
MI
II I1J1IHI1Hfl erex

fl

1I



11

lEjIilFF

.lijh FIll lhJ

IF

IFFli FFFC1IIl1ICdCIClk

FlFICF1\ FFFitllItFI FC ill Ii III IiCl IF JFIVFIOlFCiF FJ

iFflVFI VTFI FHFII iII III liFt Ii 1ilJjIFiit1 Lii ii1tUIIi\ IC .Hr
111111 tFiilt IJCJtI FClCt1i IF tCI /lFIt kpo ii

It
Ft

littI
i1tFtlttItI/IlatFiFp CFtilCC lttFI FCSItlttC FtCiCilFtCl l1FlIItlCIr tiitCC ill tI iCCCittFitIi III.i It

tilt 111111 Fill iftifflFfltiIlt Di iiiHi With
VItC ODD VFt

0iti3l in Pht Clii II

FvtCllO ii noiiid itiii i\iiiititn ljiie it IF whoIly OWOttI IttIIfli innolnc CII
II

it.liIiiCtCit1ICtiiIFF1liIIttiFCiil\ It ill IFIliItiI tIitFtIi It tI Ill

llIiliCliiilIIlittC



Anna Gluskin

President and Chief Executive Officer

Chairperson of the Booid

Dear Generex Sharehoders

It has been
very busy rear at Generex Biotechnology Carporation As Chairperson and Chief Executive

Officer

look forward ta reaching out to our shareholders with our advances and successes Global rirrumctmices do

lot always coincide with corporate initiatives hut our dedication and conviction seem to overcome these tough

economic times to create an impact on human lives At Generex Biotechnology we have been able to achieve

same iegulatory clinical and comme cial milestones over the past fiscal year which we believe will serve as

basis from which commercial growth can thrive in the companys future plans

It was with great pride
thai we were able to witness the first

patients in the United States use the companys

flagship product Generex Oral lye undor the FDA Treatment ND
program heir

positive
feedback was invaluable

to us We hope that these
patients living

with diabetes realize that history is being made in the diabetes treatment

paradigm Generex Oral lyn delivers insulin
safely and efficaciously through the huccal mucosa inner lining

of the mouth Ihis possibility would not ever have been imagined within the medical rommuaity as Ettle ac

decade
ago We are excited about the endless

applications that the Rapidffist platform delivery technology will

provide for ther molecules

Important headway is also being made in the field of immunotherapy development at Generex Biotechnology at its

whollyowned subsidiary Antigen Express Our cancer vaccine
program

for both breast cancer and
prostate cancei

ndications moved forward aver the
past

fiscal year We were excited to announce the initial results of our breast

cancer AE3Z study in December 2009 Cancer vaccines are very new concepts to the field of oncology and in

2010 the
veiy

first cancer vaccine was approved by the US FDA opening up the door to our vaccine platform We

take pride in the uniqueness of our vaccines they are synthetic and safe

At Gerierex Bwterhualugy uur gucils rem iairi he same We continue ro develop and commercialize novel

treatments for metabolic and immunotherapy diseases We ame focused on commeicmahizing our most advanced

product candidate Generex Oral lye which fias been approved in India Lebanon Algeria and Ecuadom for the

treatment of subjects with Fype and Typw2 diabetes and is in Phase clinical trials at several sites around the

world We are also dedicated to our clinical and development path with each of our key cancer and influenza

vaccines
Lastly we continue to expand and explore opportunities

with our RapidMist drug delivery technology

in other areas such as pain management and immunotherapy

Let me share the
following highlights of the

past
fiscal year with

you

Phase The Company has enrolled over 400 sublects in its Phase Ill study for Generex Oraldyn mnulti

center study includes clinical sites around the world inn countries
including

the United States Canada Russia

Ukraine Bulgaria Romania and Ecuador To date the products non inferiority to injectable mealtime prandial

insulin
appears to be maintained with no significant adverse events or serious adverse events Once the clinical

studies have been completed and analyzed the Company intends to file New Drug Application to the FDA EMEA

and Health Canada



USFDA Treatment Investigational New Drug Approval In 2009 the U.S Food and Drug Administration FDA

granted approval for the treatment use of Generex 0ralIynhM under the FDAs Treatment
Investigational

New Drug

IND program Under structured Treatment IND protocol Generex Oral.lynhM
will be provided to

patients
with

serious or life-threatening Type -1 or Type-2 diabetes mellitus with no satisfactory
alternative therapy available

for the treatment of diabetes and who are not eligible to participate in the Companys ongoing global
Phase Ill

pivotal
clinical trial

Product Approvals Generex 0rallynTM has been approved India Lebanon Algeria and Ecuador for the treatment

of sublects with Type-i and Type-2 diabetes We continue to pursue other markets in order to file our submission

with other regional regulatory agencies and to be able to penetrate larger
diabetes population

Supply Agreement The Company has entered into long-term agreement with Sanofi-Aventis Deutschland

GmbH for the manufacture and supply of recombinant human insulin crystals for commercial and clinical trial

use in Generex 0rolIynhM This will provide the Company with source of insulin for malor regulatory markets

including
the U.S and Canada and number of other regions where the Company is pursuing regulatory approvals

for Generex 0rallynTM

Veterinary Product The Company is pursuing the regulatory path for the submission of Generex Oral.IynhM
with

the
veterinary arms of

global
health agencies for therapeutic use in companion animals specifically

for cats and

dogs with diabetes where one in

every
500 develop diabetes in its lifetime In July 2009 the Company had

Pre-New Drug Submission meeting with the Veterinary Drugs Directorate VDD of Health Canada far the
purpose

of outlining the Companys proposed development plan
for the

veterinary application of Generex OroI.IynhM To

date the Company has conducted two-year safety study on dogs as well as drafted preliminary clinical design

in order to meet some of the regulatory requirements for the IND application

Diabetes Conferences The Company is very proud to have presented its positive
clinical data of Generex

Oral.IynhM
in number of leading diabetes conferences and symposiums such as the 69th American Diabetes

Association Scientific Sessions the 45th Annual Meeting of the European Association for the Study of Diabetes The

Endocrine Societys Annual Meeting the 20th World Diabetes Congress of the International Diabetes Federation

the International Conference on Advances in Diabetes and Insulin Therapy the 2nd IDF Regional MENA Diabetes

Conference and the 17th Annual Meeting of the Syrian Diabetes Association

GENEREX MENA

The Company established Generex MENA Middle East North Africa in 2008 located in the prestigious Dubai

Healthcare City Center in order to service its customers partners
and drug regulatory authorities in the MENA

countries Generex MENA has expanded its reach into territories such as Africa Australia New Zealand Eastern

Europe and the countries of the European Union Currently
the Company has attracted number of distributors

in over 20 countries for its over-the-counter product line that provide solutions in the diabetes diet and energy

categories More importantly Generex MENA connues to focus its efforts on the preparation of submissions for

Generex OraI.lynlM
for

regulatory approvals in number of countries in the MENA territories

METCONTROLTM

We hove made great progress with the development of MetControlTM the Companys proprietary
metformin

chewing gum product over the past year Recent results of the fully compliant ICH-GCP conducted study indicate



that MetControllM chewing gum and traditional Metformin tablets are bioequivalent in respect of both the rate and

the extent of systemic absorption thus
therapeufically equivalent and therefore interchangeable The Company

is currently preparing the data in form for submission to various regulatory authorities throughout the world

OVER-THE-COUNTER PRODUCTS

The Company continues to leverage its buccol drug delivery platform in the over-the-counter
space

while
increasing

retail and wholesale distribution throughout the globe Glucose RapidSprayTM glucose spray product which

serves as an innovative alternative for people who
require

additional glucose in their diet continues to be available

in the United States and Canada at malor retail chains The Glucose RapidSprayTM brand also expanded into the

veterinarian field and launched companion animal label to veterinarians throughout North America As for Crave

NXTM 7-Day Diet Aid Spray the product was initially launched in Duane Reade With its success it has
recently

became available in all 7000 CVS stores nationwide BaBoomTM Energy Spray launched in all 7-11 stores in

Canada and listed in malor regional convenience store wholesalers throughout the USA We ore also developing

other products that are expected to launch in the near-term and entertaining private-label opportunities

VACCINE PLATFORM INFLUENZA BREAST CANCER PROSTATE CANCER

The Companys subsidiary Antigen Express continued to make tremendous progress in the development of novel

immunotherapeutic and
prophylactic vaccines for critical unmet medical needs including cancer and infectious

diseases The Antigen Express product pipeline includes four encouraging clinical trial stage drugs They are

Phase II trial in breast cancer
patients

AE 37 Phase trial in prostate cancer patients AE 37 Phase trial in

patients
with ovarian cancer AE 37 and Phase trial testing H5N1 vaccine peptides in healthy volunteers The

Company is also working with Pevion Biotech Ltd to develop next-generaon vaccines and immunotherapeutic

products and with the Immune Tolerance Network to develop diognosfic
test for Type-i Diabetes Antigen

Express clinical data has been presented at malor scientific conferences such as the 45th Annual Meeflng of the

American Society of Clinical Oncology 1st Annual International Congress of Anfibodies the 100th Annual Meeting

of the American Association for Cancer Research Influenza Congress USA 2009 the 1St International Swine Flu

Conference and
leading

medical
lournals

such as Vaccine and Expert Opinion on Biological Therapy

In Closing..

We believe we have
strong

foundation in ploce that will enable us to deliver on key milestones wish to thank

all shareholders for their continuing support to the company and its dedicaflon to improving the
quality

of life for

those who are seeking novel alternative treatments We look forward to taking on the challenges that lie ahead

achieving our oblecflves providing novel treatments for patients and
creating

value for our shareholders

We hope you continue to
ioin us in this iourney

Generex BIOTECHNOLOGY



Generex OraHynTM is an oral insulin

spray for the treatment of both Type1

and Type2 diabetes

Generex OrakynTM will offer safe simple fast effective

and painfree alternative to meakime insulin
injections

which will improve patient compliance

with therapeutic regimes thereby delaying the
progress

of diabetes and the onset of its myriad

complications

Clinkal Data Presented At

American Diabetes Associations 69th Annual Scientific Sessions

45th Annual Meeting of the European Association for the Study of Diabetes

The Endocrine Societys 91st Annual Meeting

2Dth World Diabetes Congress of the International Diabetes Federation

2nd IDE Regional MENA Diabetes Conference

International Conference on Advances in Diabetes and Insulin Therapy

Notable Milestones

Over 4DD patients enrolled in Phase clinical trials

Commercial launch in Algeria and Lebanon

Signed long1erm insulin supply agreement with SanofiAventis Deutschland GmbH for

themanufacture and supply of recombinant human insulin
crystals

for

commercial and clinical trial use in Generex OraldynTM



Received USFDA Approval of Generex OraHynTM Under the

USFDAS Treatment Investigational New Drug fiND Program

The FDAs Treatment ND
pragrarn

allows campanies to provide early access to investigational drugs

for patients with serious or life4hreatening conditions for which there is no satisfactory alternative

treatment Drugs that are granted approval by the FDA for the Treatment IND
program must demonstrate

the prospect of efficacy through clinical
testing as well as no unreasonable risks regarding safety

Under structured Treatment IND protocol Generex OrallynTM will be available only through physicians

wha are registered in the Treatment IND
program

Generex OraflynTM can be provided to patients with

serious or lifethreatening Typml or Typm2 diabetes mellitus with no satisfactory alternative therapy

available for the treatment of diabetes and who are not eligible to participate in the Companys ongoing

global Phase Ill
pivotal

clinical trial

This Treatment IND is

open to eligible patients that comply with the inclusion/exclusion criteria of the

protocol including those who are taking currently approved anthdiabetic medications There are no oral

or injectable medications contraindicated for this IND
program



Antigen Express nc is focusGd on the development of novel immunotherapeutic nd
orop yin tc

vaccines for cancer and infectious diseases the vaccines under developnmnt utilize specific fragmc

of known pathogenic agents or markers of aisease modified by proprieriry neuris ii reuse err

immune stimulatory activity

Tire Companys most advanced compound AE3/ has been shown to be safe wl tolerated

to generate good immunological response in breast cancer patients in Phose liriical trirl hi

immunotherapeutic vaccine is currently being examined in randoniized oiitrolled Phase II study

designed to examine efficacy in breast cancer patients as well as new Phase udy in pios at

cancer patients
In addition to cancei Phase trial has been conducted to test synthetic fISN1 iii

influenza vaccine in volunteers



Immunotherapy Cancer Vaccine Platform

AE37 is an immunofherapeutic vaccine for the treatment of variety of different cancers The advantage

of this type of immunotherapy is that it has none of the toxicifies associated with classical chemotherapy

This is because it works by generating specific
immune response against protein that is present on

cancer cells and which contributes to their unregulated growth HER-2/neu protein We are currently

conducting randomized Phase II efficacy study in patients with breast cancer Roughly 60% to 70%

of breast cancers express HER-2/neu at levels qualifying them for our immunotherapeutic vaccine in

contrast to only approximately 25% that qualify for Herceptin therapy We have also completed

trial in patients with prostate cancer 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 Vaccine

The vaccine being developed by Antigen Express Inc for the potentially pandemic H5N1 and 2009

Hi Ni viruses 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 availability to at-risk populations during 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 H5N1 or Hi infection when

used alone



Additional Products

MetControITM Metformin gum

In May 2006 Generex established collaborative alliance with

Fertin Pharma A/S leading Danish manufacturer of medicinal

chewing gum for the development of rnetformin medicinal

chewing gum for the treatment of Typm2 diabetes mellitus and

obesity Results of the
fully compliant lCHGCP conducted study indicate that

MetControl and traditional Metformin tablets are bioequivolen in respect of

both the rate and the extent of systemic absorption

Glucose RopidSprayTM offers another aid to diabetics who require or need

additional glucose to their diets or doily
intake Recent studies conducted by

scientists at the University Campus BimMedico Rome Italy in conjunction

with Generex have demonstrated that Glucose RapidSprayTM used early iii

the onset of low blood
sugar episode can stop such an episode and prevent

further drop in blood glucose and the nauseous feelings that ensue

Gucose RapdSprayTM



raveNXTM 7Day Diet Aid Spray

scientifically
formulated and

dinically tested oral glucose spray designed to

fuel the mind and control sweet teeth cravings cookies and carb
cravings

i.e potato chips resulting
in saved alories It is encouraged to be used

with other diet products fat burners and weight loss plans Studies have

indoted that the uce of rave NXTM may hIp to lace body weight in obese

subjects aver short period of time

BaBOOMT1 Energy Spray

BaB0OMI Energy Spray is an instant and sustareng energy product that

pastioned as standalone energy sc1dement Typical users of BaBOOM are

thase who want that quick burst at enragy withaut averloaduig then bathes willi

extra calories and liqurds The product centaurs 30 Servings 150 Sprays and fewer

lion calories
per serving

Whether for sports work study ar lang distance travel

BaBOOM Energy Spray is easy use and convenient to stare



2009 Corporate Milestones

Received USFDA Approval of Generex OraIlynTM under the USFDAS Treatment Investigational

New Drug IND Program

Commercial launch of Generex OraI-IynTM in Algeria and Lebanon

Signed long-term insulin supply agreement
with Sanofi-Aventis Deutschland GmbH for the

manufacture and supply of recombinant human insulin crystals for commercial and clinical trial use

in Generex OrallynTM

Data presented at leading diabetes conferences such as The Endocrine Societys Annual Meeting

American Diabetes Association Scientific Sessions European Association for the Study of Diabetes

World Diabetes Congress of the International Diabetes Federation

Announces Successful Phase Ill Study Data for Generex Oral-IynTM

Pursued Regulatory Path for Application of Generex 0raIlynTM for Veterinary Market

Submitted Generex OraI.lynTM Dossier in Syria

Enrolled over 400 Patients in Phase Ill Trial of Generex OraIlynTM

Favorable Results from MetControllM Chewing Gum Bio-equivalency Study Leading to Global

Product Submissions

Raised over $1 million in fiscal 2009 and over $20 million in fiscal 2010 to date

Presented Positive Results of Phase Prostate Cancer Vaccine Trial at the American Society of

Clinical Oncology

Treatment of First Patient with its Novel Immunotherapeutic Vaccine

Launch of Crave-NXTM 7-Day Diet Aid Spray and Glucose RapidSprayM for Companion Pets

10



RAPDMST

GENEREX ORAL LYN DIABETES

GLUCOSE RAPIDSPRAY DIABETES

BABOOMI ENERGY SPRAY ENERGY

CRAVE NX DAY DIET AID SPRAY DIET

MEICONTROL METFORMIN GUM DIABETES

FENTANYL ORAL SPRAY PAIN

MORPHINE ORAL SPRAY PAIN

1MW HEPARIN ORAL SPRAY DyE

MMUNOMEDCNES

AET VACCINE BREAST CANCER

AE3I VACCINE PROSTATE CANCER

AEAI VACCINE AVIAN FLU

AL VACCINE OVARIAN CANCER

AE IG VACCINE GENETIC

AE VACCINE MELANOMA CANCER

AL VACCINE HIV

Product PIpeline

Generexs prodUd pipeline continues to grow and move forward towards commercialization We are

curiently conducting preclinical and human clinical trials using our proprietary technology platforms in

the areas of diabetes obesity pain management cancer and ovei the counter opportunities

PRODUCT DRUG DISEASE PRLCUMCAL CUMCAL MARKET

11



Generex Emerging Markets

Generex MENA Middle East North Africa has been working hard on putting fogetlie orr prehensi

distribution neiwork that covers the entire MENA
region

Generex MENA cunently has distributor ave

countries
actively seeking maiketing and sales foi ts Olb line and regulatory approvals tar its

flagshia produc

Generex Oraldyn Generex MENA has also
put together comprehensive catak

gue
of O1 roduts whi

rounds out the diabetic category including artificial sweetener blond glucose monitoring device and other en

geared towards diabetic patients Generex MENA spearheaded by experienced inai aqement is positioning
itsf

as ue multinational pharmaceutical company and aims at
increasing revenue and reguloto au stones

the year to caine

12



Corporate Information

Board of Diredors

Anna Gluskin

President and Chief Execufive Off ice

Chairperson of the Board

Rose Perri

Chief Financial Officer

Chief Operoflng Officer

Treasurer Secretory Director

John Borrutt

Independent Director

Brian McGee

Independent Director

Nob Masterson

Independent Director

Generex Subsidiary

Anfigen Express Inc

Biotech

One Innovafion Dave

Worcester MA 01605

Common Stock is traded

on the Nasdoq CM Symbol GNBT

Shareholders Meeting

July 28 2010 at 1000AM

University
of Toronto

Terrence Donnelly Centre for Cellular

and Biomolecular Research

160 College Street

Toronto ON M5S 3E1

US Counsel

Eckert Seamans Chen Mellott LIC

1515 Market Street Ninth Floor

Philadelphia PA 191 02-1 909

Canadian Counsel

Aird Berlis LIP

181 Bay Street Suite 1800

Toronto ON Canada M5J 2T9

Patent and Trademark Agents

Perry-i-Currier
Inc

1300 Yonge Street Suite 500

Toronto ON Canada M4T X3

Auditors

MSCM LiP

701 Evans Avenue 8th Floor

Toronto ON Canada M9C A3

Transfer Agent

StockTrans Broadridge Company

44 Lancaster Avenue

Ardmore PA 19003

Telephone 61 0-649-7300

Fax 610-649-1302

Shareholder Information

Investor Relaflons Department

Email info@generex.com

Telephone 1-800-391-6755

Website www.generex.com



erxB icv

000 loe 1O1 UI Ad lUhi ro III 0010

010110 ori UI
Ills II

osil no0 9000 III1I 10010 10 10110 lot otot I0l Os lOOOlss sIts Os 015 5101015005

sIlos 01110 Oly Os 01 II
11 5510 ytod 151 101001s 010 100000 s0o0 los 510011 01 II

105
010

150
rIos sos

1010151 0011 50010J 011010k rn11 tool 19 tO oils boots 05 00 100101 11000 so Osslisno

LA 00090 0100 0010 Ill

soy 00155 400 00001S01 00 sO 55

Al rod ss loOs Os 00 is 000010 51 Co s505 0110010 0510 fls

MI5


