under development utilize specific fragments of known pathogenic agents or markers of
disease modified by proprietary means te increase their immune-stimulatory activity. The company's
most advanced compound (AE37) has been shown to be safe, well tolerated and to generate a good
immunological response in breast cancer patients in a Phase | clinical trial. This immunotherapeutic
vaccine is currently being examined in a randomized, contrelled Phase Il study designed to examine
efficacy in breast cancer patients as well as a new Phase | study in prostate cancer patients. In
addition to cancer, a Phase | trial has been initiated to test a synthetic H5N1 avian influenza vaccine

in volunteers.

IMMUNOTHERAPY CANCER VACCINE PLATFORM

AE37 is an immunotherapeutic vaccine for the treatment of a variety of different cancers. The advantage
of this type of immunotherapy is that it has none of the toxicities associated with classical chemotherapy.
This is because it works by generating a specific immune response against a protein that is present on
cancer cells and which contributes to their unregulated growth (HER-2/neu protein). We are currently
conducting a randomized Phase |l efficacy study in patients with breast cancer. Roughly 60% to 70%
of breast cancers express HER-2/neu at levels gualifying them for our immunctherapeutic vaccine (in
contrast to only approximately 25% that qualify for Herceptin therapy). We have also initiated trials in
patients with prostate cancer, a significant percentage of which also express HER-2/neu. Other cancers

that express HER-2/neu include: lung, ovarian, colorectal, stomach, and pancreatic.

SYNTHETIC AVIAN INFLUENZA

The vaccine being developed by Antigen Express for the potentially pandemic HSN1 influenza virus is
based upon simple peptide-synthesis technology similar to their immunotherapeutic cancer vaccine.
Consequently, it can be manufactured rapidly, easily, and at inexpensive cost. This is in sharp contrast
to traditional egg-based vaccines that rely on biological systems for vaccine production, making their
availahility to at-risk populations during a pandemic extremely limited. The preclinical studies conducted
with the synthetic vaccine suggest that it may be used with more traditional vaccines to extend their

utility as well as to prevent mortality associated with HS5N1 infection when used alone,

14
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2006 HIGHLIGHTS & MILESTONES

Presented Interim Breast Cancer Trials Results.

Demonstrated Therapeutic Efficacy of Anti-Tumor Vaccine in Preclinical Animal Model.

Began the First Human Clinical Trial of Avian Influenza Vaccine.

Published Studies Demonstrating Anti-Tumor Potential of Immunotherapeutic Vaccine,

Completed a Positive Pre-IND meeting with FDA for Avian influenza Vaccine.

Presented Pandemic Influenza Vaccine Program at Bird Flu Summit in Washington, D.C.

QA\NTIGEN EXPRESS, INC.

Expanded Cancer Trials to Include Prostate Cancer Patients.

PIPELINE

The company continued clinical trials using its proprietary T helper stimulatory
technology in patients with breast cancer. In addition to the efforts in cancer,

Antigen Express is pursuing applications of its technology in HIV and influenza as

well as other infectious agents.

AE37 Vaccine

Breast Cancer

Vaccine
Prostate Cancer

Vaccine
H5N1 Avian influenza

Pre-Clinical Clinical Market
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Except for historical information contained herein, this report contains forward-looking statements that involve risks and uncertainties, including clinical resuits,
regutatory approval of the Company's products, the timely avaitability and acceptance of new products, the impact of competitive products and pricing, and the
management of growth, as well as the other risks detailed from time to time in Generex Biotechnology Corporation’s Securities and Exchange Commission (SEC)
filings, including the Company’s annual report on Form 10-K.
All images used in the Generex Biotechnology 2006 Annual Overview are owned by the Company.

in memory of Mark Perri, founder of Generex Biotechnology Corporation




