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Callisto Pharmaceuticals (AMEX: KAL) is an emerging bio-technology company 

with a focus on developing drugs to treat various types of cancers, including leuke-

mia and multiple myeloma.  Other drugs under development focus on targeting 

inflammatory bowel disease and biodefense threats.  In the treatment of cancers, the 

Company seeks to initially focus on treating relapsed (failure of prior therapy) acute 

cancers.  Currently, the Company has two licensed drugs in the development stage, 

which include: 

• Annamycin for relapsed (or refractory) leukemia. 

• Atiprimod for relapsed (or refractory) multiple myeloma (MM). 

 

The Company’s two anti-cancer drug candidates, Atiprimod and Annamycin are be-

ing developed to treat multiple myeloma and two forms of relapsed leukemia, re-

spectively. The market for the above drugs is expected to be in hundreds of millions 

of dollars.  

 

In addition, the Company is also developing a drug to treat inflammatory bowel 

disease. As a part of the homeland defense initiative, the Company is working on 

the Superantigen Biodefense Project, to explore development of a drug and vaccine to 

protect against biowarfare agents.  

  Company Background 
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• Company has an experienced management team with proven track record of developing cancer 

drugs. 

• Callisto’s two key drug candidates, Atiprimod and Annamycin, already have FDA ‘Orphan Drug 

Status’ advantages. The status offers strong protection against competition for up to seven years follow-

ing their respective market launches. 

• For its Superantigen Biodefense Project, the Company recently received a grant of $886,000 from the 

National Institute of Allergy and Infectious Diseases (NIAID), and an earlier $1.1 million grant from the 

US Army was awarded for collaborative work on this program at Rockefeller University. The Superanti-

gen research may produce market successes in the increasingly lucrative, growing Homeland Security 

marketplace. 

• The Company has multiple, diverse drugs in its development portfolio. This reduces Callisto's de-

pendence on any single product or sector for market success. 

• The Company has exclusive worldwide licenses to develop, manufacture, use and sell Annamycin 

and Atiprimod from the M.D. Anderson Cancer Center and AnorMED, Inc., respectively. 

• The Company has recently announced lab success for SP304, the new proprietary drug under pre-

clinical development to treat inflammatory bowel diseases. 

 

Colon cancer or colorectal cancer, is the second leading cause of cancer death among men and women in 

the US and Canada. It is also the third most diagnosed cancer, excluding skin cancer.  According to the 

American Cancer Society, there will be 146,940 new cases of colorectal cancer diagnosed in the US in 

2004. Present-day forms of treatment include surgery, chemotherapy and radiation. 

 

The Multiple Myeloma Research Foundation estimates that 15,980 new cases of multiple myeloma are 

expected to be diagnosed in 2005 in the US. At present, there are more than 50,000 people in the US suf-

fering from the disease.  

 

There is currently no medical cure for ulcerative colitis. It is estimated that more than 500,000 Americans 

are afflicted with ulcerative colitis, a type of inflammatory bowel disease (IBD) that causes chronic in-

flammation of the digestive tract. The expected market size is $800 million for treatment for ulcerative 

colitis.   

  Investment Highlights 

  Industry Insight 
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• Newly Allowed Patent to Treat Inflammatory Bowel Diseases and Colon Cancer – On November 23, 

2005, the Company announced that the U.S. Patent and Trademark Office (USPTO) allowed a patent for a 

next-generation drug compound currently known by its laboratory name SP304. The patent is titled: 

‘Guanylate Cyclase Receptor Agonists for the Treatment of Tissue Inflammation and Carcinogenesis’.  The USPTO 

has allowed the patent’s key claims covering composition of matter of the SP304 drug. However, other 

claims are still pending.  In animal model studies, SP304 has been found effective in treating inflammatory 

diseases of the bowel, and in preventing benign colorectal polyps from becoming cancerous. SP304 is the 

first patented drug in a totally new category of drugs to treat inflammatory bowel diseases. Currently, the 

drug has no known side effects or toxicity. The drug is also being evaluated as a preventative measure to 

stop cancer and other diseases from developing. According to the Company, SP304 can be an effective oral 

therapy to prevent benign colorectal polyps from becoming cancerous. The Company claims that the 

newly allowed patent is a scientific and strategic milestone which will further strengthen its pipeline of 

significant drug technologies and its mission to develop new medical treatments.  

 

• Anti-Cancer Drug Atiprimod Selected for Presentation at Annual Meeting of American Society of 

Hematology – On November 22, 2005, the Company announced that the interim results from Phase I/IIa 

clinical trial  of its new anti-cancer drug Atiprimod in multiple myeloma patients was selected for 

presentation for the upcoming American Society of Hematology annual meeting. The meeting is to be held 

on December 10-13, 2005, in Atlanta, Georgia.  The treatment of multiple myeloma, which is a serious 

blood cancer, is currently incurable. This announcement comes as a significant development to the 

Company as it shows the interest of the medical community and further validates the Company’s work in 

this area.  

 

• In October of 2005, the Company announced that one of its development partners (of its anti-cancer 

drug candidate Annamycin) has created a method to manufacture the drug in a highly cost-effective 

process. The development has substantially strengthened the drug's commercial viability. The drug is 

developed in collaboration with Dr. Waldemar Priebe, the discoverer of Annamycin and Antibioticos, an 

Italy-based drug manufacturer.  It may be noted that Annamycin is a member of the anthracycline family 

of anti-cancer drugs. Such drugs are typically difficult to synthesize cost-effectively. The Food and Drug 

Administration (FDA) recently gave Annamycin ‘orphan drug’ status to treat two forms of acute leukemia. 

The designation provides the Company with specific development and commercial advantages including 

7-year marketing exclusivity at time of drug approval. 

 

• Research Collaboration with the Institute of Hepatitis Viral Research (IHVR) – In October 2005, the 

Company entered into a research collaboration agreement with IHVR. The partnership will further 

strengthen the Company’s focus on development of next-generation bio-warfare vaccines. 

Recent Key Developments 
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The Company’s business strategy focuses on the expansion of its portfolio of new drugs for global 

health care markets and advancing with its clinical and pre-clinical programs throughout 2006. It will 

lay special emphasis on its lead anti-cancer drug candidates, Atiprimod and Annamycin.  

 

For the next year the Company has announced the following strategic initiatives: 

 

• Strategic Initiative 1: To Continue Human Clinical Trials for Annamycin 

Annamycin is an anti-cancer drug candidate from the anthracycline family. It has earlier completed a 

Phase I trial in refractory leukemia patients. 

 

The Company expects to provide interim results on Annamycin clinical trials in 2006. 

 

ο Strategic Initiative 2: To Continue Further Clinical Development of Atiprimod 

 

ο Strategic Initiative 3: To Expand its Drug Portfolio 

The Company will continue seeking steps to identify new proprietary drugs and compounds that offer 

potential high-growth revenue opportunities. The Company plans to focus on developing needed medical 

therapies for cancer and other important health care markets. 

 

ο Strategic Initiative 4: To Pursue Development of SP304 for Inflammatory 

Bowel Disease 

The Company seeks to file the investigational drug (IND) application on the drug by late 2006. 

 

ο Strategic Initiative 5: To Continue Development of Superantigen Program 

 
 

   Business Strategy 
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From the recent news from the Company, it appears that Callisto is executing its strategy of 

growing its portfolio and gaining acceptance in the medical field.  However, what still re-

mains to be seen is the acceptance of its product in the market.  The Company has made a 

strong investment in R&D and is backed by an experience management team. However, its 

competitors have ample resources and may be quicker to the market.   

 

The development stage drug companies face many risks in their path to success. The reader is 

urged to read and understand the risk factors faced by Callisto, which we mentioned in our 

initiation report, available at www.BeaconEquityResearch.com. 

   Conclusion 
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Disclaimer 

Beacon Equity Research (otherwise known as BER) is an independent research firm specializing in small and 

micro capitalization companies.  BER has no investment banking or consultation conflicts thereby minimiz-

ing the inherent conflicts of interest between the research analysts and the companies they cover.  BER is not 

a registered investment advisor or broker dealer.  No information in this report should be construed as an 

endorsement to either buy or sell any securities mentioned in this report.  The analyst(s) who prepared this 

report rely on publicly available information which neither the analyst, nor BER, can guarantee to be error-

free or factually accurate.  All conclusions in this report are deemed reasonable and appropriate by the au-

thor. Beacon Equity Research has been compensated eighteen thousand dollars by Callisto Pharmaceuticals 

for a one year enrollment in its research program.  All decisions are made solely by the analyst and inde-

pendent of outside parties or influence.  The Private Securities Litigation Reform Act of 1995 provides inves-

tors a “safe harbor” in regard to forward-looking statements.  To fully comply with the requirements of this 

law, BER cautions all investors that such forward-looking statements in this report are not guarantees of 

future performance. Unknown risk, uncertainties, as well as other uncontrollable or unknown factors may 

cause actual results to materially differ from the results, performance or expectations expressed or implied 

by such forward-looking statements.  Investors should exercise good judgment and perform adequate due-

diligence prior to making any investment.  In accordance with the “Standards for Independent Research 

Providers” issued by the FIRST Research Consortium, BER makes the following assertions: ratings and price 

targets in this report should not be construed as recommendations or stock price predictors.  Conflicts are 

inimical to credible professional research; however, the analysts responsible for this report publicly state 

that they do not own a stake in any of the companies covered in this report.  Neither they nor principals of 

this research provider are permitted to trade any form of equities of companies being covered prior to re-

search being initiated. 

 

Readers of this report are urged to use due diligence in any purchase of security list herein.  Readers should 

consult the Company’s SEC filings as well as our initial report on the firm to better understand the inherent 

risks associated with this security.  Uncontrollable or unknown factors may cause actual results to materially 

differ from the results, performance or expectations expressed or implied by such forward-looking state-

ments.  Investors should exercise good judgment and perform adequate due-diligence prior to making any 

investment. 
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Shailesh is co-founder of Advanced Investment Mechanics. Prior to establishing AIM, Mr. Dhuri worked for 
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