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

with a clear vision to develop drugs to treat various types of cancers, including 

leukemia, multiple myeloma and osteolytic bone disease.  In the treatment of can-

cers, the Company wants to initially focus on treating relapsed (failure on prior 

therapy) acute cancer.  Currently, the Company has two licensed drugs in the de-

velopment stage, which include:  

 

1) Annamycin for relapsed leukemia.  

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

 

In addition, the Company has other drug development initiatives such as a drug 

which can be used as a vaccine against staphloccoucus Streppocossous – which 

can be aerosolized and used as bio-weapons.   

 

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 Atipri-

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

  Company Background 
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Callisto Pharmaceuticals Development Pipeline at a Glance 

 

The chart below shows the key drugs and indications that they propose to treat. It also shows the devel-

opment stage of each drug. The readers will find more information on this pipeline in the remaining sec-

tions of this report. 

 

Source: Callisto Pharmaceuticals 
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The pharmaceutical industry has always been one of great risk and 

reward.  The amount of research dollars a pharmaceutical company 

spends to develop a drug in today’s market is quite considerable, but the 

payoffs can be tremendous.  Conversely, if the development of a major 

drug does not meet projections, the investment may suffer greatly. 

 

Callisto Pharmaceuticals (AMEX: KAL) presents an interesting story and 

has fundamentals normally not found in other small, development-stage 

pharmaceutical firms.  Investors should note that it is quite diversified 

for an emerging firm with multiple drugs currently under development.  

Larger drug companies like Merck (NYSE: MRK) and Eli Lilly (NYSE: 

LLY) are able to maintain relatively steady growth because their 

investment dollars are spread out over several drug products.  Smaller 

firms that are heavily dependent on one or two drug development 

projects can suffer large swings which could permanently impair the 

company.  Callisto, though small, has enough projects in its pipeline to 

create a reasonable comfort zone, and great potential for profit for its shareholders.  

 

Shareholders should view Callisto as one for the long haul and expect to record revenues several 

years in the future rather than tomorrow.  The fact that the Company's recent private placement of 

$4.8 million was funded by existing Callisto shareholders speaks well regarding the confidence level 

of company management.  Callisto's portfolio contains two anti-cancer drug candidates, Atiprimod 

and Annamycin.  These may one day prove to treat some of the worst forms of cancer in patients who 

have stopped responding to other treatments.  These innovative drugs may one day have a major 

impact on the cancer treatment market in general, not to mention the patients who have lost hope  

and may be able to continue their battles with these powerful treatments.  

 

Callisto has been fortunate to receive two "orphan drug" designations from the FDA.  This 

designation is designed to encourage the development of drugs to treat rare diseases.  This 

designation gives Callisto seven years of market exclusivity within the U.S. during which the FDA 

will not accept or approve any other applications to market the same product for the same 

therapeutic indication.  Callisto also receives market protection for Annamycin for the treatment of 

Acute Myeloid Leukemia (AML) as well as for the treatment of Acute Lymphoblastic Leukemia 

(ALL). The orphan drug designation protects Callisto's significant investment, not just through 

  Overview 

Callisto Pharmaceuticals 

ringing the opening bell of 

the American Stock Ex-

change on January 18, 

2005. 
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 protection, but also through tax credits, eligibility for research grants, and other government incentives 

such as regulatory agency assistance on review of clinical protocols and a waiver of the Prescription 

Drug User Fee Act (PDUFA) filing fee.  Even though Callisto is a very small player in the enormous 

pharmaceutical market, advantages such as the orphan drug designations should enable it to compete 

more effectively.  

 

Because of the time involved in research and in obtaining government approval to market drugs, phar-

maceutical companies must be in business many years before they earn their first revenues.  Callisto 

has yet to realize any revenue from its operations, and it will likely take several more years before this 

may occur.  Keeping that in mind, investors who can tolerate volatility and risk, and have the patience 

to hold a stock for several years, should keep a close eye on this Company as it may prove to be a huge 

success for its shareholders. 

 

• Development stage company with multiple drugs in its portfolio, thus reducing dependence on 

any one drug for its success. 

 

• The key development stage drugs have received “orphan drug” status,  enabling the Company to 

ward off competition for the first seven years after their potential launches. 

 

• The key drug initiatives focus on treatment of cancer, which can potentially address a large global 

market in the next few years. 

 

• Initial focus on treating relapsed / refractory cases of cancer for the key development stage drugs.  

This is a good market entry strategy, which: 

 

• Lowers the threat of competition, as the Company plans to treat cases where existing 

drugs have failed to produce results. 

 

• Some of the Company’s drugs can enter the market as a third line of treatment mainly 

for treating refractory cases, thus lowering the risk of consumer litigation. 

 

• The valuable experience in use as a second or third line of defense can be used to ad-

vance the case to use these as main drugs some time in the future, thus expanding the 

market opportunities available. 

   Investment Highlights 
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1. Annamycin 

 

Annamycin was originally developed by scientists at The University of Texas, M.D. Anderson Cancer 

Center.  The Company entered into a worldwide exclusive agreement in August of 2004 with the M.D. 

Anderson Cancer Center to develop, manufacture and commercially market Annamycin.    

 

 

 

 

 

 

 

 

 

 

 

 

 

(SOURCE: COMPANY DATA) 

 

Definitions 

Leukemia is the cancer of the blood and bone marrow.  It literally means "white blood" in Greek.  It 

represents an abnormal rise in white blood cells of people afflicted with this cancer. 

 

The term relapsed means the disease has returned even after undergoing a full normally recommended 

regiment of treatment. Hence, the relapsed cases may require different drugs.  

 

The term refractory means a disease which has not been cured even at the relapse level. In such cases, 

the mortality rate is very high. 

 

 

   Description of Drug Pipeline 

 

POTENTIAL USES 

OF ANNAMYCIN  

RELAPSED  

ACUTE MYELOID 

LEUKEMIA 

PEDIATRIC ACUTE 

LYPHOBLASTIC 

LEUKEMIA 

RELAPSED ACUTE 

LYPHOBLASTIC 

LEUKEMIA 
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Details on Annamycin 
 

Annamycin is a drug from the anthracycline family and has earlier 

completed a Phase I/IIa trial in refractory leukemia patients.  The drug 

was developed to address limitations associated with other anthracy-

clines.  According to the Company, Annamycin circumvents multiple 

drug resistance, shows decreased cardiotoxicity, and achieves greater 

than 95 percent incorporation into liposomes, providing a favorable 

means of drug administration. 

 

As already mentioned, this development stage drug, Annamycin, has completed Phase I/IIa trials in 

refractory leukemia patients.  The Company now  plans to commence a trial of liposomal Annamycin 

in adult relapsed ALL patients at The University of Texas, M.D. Anderson Cancer Center.  The Com-

pany’s strategy is to initially introduce the product to market for relapsed and refractory cases only. 

 

In June 2005, the Company announced that it received notification from the FDA of orphan drug des-

ignation for the Company's drug candidate Annamycin, which is intended for use in the treatment of 

Acute Myeloid Leukemia (AML) and Acute Lymphoblastic Leukemia (ALL).   

 

Orphan Drug Designation  

 

Orphan drug legislation was passed in 1983 to provide incentives to 

drug makers to produce therapies which afflict small market diseases.  

A disease qualifies as an orphan drug disease if:  

• It affects less than 200,000 people in the US  

• Is life-threatening  

• Has no current definitive therapy  

 

The orphan drug designation entitles Callisto to seven years of market exclusivity in the United States, 

provided Callisto continues to meet certain conditions established by the FDA.  During the seven-year 

exclusivity period, the FDA will not accept or approve other applications to market the same medici-

nal product for the same therapeutic indication. This exclusivity period can help the Company to ac-

quire a significant market share in a limited sized market, thus helping achieve long-term profitability. 

 

For products designated as orphan drugs, the government not only provides market protection for the 

developing company, but also provides certain tax credits, eligibility for research grants and protocol 

assistance, opportunities for regulatory agency assistance on review of clinical protocols and waiver of 

the Prescription Drug User Fee Act (PDUFA) filing fee.  
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 A single-agent clinical trial of Annamycin in adult relapsed ALL patients is expected to proceed 

shortly.  The Company further plans to initiate a clinical trial of Annamycin in combination with Ara-

C in adult relapsed AML patients. 

 

 

2. Atiprimod 

 

Introduction: 

The development of this drug originated with a partnership between AnorMED and SmithKline 

Beecham.  In August 2002, the Company’s wholly owned subsidiary, “Synergy,” entered into a world-

wide license agreement with AnorMED, Inc., to develop, research, sell and commercially exploit Ati-

primod patent rights.   

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
(SOURCE: COMPANY DATA) 

 

Definitions 

Myeloma is a cancer that arises in plasma cells — a type of white blood cell — which is usually in the 

bone marrow.  

 

Multiple myeloma means a cancer that develops in several places at the same time. 

 

Bone resorption refers to the wearing away of bone tissue, which can eventually lead to osteoporosis or 

fractures. 

 

 

Details of Atiprimod 

Atiprimod is a small-molecule, orally ingested drug with antiproliferative and antiangiogenic activity.  

Antiproliferative means the inhibition of tumor growth and antiangiogenic means the inhibition of new 

blood vessel growth.   

 

POTENTIAL USES 

OF ATIPRIMOD  
 

MULTIPLE  

MYELOMA 

BONE  

RESORPTION 
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 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 2005, it announced two additional Phase I/IIa clini-

cal trials sites.  These sites include the Rosewell Park Cancer Institute in Buffalo, New York, and St. 

Vincent’s Comprehensive Cancer Center in New York, New York.    

 

Callisto announced that Atiprimod was given orphan drug status by the FDA on January 6, 2004, for 

the multiple myeloma indication.  This status will include benefits similar to those mentioned for An-

namycin. 

  

 

3. Guanylyl Cyclase Receptor Agonist Technology: SP304 

 

The Company’s guanylyl cyclase receptor agonist (GCRA) program is focused on the control of cyclic 

GMP, an important second messenger involved in key cellular functions that are tied to inflammation, 

anti-tumorigenic responses and/or cellular death (apoptosis).  The Company’s drug candidate, 

“SP304,” has the potential to treat Ulcerative Colitis.  This program has received two small business 

investigational research (SBIR) grants from the National Cancer Institute (NCI).    

 

Ulcerative Colitis is a serious disease that causes ulcers and irritation in the inner lining of the colon 

and rectum. 

 

 

 

4. Superantigen Program - defense against bioterrorism: 

 

The Company has an exclusive license agreement with Rockefeller University to research, develop, sell 

and commercialize peptides and antibodies which are useful in treating toxic shock syndrome and 

septic shock.  The Company is developing a monoclonal antibody and a peptide that prevent the un-

regulated activation of T-cells by a wide range of bacterial toxins (superantigens).  It is exploring the 

development of monoclonal antibodies as a therapeutic agent to treat civilians and military personnel 

exposed to superantigen-mediated bio-weapons.  In the past, the program was funded by the US 

Army to the extent of $1.1 million, and in 2005 the National Institute for Allergy and Infectious Dis-

eases (NIAID) granted the Company $886,000 for this research. 

 



Beacon Equity Research  

Callisto Pharmaceuticals  (AMEX: KAL)                             9                                                Initial Research Report 

October 4, 2005 Analyst:  Shailesh Dhuri, CFA 
www.BeaconEquityResearch.com  

 5. Site Directed Intercalation (SDI) Technology: WP760 (Early Stage Program not Used in Valuation) 

 

The Company entered into an agreement with Houston Pharmaceuticals, Inc., in 

February 2004 to acquire the rights to two key patents covering a novel cancer plat-

form technology called site-directed DNA intercalation (SDI) and new anthracy-

cline.  The SDI technology has been identified as a lead drug candidate for mela-

noma, known as WP760.  The Company intends to pre-clinically evaluate WP760 as 

a potential drug to treat melanoma.  Melanoma is the most serious, life-threatening 

form of skin cancer.  It further plans to develop SDI to identify additional clinical 

candidates based on this technology.  

 

 
 

 
Leukemia 
 

Leukemia is a malignant disease (cancer) of the bone marrow and blood.  It is characterized by the un-

controlled accumulation of blood cells. The four major types of leukemia are:  

 

• Acute Lymphocytic Leukemia 

• Chronic Lymphocytic Leukemia 

• Acute Myelogenous Leukemia 

• Chronic Myelogenous Leukemia 

 

Acute leukemia is a rapidly progressing disease that results in the accumulation of immature, func-

tionless cells in the marrow and blood.  The bone marrow is often unable to produce enough normal 

red blood cells, white blood cells and platelets.  Anemia, a deficiency of red cells, develops in virtually 

all leukemia patients.  In addition, the lack of normal white cells impairs the body's ability to fight in-

fections.  A shortage of platelets results in bruising and easy bleeding.  

 

Acute forms of leukemia are most common in children and young adults.  It is a more common cause 

of death for children in the US than other types of malignant diseases.  Immediate treatment is re-

quired for individuals with acute leukemia due to the rapid progression and accumulation of the ma-

lignant cells, which then spill over into the bloodstream and spread to other organs of the body.  If left 

untreated, the patient will die within months or even weeks. 

  Industry Analysis and Information 



Beacon Equity Research  

Callisto Pharmaceuticals  (AMEX: KAL)                             10                                                Initial Research Report 

October 4, 2005 Analyst:  Shailesh Dhuri, CFA 
www.BeaconEquityResearch.com  

 
New Cases  
 

An estimated 34,810 new cases of leukemia will be diagnosed in the United States in 2005. Acute leuke-

mia usually represents approximately 11 percent more of the cases than that of chronic leukemia. Leu-

kemia is expected to strike 9 times as many adults as children in 2004 (about 31,289 adults compared 

with 3,521 children, ages 0-19).  About 30 percent of cancers in children ages 0-14 years are leukemia.  

The most common form of leukemia among children under 19 years of age is Acute Lymphocytic Leu-

kemia (ALL). 

 

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 below shows the estimated number of new cases suffering with leukemia and the estimated 

number of deaths in the US and Canada for 2005.  The figures are rounded to the nearest 10. 

 

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 Leu-

kemia 

3970 2180 1790 1490 850 640 

Chronic Lymphocytic 

Leukemia 

9730 5780 3950 4600 2520 2080 

Acute Myelogenous Leu-

kemia 

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 

Source: Canadian Cancer Society/National Cancer Institute of Canada 

Source: American Cancer Society 
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 There are a total of 21,000 patients suffering from Acute Myeloid Leukemia and 42,000 patients suffer-

ing from Acute Lymphocytic Leukemia. Approximately, 7400 patients die annually due to Acute Mye-

loid Leukemia and 1400 patients die annually due to Acute Lymphocytic Leukemia.   

 

The market for drugs targeting relapsed AML and ALL is estimated to be $150 million.    

 

 
Multiple Myeloma 

 

Multiple myeloma alternatively known as myeloma or plasma cell myeloma is a hematologic cancer, 

which develops in the blood.  It is a cancer of the plasma cell, an important part of the immune system.  

Cells destined to become immune cells, like all blood cells, arise in the bone marrow from blood stem 

cells. 

 

Multiple myeloma is the second most prevalent blood cancer, after non-Hodgkin’s lymphoma. It 

makes up approximately 1% of all cancers and 2% of all cancer deaths. According to the American 

Cancer Society, it is estimated that about 15,270 new cases of multiple myeloma will be diagnosed dur-

ing 2004.  The disease affects slightly more men than women (8,090 cases in men versus 7,180 in 

women). 

 

Multiple myeloma is much more common after the age of 50.  The median age at diagnosis is about 71 

years, and only 2% of cases are diagnosed in individuals under the age of 45. The incidence of mye-

loma varies by race and geographic location, but the disease occurs in approximately 6 of every 

100,000 individuals in the United States. 

  

An estimated 15,980 new cases of myeloma will be diagnosed in the United States in 2005. Myeloma 

may be called by several names, including plasma cell dyscrasia, plasma cell myeloma, myelomatosis 

and multiple myeloma.  

 

The table on the next page shows the estimated number of new cases suffering with multiple myeloma 

and estimated number of deaths in the US and Canada in 2005.  The figures are rounded to the nearest 

10. 
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The market size for drugs targeting relapsed multiple myeloma is estimated to be $200 million annu-

ally.   

 

 

 

Ulcerative Colitis   
 
This is a serious disease that causes ulcers and irritation in the inner lining of the colon (large intestine) 

and rectum.   There are around 500,000 people suffering from Ulcerative Colitis.  The total market size 

of Ulcerative Colitis is estimated at $800 million.   

 

 
Superantigen Toxins  
  
Bacterial superantigens are among the most lethal of toxins that can potentially be used as instruments 

of bio-terror. Among these toxins, the enterotoxin of Staphylococcus aureus B is a potent, incapacitat-

ing toxin that could easily be weaponized.  New vaccines, therapies and diagnostics are needed to 

counter the potential terrorist use of toxins from this class. 

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 

Source: Canadian Cancer Society/National Cancer Institute of 

Canada 

Source: American Cancer Society 
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Melanoma 

 

Melanoma is the most serious form of skin cancer.  Even so, if diagnosed and removed while it is still 

thin and limited to the outermost skin layer, it is almost 100% curable.  During the past 10 years, the 

number of cases of melanoma has increased more rapidly than that of any other cancer. Over 51,000 

new cases are reported to the American Cancer Society each year, and it is probable that a great many 

more occur and are not reported.  The table below shows the estimated new cases and deaths in the US 

and Canada, rounded to the nearest 10. 

 
Source: Canadian Cancer Society/National Cancer Institute of Canada 

Source: American Cancer Society 

 

 

August 23rd, 2005  - The Company completed a private placement of $1.8 million which will be used in 

funding the ongoing costs of the Company's R&D operations. 

 

June 28th, 2005  -  The Company announced that it received notification from the FDA of orphan drug 

designation for its Annamycin drug to treat Acute Myeloid Leukemia (AML).  This designation gives 

Callisto exclusive rights to commercialize in the US so long as it continues to meet certain conditions 

established by the FDA.  During this period, the FDA will not accept or approve other applications to 

market the same medicinal product for the same therapeutic indication.   Additional advantages of this  

include tax credits, eligibility for research grants and protocol assistance, opportunities for regulatory 

agency assistance on review of clinical protocols, and waiver of the Prescription Drug User Fee Act 

(PDUFA) filing fee.  This is a significant development for the Company. 
 

  Recent News from Callisto Pharmaceuticals 

US Cancer Data Estimated New Cases 2005 Estimated Deaths 2005 

  Both Sex Male Female Both Sex Male Female 

              

Melanoma 59580 33580 26000 7770 4910 2860 

              

Canada Cancer Data             

              

Melanoma 4400 2300 2000 880 540 340 



Beacon Equity Research  

Callisto Pharmaceuticals  (AMEX: KAL)                             14                                                Initial Research Report 

October 4, 2005 Analyst:  Shailesh Dhuri, CFA 
www.BeaconEquityResearch.com  

  

June 24th, 2005  - The Company announced that it received notification from the FDA of orphan drug 

designation for its Annamycin drug to treat Acute Lymphoblastic Leukemia (ALL).  This designation 

gives Callisto exclusive rights to commercialize in the US if it continues to meet certain conditions es-

tablished by the FDA.  During this period, the FDA will not accept or approve other applications to 

market the same medicinal product for the same therapeutic indication.   Additional advantages of this 

include tax credits, eligibility for research grants and protocol assistance, opportunities for regulatory 

agency assistance on review of clinical protocols, and waiver of the Prescription Drug User Fee Act 

(PDUFA) filing fee. 

 

June 21st, 2005  — Callisto announced positive animal study results of SP304.  It has conducted pre-

clinical animal model experiments of treatment of inflammatory bowel diseases (IBD) and showed 

pronounced reduction of inflammation based on histopathology data.  It was evaluated in mice and it 

suggested a significant reduction in histopathological indicators of inflammation. 

 

May23rd, 2005 – The Company announced that it intends to evaluate Atiprimod in patients with 

myelodysplastic syndrome (MDS).   Currently, it is in a Phase I/IIa clinical trial in refractory or re-

lapsed multiple myeloma patients at four clinical sites in the U. S., and in a Phase I/IIa clinical trial in 

advanced cancer patients at the University of Texas, M.D. Anderson Cancer Center. 

 

April 1st, 2005  — The Company received $885,641 in bio-defense partnership grants from the National 

Institute of Allergy and Infectious Diseases (NIAID) to develop a monoclonal antibody and vaccine 

against bacterial superantigen toxins.  The most likely use of these pathagens would be as bio-

weapons.  The Company’s lead monoclonal antibody (Mab) and antagonist peptide are being devel-

oped to provide broad-spectrum protection against a variety of superantigen toxins from staphylococ-

cal and streptococcal bacterial strains. 

 

March 10th, 2005 - The Company completed a private placement of 1.99 million shares for $1.52 per 

share.  The total proceeds were approximately $3.02 million which will be used for working capital. 



Beacon Equity Research  

Callisto Pharmaceuticals  (AMEX: KAL)                             15                                                Initial Research Report 

October 4, 2005 Analyst:  Shailesh Dhuri, CFA 
www.BeaconEquityResearch.com  

 

Currently, Callisto is developing four drugs including Annamycin, Atiprimod, SP304 and Super Ant-

ingen.  Annamycin and Atripimod are the two leading drug candidates of the Company.  It is already 

dosing patients in Phase I/IIa clinical trials for these drug candidates whereas other drug companies 

with similar valuations have not started clinical trials. 

 

We have valued each of the drugs separately, considering factors such as: 

• Size of the current market 

• Potential market share that the Company may acquire in the specific market 

• The cost developing the drug 

• The current stage of development of the drug 

• The probability of success at each development stage 

 

Recently, Callisto has received an orphan drug designation for Annamycin and Atiprimod.  We 

have assumed that the Company will receive this designation for other limited market oppor-

tunity efforts also. 

 

The FDA process involves many steps such as pre-clinical work and animal studies, clinical trials on 

humans and, finally, convincing the FDA of the safety and efficacy of the new technology.  Each of 

these stages requires heavy investment of time and money. Also, each stage has a probability of suc-

cess.  In other words, not each new technology that is patented receives FDA approval. Thus, the costs 

in each subsequent stage are incurred only if the results of the previous stage are considered encourag-

ing.  Given below are the assumptions used for valuation for each drug. 
 

 

Conditional Probability of Success 

 

 

Description Stage of Development   

Pre-Clinical 90% 

Phase I Clinical Trials 75% 

Phase II Clinical Trials 50% 

Phase III Clinical Trials 85% 

FDA Filing 75% 

  Valuation 
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  Assumptions for Pre-FDA Approval Phase 

 
 

 

Using other firms as a benchmark, it is possible that if Callisto is successful in Phase II and the results 

are robust, it may not conduct costly Phase III testing for Annamycin and Atiprimod.   Therefore, for 

purposes of valuation, we have not assumed Phase III for these two drugs. 

 

In addition, for Super Antigen, as there are no natural human cases found, human trials are impossi-

ble to conduct.  Therefore, it is possible that it may receive FDA clearance based on animal trials only.  

Hence, we have assumed no human trials for Super Antigen. 
 

  Pre-Clinical Clinical 
Phase I 

Clinical 
Phase II 

Duration in Years 1.5 1.5 1.5-2.5 

Number of Human Patients na 70 160 

Costs Per Patients na $60,000 $60,000 

Animal Studies $4,000,000 na na 

Net 

Cash 

Flow 

Year 1 Year 2 Year 3 Year 4 Year 5 Year 6 Year 7 Year 8 Year 9 Year 10 

 ($ 

000’s) 
                    

Annamy-

cin 
(13,400) (14,600) - 8,575 18,180 28,906 40,853 43,305 45,903 48,657 

Atripri-

mod 
(9,320) (17,000) - 9,052 19,190 30,512 43,123 45,710 48,453 51,360 

SuperAnti-

gen 
(3,000) (5,500) (2,500) - 2,771 5,80 9,166 12,833 13474 14,148 

SP304 (5,000) (5,000) - (2,500) - 10,950 22,776 35,530 49,268 51,239 

Net Cash Flow Year 11 Year 12 Year 13 Year 14 Year 15 Year 16 Year 17 Year 18 Year 19 

 ($ 000’s)                   

Annamycin 51,576 54,671 57,951 61,428 65,114 69,021 73,162 77,552 82,205 

Atriprimod 54,442 57,708 61,171 64,841 68,731 72,855 77,227 81,860 86,772 

Super Antigen 14,856 15,598 16,378 17,197 18,057 18,960 19,908 20,903 21,948 

SP304 53,289 55,420 57,637 59,943 62,340 64,834 67,427 70,124 72,929 
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 The current estimated market size for Annamycin, Atiprimod, SP304 and Super Antigen are given be-

low.  We have used industry estimates and figures from competitors in formulating our estimates on 

market sizes.    

 

Financial Performance Projections 4 - Market Size Estimation 

 

 

 

 

 
Valuation and Target Price 
 

The valuation has led to a target price based on the assumptions, mentioned above. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

We have arrived at the value of the firm by adding the value of each drug and subtracted the present 

value of overhead cost over the period of time.  Finally we have then added the cash on hand to the 

value of the firm.  Under our set of assumptions, the twelve month target price works out to be $3.06 

compared to the current share price of $1.19. 

 
 

 

Current Market Size 
Estimation 

Annamycin Atiprimod SP304 Super Antigen 

$ Million 150 200 800 200 

Value of the Firm 

  $ Million 

Value of Annamycin 48.3 

Value of Atriprimod 55.3 

Value of SP304 46.4 

Value of Super Antigen 10.0 

Value of Overhead Cost Drag (67.9) 

Total Value of the Drug Develop-

ment Effort 

92.2 

Cash 3.3 

Value of Firm 95.4 

    

Target Price $3.06 



Beacon Equity Research  

Callisto Pharmaceuticals  (AMEX: KAL)                             18                                                Initial Research Report 

October 4, 2005 Analyst:  Shailesh Dhuri, CFA 
www.BeaconEquityResearch.com  

 The following chart shows the present value of Callisto future cash flows over the next thirty years of 

each drug, adjusted for the risk of failure.  The chart below assumes success at each stage of develop-

ment for each drug under development.  If the Company were to fail in development of any drug, the 

value of that drug would collapse to zero. 

 

 

 

 

 

 

 

 

 

 

 

 

The fall in the value of future cash flows in the later part of the projection period is based on the prem-

ise that we are finding the value of the current patent portfolio, which will lose value in 20 years.  It 

also assumes that the Company will pay significant dividends when it starts making money. 

 

The chart below shows the contribution to the value (excluding cash) from each of the drug develop-

ment efforts of the Company.  For example, we expect that Atiprimod would be the main value driver 

for the Company in the initial years, followed by Annamycin and SP304.  However, we expect that the 

contribution of Super Antigen will be relatively limited.  The contribution from Super Antigen may 

increase in case of any unfortunate bio-terrorism activity.  Also, it can be observed that in the initial 

years, the overhead costs are a big drag on the value of the Company.  These should later reduce to  a 

negligible drag on the value as the 

Company successfully commer-

cializes its products. 

 

In conclusion, we issue a target 

price of $3.06 for the stock, based 

on a multitude of assumptions on 

the future drug development and 

marketing successes of the Com-

pany.  
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 Management  

 Gary S. Jacob, Ph.D.—Chief Executive Officer and Chief Scientific Officer, Chairman Synergy 

Pharmaceuticals 

 

 Gary S. Jacob, Ph.D. has served as Chief Executive Officer and Chief Scientific Officer since May 2003, 

and Chairman of Synergy Pharmaceuticals Inc. since October 2003. Dr. Jacob formerly served as Chief 

Scientific Officer of Synergy Pharmaceuticals Inc. from 1999 to 2003. From 1990 to 1998, Dr. Jacob 

served as a Monsanto Science Fellow, specializing in the field of Glycobiology. From 1997 to 1998, Dr. 

Jacob was Director of Functional Genomics, Corporate Science & Technology, Monsanto. From 1990 to 

1997, Dr. Jacob was Director of Glycobiology, G.D. Searle Pharmaceuticals Inc. From 1986 to 1990, Dr. 

Jacob was Manager of the G.D. Searle Glycobiology Group located at Oxford University, England. Dr. 

Jacob received his Ph.D. in biochemistry from the University of Wisconsin-Madison, and his Bachelor 

of Science degree (with honors) in chemistry from the University of Missouri - St. Louis.  

 

 Donald H. Picker, Ph.D.—Executive Vice President, Research & Development  

 

 Donald H. Picker, Ph.D. has served as Executive Vice President, R&D since March 2004. From May 

2003 until March 2004, Dr. Picker served as Senior Vice President, Drug Development. Dr. Picker was 

Chief Executive Officer and President of Synergy Pharmaceuticals Inc. and a member of its board of 

directors from 1998 to April 2003. From 1996 to 1998, Dr. Picker was President and Chief Operating 

Officer of LXR Biotechnology Inc., an apoptosis drug development company. From 1991 to 1996, he 

was Senior Vice President of Research and Development at Genta Inc., an antisense drug development 

company. From 1983 to 1991, Dr. Picker was Worlwide Vice President of R & D for Johnson Matthey, 

Inc. Dr. Picker received his Ph.D. in organic chemistry from the State University of New York at Al-

bany, and received his Bachelor of Science degree in chemistry from the Brooklyn Polytechnic Insti-

tute.  

 

 Kunwar Shailubhai, Ph.D. — Senior Vice President, Drug Discovery, Synergy Pharmaceuticals 

 

 Kunwar Shailubhai, Ph.D., has served as Senior Vice President, Drug Discovery, of Synergy Pharma-

ceuticals Inc. since March 2004. From May 2003 until March 2004, Dr. Shailubhai served as Executive 

Vice President, Research and Development. From 2001 to April 2003, Dr. Shailubhai held the position 

of Vice President, Drug Discovery at Synergy Pharmaceuticals Inc where he was chiefly responsible 

for the development of Synergy's GCRA agonist program for drugs to treat colon cancer and GI in-

flammation. Between 1993 and 2000, he was affiliated with Monsanto Company as Group Leader of 

the cancer chemoprevention group during which time he worked on a number of cancer research pro-

jects, including inhibitors of metalloproteinases, 5-lipoxygenase and cyclooxygenase-2. Dr. Shailubhai 

previously served as a Senior Staff Fellow at the National Institutes of Health, and as an Assistant Pro-

fessor at the University of Maryland. Dr. Shailubhai received his Ph.D. in microbiology in 1984 from 

the University of Baroda, India, and his M.B. A. in 2001 from the University of Missouri, St. Louis.  
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 Management  

 Bernard F. Denoyer, CPA—Vice President, Finance  

 

 Bernard F. Denoyer, CPA, has served as Vice President, Finance since January 2004. From July 2003 

to December 2003, Mr. Denoyer served as an independent consultant to the company, providing 

interim CFO services. In addition, Mr. Denoyer provided interim CFO and other services to emerg-

ing technology companies, principally portfolio companies of Marsh & McLennan Capital, LLC, 

from October 2000 to December 2003. From October 1994 until September 2000, Mr. Denoyer served 

in various capacities with META Group, Inc., a public information technology research company, 

including Chief Financial Officer and Senior Vice President. From 1990 to 1993, Mr. Denoyer was 

vice President, Finance, of Environetics, Inc., a pharmaceutical diagnostic water test manufacturer. 

He also held senior financial management positions with Gartner Group, Bunker Ramo-Amphenol 

RF Division and GTE Sylvania consumer Electornics. Mr. Denoyer received his CPA with Ernst and 

Young in 1975, and an MBA in Finance, with honors, from Columbia Business School in 1973, and a 

B.A in Economics from Fairfield University in 1969.  

 

 Dr. Pamela Harris —Chief Medical Officer  

 

 Dr. Harris brings to Callisto considerable experience in oncology both as a practicing physician and 

through her industry experience in world-wide clinical development of cancer therapeutics. Prior to 

joining Callisto, Dr. Harris was Senior Medical Director for Pfizer, where she was responsible for 

U.S. development of Aromasin, an aromatase inhibitor for breast cancer, and Epirubicin, an anthra-

cycline for adjuvant chemotherapy of breast cancer. Dr. Harris has extensive experience in all facets 

of the clinical development of new cancer drugs. 

 

Dr Harris, who is board certified in internal medicine and medical oncology, received her M.D. de-

gree from the Ohio State University College of Medicine, Columbus, Ohio. This was followed by an 

internship and residency at the Washington Hospital, Washington, DC. Dr. Harris has had fellow-

ships at Memorial Sloan Kettering Cancer Center, Georgetown University – Lombardi Cancer Cen-

ter, George Washington University Hospital, and the Jackson Memorial Cancer Center. 

 

Dr. Harris left a 14-year private practice that focused heavily on the clinical investigation of new 

drugs, to become Director of Clinical Research at U.S. Bioscience, Inc. This was followed by a three-

year appointment as Clinical Research Director at Wyeth Pharmaceuticals, Inc. where she was re-

sponsible for clinical trials (Phase I through III) in breast and prostate cancer. Her most recent posi-

tion prior to joining Callisto was as Senior Medical Director at Pfizer, Inc., where she was responsi-

ble for U.S. development of an aromatase inhibitor for breast cancer.  
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Development Stage 

  

The Company is in the development phase where its products or technology have not been commercialized. Its growth 

and profitability will depend upon the successful testing, approval and commercialization of its technologies. Even after 

successful testing, there is a wait for approval.  And even after getting approval, there is no guarantee of successful com-

mercialization of its technology. 

 

Limited Operations 

 

The Company has very limited history to judge its prospects. There is no guarantee that the Company can achieve its 

goals or will be able to achieve its growth in the future.  Future development will also depend upon adequate financing, 

completion or approval of technology, demand, distribution channels, costs, management, competition, etc. 

 

Competition and Market Factors 

 

The success of the Company depends upon acceptance of its product in the market. It is also influenced by new prod-

ucts or technologies that come to market. The financial position of its competitors also plays a very important role. If 

these competitors have good resources available for R & D, they are likely to be quicker in the market.  

 

History of Losses, Anticipated Future Losses / Unpredictability of Revenues 

 

The Company has incurred loss since its inception. To date, the Company has issued shares and borrowed funds to pro-

vide resources in order to achieve its goals. The firm depends upon the success of its technology to generate positive 

earnings.  As discussed earlier, there is no guarantee that it will be able to commercialize its technology or not.  

 

Uncertainty of Government Regulation 

 

Government regulations change continuously in the healthcare sector.  Companies have to adopt new policies which 

may include curtailing the use of new treatments that they intend to develop. This may create a hurdle for the Company 

to successfully commercialize its technology. 

 

Technological Change 

 

Our projections are based on the assumption that the technology developed by the Company will remain attractive for 

many years to come. Should the technology be proven obsolete, the prospects of the Company will be adversely af-

fected. 

 

Intellectual Property Rights 

 

There is no guarantee that a patent will be issued in favor of the Company or its partners, or that it cannot be chal-

lenged.  Whether the Company can obtain patent protection for its products is also one of the factors for its success.  

There is also no guarantee that it will be able to successfully assert its patents against competing products. 

 Selected Risk Factors 
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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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