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Callisto Pharmaceuticals (AMEX: KAL) is an emerging biotechnology 

company with a vision to develop drugs to treat various types of cancers 

(leukemia, multiple myeloma and osteolytic bone disease).   For the 

treatment of cancers, the Company wants to initially focus on treating 

relapsed (failure of prior therapy) acute cancer.   Currently, the Com-

pany has two licensed drugs in the development stage, including: 

1) L-Annamycin for relapsed acute leukemia. 

2) Atiprimod for relapsed multiple myeloma (MM) and bone resorption.  

 

In addition, the Company has other drug compounds currently under 

development such as a potential drug to treat ulcerative colitis.    

The Company operates through two subsidiaries, Callisto Research 

Labs, LLC and Synergy Pharmaceuticals Inc.  In addition, the Company 

has exclusive worldwide licenses to develop, manufacture, use and sell 

Annamycin and Atiprimod from AnorMED Inc and M.D. Anderson 

Cancer Center. 

  Company Background 
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December 5th, 2005 – The Company announced it has launched its first clinical trial of L-Annamycin for 

the treatment of relapsed or refractory acute lymphocytic leukemia (ALL) in adult patients.  The trial is 

being undertaken at The University of Texas M. D. Anderson Cancer Center in Houston, Texas.  This is 

the critical step for the Company to bring the potentially life-saving drug to the marketplace.   

 

This clinical trial is the first time researchers will be able to fully test the drug on a significant population 

of adult patients with difficult-to-treat relapsed or refractory cases of acute lymphocytic leukemia.   The 

first patient with refractory or relapsed ALL entered the Phase I/II trial on December 1, 2005.  Manage-

ment believes that further clinical trials will have robust results regarding L-Annamycin's improved effi-

cacy and safety.  Hopefully, these results will lead to a rapid approval of this drug for the tens of thou-

sands of ALL patients worldwide whose condition is worsening. 

 

This single-arm, open-label L-Annamycin trial is designed to enroll approximately 12 patients in the 

dose escalation of the Phase I portion and, subsequently, 10 patients at a final fixed dose in the Phase II 

portion.  Up to 34 adult patients will be treated in this single-arm trial.   

 

We completed a comprehensive financial valuation of L-Annamycin in our initial report.  The reader 

should note that the estimated valuation will increase once each of the clinical trials is completed suc-

cessfully. In that regard, the commencement of a well-defined clinical trial is the first step towards it. 

Also, it is important to note that the Company has chosen to do the clinical trials at a well-renowned 

medical hospital—not at a clinical trial specialist commercial entity.  

 

Recent press reports have been mentioning various possible mal-practices which happen at paid-for 

clinical trial centers. One could expect that utilizing a renowned cancer hospital significantly reduces the 

risk of possible erroneous results in clinical trials. This significantly reduces the risk of possible wrong 

results in clinical trials. The readers may also be aware of recent withdrawals of block-buster drugs due 

to side effects which were not traced in clinical trials. There is a view that this “non-capture” of side ef-

fects can be strongly related to the use of commercial clinical trial centers.  

 

 December 8th, 2005 – The Company announced the formation of an  Intellectual Property Division to in-

crease growth and marketability of its new drugs in the pipeline.  The expansion of its intellectual prop-

erty portfolio is an excellent strategy as it maximizes the Company’s revenue and further strengthens its 

mission.  The Company’s business strategy is to expand and protect intellectual property assets.  There 

are many products currently in the pipeline and this new initiative will help to continue to build the 

portfolio of drug technologies. 

 

  Key Recent Developments 
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The chart below (updated from Company website) depicts the key drugs and indications that the 

Company proposes to treat.  It also shows the development stage of each drug.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

The Company’s initial clinical focus is on developing two cancer related drugs, namely L-Annamycin 

and Atiprimod.  The L-Annamycin drug is to treat relapsed leukemia; and Atiprimod is intended to 

treat relapsed multiple myeloma (MM).  L-Annamycin, a drug from the anthracycline family, earlier 

completed a Phase I trial in refractory leukemia patients and was recently granted orphan drug status 

from the FDA to treat both acute lymphocytic and acute myelogenous leukemia. 

 

The Company’s business strategy involves commencing a trial of L-Annamycin in adult “relapsed 

ALL” patients at The University of Texas M.D. Anderson Cancer Center.  Recently, on December 5th, 

2005, the Company announced the launch of its first clinical trial for the treatment of relapsed or 

refractory acute lymphocytic leukemic in adult patients.   

 

Development Pipeline at a Glance 

1

DRUG &   PRECLINICAL                   HUMAN CLINICAL STUDIES
INDICATION I/IIa IIb

L-ANNAMYCIN
Relapsed ALL Began - Dec. 1 2005
Relapsed AML
Pediatric ALL

ATIPRIMOD
Multiple myeloma

GCRA (SP304) *Newly allowed patent on first in-class
Ulcerative colitis drug to treat GI diseases announced

on 11-28-05

SUPERANTIGEN PLATFORM
TSS Mab

6343 Peptide
(vaccine)

CALLISTO PIPELINE

April, 2005 – received $886 K

Grant from NIAID

Clinical & animal data 
at ASH in Dec. 2005
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 Atiprimod is a small-molecule, orally-ingested drug with antiproliferative and antiangiogenic activity. 

On May 25, 2004, the Company commenced a Phase I/IIa clinical trial of Atiprimod in relapsed multi-

ple myeloma patients at The University of Texas M.D. Anderson Cancer Center (Houston) and The 

Dana-Farber Cancer Institute (Boston).  In January of 2005, it announced the addition of two clinical 

sites to the Phase I/II trial.   Atiprimod received orphan drug status in 2004.  

 

 

The market size for drugs targeting relapsed AML and ALL, and relapsed multiple myeloma are esti-

mated to be $150 million and $200 million per year, respectively ($350 million combined). 

 

The most common types of leukemia in adults are acute myelogenous leukemia (AML), with an esti-

mated 11,960 new cases this year, and chronic lymphocytic leukemia (CLL), with some 9,730 new 

cases this year. Chronic myelogenous leukemia (CML) is estimated to affect about 4,600 persons this 

year. Acute lymphocytic leukemia (ALL) will account for about 3,970 cases this year. Other unclassi-

fied forms of leukemia account for the 4,550 remaining cases.  The table given below shows the num-

ber of cases suffering from acute myelogenous leukemia and chronic lymphocytic leukemia.  The table 

below shows the estimated number of new people suffering with leukemia and the number of deaths 

by gender in the US and Canada as of 2005.  The figures are rounded to the nearest 10. 

 

 

  Industry 

 US Cancer Data Estimated New Cases 2005 Estimated Deaths 2005 

  Both Sex Male Female Both Sex Male Female 

              

Leukemia 34810 19640 15710 22570 12540 10030 

Acute Lymphocytic Leukemia 3970 2180 1790 1490 850 640 

Chronic Lymphocytic Leukemia 9730 5780 3950 4600 2520 2080 

Acute Myelogenous Leukemia 11960 6530 5430 9000 5040 3960 

Chronic Myelogenous Leukemia 4600 2640 1960 850 430 420 

Other Leukemia 4550 2510 2040 6630 3700 2930 

              

Canada Cancer Data             

              

Leukemia 4000 2300 1700 2200 1300 940 
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 Myeloma may be called by several names, including plasma cell dyscrasia, plasma cell myeloma, mye-

lomatosis and multiple myeloma.  An estimated 15,980 new cases of myeloma will be diagnosed in the 

United States in 2005.  The table below shows the estimated number of new cases suffering with multi-

ple myeloma as well as the number of deaths by gender in the US and Canada as of 2005.  The figures 

are to the nearest 10. 

 

The business of drug development faces various risks. The reader is advised to refer to the risk factors 

mentioned in our initial report, which is available at www.BeaconEquityResearch.com. 

US Cancer Data Estimated New Cases 2005 Estimated Deaths 2005 

  Both Sex Male Female Both Sex Male Female 

              

Multiple Myeloma 15980 8600 7380 11300 5660 5640 

              

Canada Cancer Data             

              

Multiple Myeloma 1850 1000 850 1250 680 590 
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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. 

 
 

Shailesh Dhuri, CFA - Senior Analyst 

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

the treasury team at Credit Agricole Indosuez, where he was responsible for bond trading, ALM and trans-

fer pricing. Before moving to Credit Agricole, Shailesh headed the trading desk of one of the primary deal-

ers of Indian Government Bonds. Shailesh started his career with Unit Trust of India, where he held various 

assignments, including launch of the first money market mutual fund in India, heading the treasury desk of 

the fund. Shailesh is holds an MBA from the Indian Institute of Management, Bangalore. In addition, he 

holds CFA qualification from ICFAI, FRM qualification from GARP, PRM qualification from PRMIA, and 

Cost Accounting qualification from ICWAI. 

 

All material contained in this report is the sole property of Beacon Research Partners, LLC.  
No information contained herein may be copied or reproduced in any manner without the 

express written consent Beacon Research Partners, LLC. 

 


