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Statements made during the course of this presentation that state the Companyôs 
or managementôs intentions, hopes, beliefs, expectations or predictions of the 
future are forward -looking statements. It is important to note that the Companyôs 
actual results could differ materially from those projected in such forward - looking 
statements.  This presentation only highlights some of the progress CEL -SCI has 
made to date.  It is not meant to be a complete document as it forms only the 
visual basis of the companyôs presentation.  

Additional information in general and concerning factors that could cause actual 
results to differ materially from those in the forward - looking statements is 
contained from time to time in the Companyôs SEC filings, including but not 
limited to the Companyôs report on Form 10-K/A for the year ended September 
30, 2008. Copies of this presentation may be obtained by contacting the 
Company.

SEC Disclaimer
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ÅName of Company:                                            CEL -SCI Corporation

ÅLocation: Washington, D.C. (USA) metro area

ÅStock symbol:                                                        NYSE AMEX: CVM

ÅAverage daily trading volume, last 90 days:                 over 10 million

Å52 week range: $0.14 - $2.10

ÅCash on hand: About $34 million

CEL- SCI Stock Summary
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Three business units:

1) Phase III non - toxic cancer immunotherapy Multikine ® designed to make  the 
first cancer treatment more successful.  Multikine, is a patented, defined 
mixture of cytokines used to treat head and neck cancer.  Cytokines regulate 
our immune system.

2) Treatment vaccines for multiple diseases representing unmet medical needs: 

H1N1 treatment for hospitalized patients and 

rheumatoid arthritis vaccine.

3)   Unique contract manufacturing services to build revenue stream.

Summary Company Overview
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Key recent developments:

1) Raised in excess of $40 million during the past few months.

2) Preparing to start the Phase III clinical trial of cancer drug Multikine.

3) US FDA told CEL -SCI that it can proceed with its first clinical trial for H1N1 
hospitalized patients.

Summary Company Overview
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Summary of strategy for short, medium and long term value creation

Unique Value Creation

Short term: 

Å Launch Phase III clinical trial for cancer drug Multikine.

Å Develop a potential treatment for H1N1 hospitalized patients.

Medium term: 

Å Establish strong revenue stream through contract manufacturing services.

Å Sell Multikine in certain countries around the world as an approved product or 
under a named patient program to defray Phase III clinical trial expenses.

Long term:

Å Approval of Multikine as a first line therapy world -wide.



Product Pipeline

CANDIDATE PRECLINICAL PHASE I PHASE II PHASE III SALES

MULTIKINE 

Head and Neck Cancer (first - line)

Cervical Cancer

Prostate Cancer

L.E.A.P.S. Technology

H1N1 Flu

Rheumatoid Arthritis CEL -2000

Malaria

Viral Encephelities

Herpes
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L.E.A.P.S. TECHNOLOGY

L.E.A.P.S. Technology

L.E.A.P.S. (Ligand Epitope Antigen Presentation System):

A patented, T -cell modulation, peptide epitope delivery technology which can 
preferentially direct immune response to a cellular (e.g. T -cell), humoral 
(antibody) or mixed pathway.

This allows CEL -SCI to program the correct immune response to a disease.

Protection in various animal challenge models has been shown against a 
variety of diseases such as herpes virus, viral encephalitis, malaria, etc.
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H1N1 CAN BE A DEADLY DISEASE 

L.E.A.P.S. Technology

H1N1 is like 2 separate diseases:

ÅMajority: Mild symptoms

ÅMinority: Life threatening illness

Presidential Report on H1N1, August 7, 2009 :

Å300,000 Intensive Care Patients in US

Å30,000 - 90,000 deaths
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WHY H1N1 CAN BE SO DANGEROUS

L.E.A.P.S. Technology

The Washington Post, Washington, D.C., October 17, 2009:

ñé.H1N1 is different from typical flu viruses in crucial ways ïmost notably in 
its ability to penetrate deep into the lungs and cause viral pneumonia.ò

ñIt is not like seasonal influenza.ò ñChildren, teenagers, pregnant women and 
young adults are the most common victims.ò

Importance of risk factors for severe sickness and death: Worldwide 1/3 of 
patients had known risk factors, 2/3 did not.  

Discovery of a new risk factor: ñbeing femaleò.  Women are hit 
disproportionately hard.

ñIt is like the Avian Flu on steroids,ò said Sherif Zaki, Chief of Infectious  
Disease Pathology at the CDC.

ñThe rapidity of it is striking,ò said Andrew R. Davies, deputy director of 
intensive care at Alfred Hospital in Melbourne, Australia. 
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WE FOCUS ON THE PATIENTS FIGHTING FOR THEIR LIVES

L.E.A.P.S. Technology

Wall Street Journal, October  13, 2009, Front Page (based 
on Journal of American Medical Association article):

ñé.the studies showed that the proportion of severely ill patients who died 
from H1N1 varied from 17% in Canada to 41% in Mexico.ò

ñThe patients deteriorated very rapidly after entering the hospital, struck by 
severe viral pneumonia, and then respiratory failure, shock and organ 
failure.ò

Percentage of critically ill patients was about 3.9% in Canada.
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IS H1N1 A ONE YEAR PHENOMENON OR HERE TO STAY?

L.E.A.P.S. Technology

World Health Organization (WHO) classified H1N1 a Pandemic Level 6.

H1N1 is now a world -wide virus with high transmissibility.  It cannot be 
contained except for forced vaccination world -wide.

This massive vaccination is not possible because:
1) There is not enough vaccine and
2) so far, there appears to be a general unwillingness among many people   

to take the vaccine.

The H1N1 virus is a flu virus.  Flu viruses mutate rapidly leading to the 
requirement for a new flu vaccine every year.  This will likely apply to H1N1 
as well.

H1N1, as a swine virus, infects animals such as pigs and turkeys.  This 
presents the possibility of the creation of new H1N1 viruses through 
exchange of genetic material with various animal viruses (e.g. avian flu 
H5N1).
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CEL-SCIôs DENDRITIC H1N1 TREATMENT

L.E.A.P.S. Technology

Market size for CEL -SCIôs dendritic H1N1 treatment:

Every hospitalized H1N1 patient since it is not possible to predict the final 
outcome of the disease.

The total number of hospitalized infections is a function of the number of 
new infections and the number of severe infections.

Assumptions:

$10,000 per treatment                                     $15,000 per treatment

100,000 patients 100,000 patients

$1 billion market size $1.5 billion market size

It is usually much faster to receive marketing approval for a treatment 
addressing an unmet medical need than it would be for a preventive 
vaccination, or even a treatment not addressing an unmet medical need.  
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CEL-SCIôs DENDRITIC H1N1 TREATMENT

L.E.A.P.S. Technology

Numerous collaborations with government agencies and universities, as well 
as government grants for various L.E.A.P.S. projects, have given CEL -SCI 
scientists a strong basis of knowledge from which to develop the L.E.A.P.S. 
dendritic H1N1 treatment for hospitalized patients infected with H1N1 virus.

How does the dendritic H1N1 treatment work?

The dendritic H1N1 treatment causes the maturation of monocyte white blood 
cells into dendritic cells that can direct and activate the subsequent immune 
response against H1N1 infected cells with minimal peripheral damage which 
we speculate will lead to increased survival among hospitalized H1N1 
patients.
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Other discoveries by CEL - SCI scientists:

L.E.A.P.S. rheumatoid arthritis candidate CEL -2000:

ÅCEL-2000 was tested in a well established animal model of rheumatoid 
arthritis and compared to Enbrel ® , a leading treatment for people with 
rheumatoid arthritis.

ÅThe tests showed that CEL -2000 is equivalent or possibly superior to 
Enbrel in slowing disease progression and lessening symptoms in mice.

ÅIn addition, the vaccine has the potential to require fewer and smaller 
doses, be less toxic, more disease specific and much less invasive.

Rheumatoid arthritis vaccine - CEL- 2000

L.E.A.P.S. Technology



ÅCancer immunotherapy is the process of enhancing the immune system to fight 
cancer.

ÅIt represents the 4 th way of treating cancer, the other ways being surgery, 
radiation and chemotherapy.

ÅFor the past 5+ years cancer immunotherapy treatments experienced a 
number of failures.  This caused cancer immunotherapy companies to become 
orphaned by the investment community.

ÅHowever, very recently, successes in immunotherapy have proven that it is 
possible to use the immune system to successfully fight cancer.  The 
investment community is now starting to show interest in cancer 
immunotherapy companies again.

ÅDendreon Corp. (DNDN) proved in May 2009 that its immunotherapy drug 
could significantly increase the survival of advanced prostate cancer patients 
(52 week range: $2.55 - $30.00).

Cancer Immunotherapy: its time has finally arrived
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Multikine is a next generation immunotherapy because:

ÅIt is given prior to surgery, radiation and chemotherapy and should therefore 
have an even greater chance of success since these patients still have a 
healthy immune system that can be activated to fight the cancer.  

ÅMultikine attacks the tumor in more than one way:

Å Causes a direct, targeted killing of tumors

Å Acts on multiple targets on the cancer cell

Å Activates the immune system to produce a more robust and sustainable 
anti - tumor response

Å Renders residual tumor cells susceptible to radiation or chemotherapy

Cancer must be attacked on several fronts simultaneously to eliminate it

Multikine is a next generation immunotherapy
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Å Multikine success in Phase I and II clinical trials

Å Safe and non - toxic in 220 patients

Å 12% of patients have NO TUMOR LEFT after 3 week treatment

Å 50% fewer tumor cells in treated group after 3 week treatment

Å 33% improvement in overall survival over standard of care treatment at 
median 3.5 years in key Phase II study
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Our flagship product Multikine



Head and neck cancer is one of the most prevalent cancers in the world with about 
650,000 new cases annually.

Å Multikine would be approved for newly diagnosed head and neck cancer 
patients.

Å Approval means inclusion of Multikine in standard of care treatment along 
with the first treatment of surgery, radiation and chemo (first line standard 
of care).

Å Sales of several billion dollars should be achievable.

Multikine

Initial target market
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Multikine

- Dendritic cells
- Neutrophils
- CD-4+ T -cells ŷ
- CD-8+ T -cells Ź

Tumor

Lymph nodes

2. Direct attack on micro mestastases

3. Tumor releasing antigens to lymph nodes

4. Direct activation of lymph nodes

5. Antitumor response from lymph nodes to tumor

1. Direct attack on tumor

You must kill the micro metastases around the tumor and the lymph nodes!
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Timar et al.,  Journal of Clinical Oncology 23(15) May 20, 2005.

Multikine

Lymphoproliferative
(e.g., IL-2)

Antigen Presenting Cells 
(Dendritic Cells, Macrophages)
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CD4 + T Cells
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Multikine
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Mechanism of action
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* Talor et al., ASCO Annual Meeting Proceedings 22(14S): 189S, 2004

-and-

Timar et al., Journal of Clinical Oncology 23(15) May 20, 2005
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Multikine Treatment - A Paradigm Shift in Tumor Microenvironment

Multikine Treatment Effect on Host CD4 and CD8 Tumor Infiltrating Cell Density in OSCC

(Locally Advanced Primary H&N Cancer)



Multikine

Histological appearance of necrosis in Oral Squamous Cell Carcinoma (OSCC) [HE 

staining]:

Non-Multikine treated Multikine treated

Non-Multikine treated : Lack of necrosis in the epithelial nests of OSCC 

Multikine treated : Entire cancer nest is necrotic and filled with debris and leukocytes

Timar et al., Journal of Clinical Oncology 23(15) May 20, 2005 

Oral Squamous Cell Carcinoma

(Locally Advanced Primary H&N Cancer)

Treatment effect  -- Breaking tumor tolerance for an effective immune response
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ÅSafe and non - toxic in 220 patients

Å12% of the patients had no tumor left after 3 week treatment with 
Multikine

Å50% reduction in the number of tumor cells before any other treatment 
following 3 week treatment with Multikine

Resulting in a:

Å33% improvement in overall survival over current standard of care 
at 3.5 yrs 

Multikine

STANDARD OF CARE 
(SOC) +/ - ALL OTHER 

TREATMENT 

MODALITIES

MULTIKINE + 
STANDARD OF CARE

% IMPROVEMENT OVER 
SOC

Median overall survival
(at 3.5 years)

47.5% 63.2% 33.1%

Strong suggestions of clinical benefit and no toxicity from Phase II results 
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Å Advanced primary (not yet treated) head & neck cancer represents an unmet 
medical need (about 50% of the patients die within 3 years following treatment) 
with minimal progress over the last 50 years

Å One pivotal global 800 patient Phase III trial for marketing approval

Å Phase III study cleared to go ahead by US FDA and Canadian regulators

Å Primary endpoint: Overall Survival

Å Areas of enrollment: Americas, Europe and Asia

Å Comparison between standard of care treatment (SOC) group vs. Multikine plus 
SOC

Å Per the FDA, the study requires a 10% improvement in overall survival, while 
Multikine achieved a 33% improvement in overall survival in Phase II.

The last test for Multikine

A clear path to approval
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The most common reasons for Phase III study failures or failure to receive approval 
to sell a drug, other than the drug not working, are:

1. Phase III study not reviewed by FDA and not acceptable to FDA: 

Our Phase III study was reviewed in detail and we made changes based on 
FDAôs comments prior to commencement of the Phase III trial.

2. Study too small:

Our study will enroll 800 patients, a very large number.

3. Clinical endpoint not relevant:

We follow overall survival of the patients, the gold standard.  The clinical 
endpoint cannot be more relevant.

4. Change in treatment protocol between Phase II and Phase III without                                                          
additional studies: 

We have made no changes.  Therefore we expect the Phase II results to be 
representative of the results one can expect in the Phase III trial.

5. Insufficient attention to manufacturing issues: 

We have validated our manufacturing process and built a dedicated 
manufacturing facility for Multikine.

Multikine: the final study

How we attempt to reduce the risk of failure of our Phase III trial
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Why do we believe that Multikine will get to market?

Å We avoided the common problems listed on the page before.

Å All clinical indicators support the finding of increased survival in Phase II.  

Å 10% increase in overall survival needed for Phase III success is much smaller 
than the 33% increase seen in Phase II.

Å No toxicity issues.

Å No safety issues.

Å Clear unmet medical need.

Å FDA granted Multikine Orphan Drug status in the USA.

Multikine

Why do we expect Multikine to succeed?
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Current Corporate Partners participating in the Phase III trial:

Å Teva Pharmaceuticals

Å Teva will run and pay for part of the Phase III trial in Israel
Å Revenue share upon sale

Å Orient EuroPharma of Taiwan

Å OEP will run and pay for part of the Phase III trial in Taiwan and Hong Kong
Å Revenue share upon sale

Multikine Phase III Partners
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Patents and other protection for Multikine:

ÅComposition of matter patent protection until 2024

ÅUS Patent # 6,896,879

ÅAdditional patent applications world -wide

ÅProprietary manufacturing and quality control know -how (most important 
since Multikine is a complex biologic and impossible to copy)

ÅOrphan drug status in US grants 7 year market exclusivity

Multikine

Intellectual property protection
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ÅH1N1 hospitalized patients are at severe risk of death.  Clinical improvement for 
these patients should be very important to the regulatory agencies and may 
result in an accelerated approval.

ÅCEL-SCIôs financial position allows it to self-fund the Phase III clinical trial, 
creating the best scenario for a potential partnering deal.

ÅThe focus on near term revenue generation with the $22 million plant reduces 
risk.

ÅEarly Multikine sales during Phase III trial reduce risk.

ÅMultikine addresses a real unmet medical need and every possible step to 
remove risk has been taken. 

ÅCancer immunotherapy is finally proving itself and opening a whole new way of 
treating cancer patients.

ÅThe open label Phase III study has many exciting opportunities for news flow 
during the study.  

Multikine Summary

Low risk / High return
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Å Contract manufacturing:

Å Fill and finish facility is needed for Multikine, but, once the Phase III is 
launched,  only a few weeks per year during the Phase III trial.  
Therefore, we will offer this unique facility for contract work.

Å We can offer room temperature aseptic vial filling to mainstream 
companies, but we have a unique service (4 degrees Centigrade cold 
filling) being offered to the developers of the newer drug classes like 
biologics.

Å Almost all biologics need and benefit from cold fill or else they lose 
biological activity.  Use of a cold fill for these new medicines will save 
time and money.

Contract Manufacturing
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New Manufacturing Facility Near Baltimore, MD

Future Lab Expansion SpaceTypical Controlled Environment Lab/Manufacturing

No pictures of the fill room will be shown since it uses unique and proprietary technology 
developed by CEL - SCI over the last 10 years Class 7 Room



GMP Autoclave and Depyro oven Load - in side GMP Autoclave and Depyro oven Discharge Clean side

ISO Class 8 room ISO Class 5 Room

Manufacturing Facility


