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Current Recommendation Outperform
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Current Price (08/07/14) $2.52

 

12-Month Target Price $7.00

     
OUTLOOK 

SUMMARY DATA  

Risk Level N/A,

 

Type of Stock N/A

 

Industry Pharmaceutical

 

Zacks Rank in Industry N/A

                     

Celator is a late stage drug development company 
with a focus on cancer. The Company has a pipeline 
based on its unique proprietary CombiPlex platform 
technology and liposomal/nanoparticle delivery 
system.   

Its lead candidate CPX-351 is a combination of 
cytarabine and daunorubicin co-encapsulated in a 
synergistic ratio. CPX-351is in an ongoing Phase III 
trial and top line data will be available in 2Q15.  

Fundamentals of Celator are strong and we are 
optimistic about the prospect of the company. We 
rate the shares of the company Outperform.   

52-Week High $5.80

 

52-Week Low $2.35

 

One-Year Return (%) N/A

 

Beta N/A

 

Average Daily Volume (sh) 49,088

   

Shares Outstanding (mil) 26

 

Market Capitalization ($mil) $72

 

Short Interest Ratio (days) 0.94

 

Institutional Ownership (%) N/A

 

Insider Ownership (%) N/A

   

Annual Cash Dividend  $0.00

 

Dividend Yield (%)  0.00

   

5-Yr. Historical Growth Rates 

 

    Sales (%) N/A

 

    Earnings Per Share (%) N/A

 

    Dividend (%)   N/A

   

P/E using TTM EPS N/A

 

P/E using 2014 Estimate N/A

 

P/E using 2015 Estimate N/A

   

Zacks Rank N/A

   

ZACKS ESTIMATES  

Revenue  
(in millions of $)  

Q1 Q2 Q3 Q4 Year  
(Mar) (Jun) (Sep) (Dec) (Dec) 

2013 0.00 A 0.00 A 0.00 A 0.00 A 0.00 A 
2014 0.00 A 0.00 A 0.00 E 0.00 E 0.00 E 
2015     0.00 E 
2016     0.00 E  

Earnings per Share 
 (EPS is operating earnings before non recurring items)  

Q1 Q2 Q3 Q4 Year  
(Mar) (Jun) (Sep) (Dec) (Dec) 

2013

 

-$0.71 A   -$0.18 A

 

-$0.14 A

 

-$0.13 A

 

-$0.95 A

 

2014

 

-$0.16 A

 

-$0.18 A

 

-$0.2 E

 

-$0.18 E

 

-$0.73 E

 

2015

     

-$0.39 E

 

2016

 

            -$0.49 E

   

Zacks Projected EPS Growth Rate - Next 5 Years % N/A
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WHAT S NEW  

 
Celator exited 2Q14 with a strong balance sheet; 

 
Update on CPX-351 and the platform; 

 
Valuation attractive;   

Celator Exited Second Quarter With A Strong Balance Sheet   

On August 7, Celator (CPXX) reported financials for the second quarter ended June 30, 2014.   

There was no revenue for 2Q14.   

R&D Expenses was $2.9 million for 2Q14, compared to $2.0 million for the same period in 2013. The 
increase in R&D expenses was largely due to manufacturing, clinical and regulatory activities related to 
the Phase III study of CPX-351 and an increase in compensation and stock option expenses.  

G&A Expenses were $1.7 million for the three months ended June 30, 2014, compared to $1.1 million for 
the same period in 2013. The increase was primarily attributable to costs associated with commercial and 
strategic planning and investor relations and an increase in compensation and stock option expenses.  

Total operating loss was $4.8 million ($0.18 per share) for 2Q14, compared to $4.0 million ($0.18 per 
share) for the same period in 2013.  

As of June 30, 2014, Celator held cash and cash equivalents of $24.9 million, compared to $20.8 million 
as of March 31, 2014.  

In May, 2014, Celator entered into a loan agreement with Hercules Technology Growth Capital 
(HTGC), a specialty finance company that provides customized debt financing to companies in life 
sciences and technology-related markets. Hercules will provide Celator with access to a term loan of up 
to $15 million.  

The first $10 million of the term loan was funded at closing, and is repayable in installments over forty-
two months, including an initial interest-only period of twelve months after closing. The interest-only 
period is extendable to October 2015, contingent upon completion of certain related development 
milestones. Pursuant to the loan and security agreement, Celator issued Hercules a warrant to purchase 
158,006 shares of the Company's common stock at an exercise price of $2.67 per share. The remaining 
$5 million of the term loan can be drawn down at Celator's option at any time between December 15, 
2014 and March 31, 2015. If Celator draws down the remaining $5 million of the term loan, the warrant 
will become exercisable for an additional 52,669 shares of the Company's common stock.  

Current cash plus the loan balance is expected to last until 4Q15 and is primarily supporting the 
Company's currently enrolling Phase III clinical study of CPX-351.  

Update on CPX-351 and Technology Platform at Analyst Day  

On July 17, 2014, Celator Pharmaceuticals (CPXX) presented updates on its lead candidate CPX-351 
and CombiPlex(R) technology platform at its Analyst Day meeting for analysts and investors in NYC.  

CPX-351 to be Explored in Additional Patient Populations

  

Celator s lead clinical program CPX-351 is a 5:1 synergistic ratio of cytarabine:daunorubicin, co-
encapsulated in a nano-scale liposome, based on Celator's CombiPlex technology platform. CPX-351 is 
currently enrolling patients in a Phase III study comparing CPX-351 versus the conventional cytarabine 
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and daunorubicin treatment regimen (commonly referred to as 7+3) as first-line therapy in older patients 
with high-risk (secondary) AML.  

In December 2013, the independent Data and Safety Monitoring Board (DSMB) reviewed the first 75 
patients and recommended the study continue as planned without any modifications. In January 2013, 
the Phase III study reached 50% of the planned enrollment of 300 patients.   

At the Analyst Day meeting, Celator announced that the Phase III study of CPX-351 has surpassed 80% 
of its planned enrollment of 300 patients. Enrollment is expected to be completed in the 4Q2014. The 
Company is on track to announce remission rate data, a secondary endpoint in 2Q15. Overall survival 
data is expected to be available in 1Q16 with the NDA anticipated to be filed in the 2H16. We estimate 
CPX-351 to be approved in late 2017 by the FDA and in 2018 by the EMA.   

If approved, CPX-351 may ultimately replace 7+3 on the basis of improved efficacy and acceptable 
safety. 

 

In addition to the Phase III study of CPX-351 for sAML, Celator is also studying CPX-351 in other 
patient populations. Parallel development in other AML patient populations and other hematologic 
malignancies is underway, which include:  

 

A Phase II study in high-risk myelodysplastic syndromes (MDS) and AML patients at increased 
risk of treatment-related mortality is ongoing at Fred Hutchinson Cancer Research Center.  

 

Another ongoing Phase II study of AML and high-risk MDS patients who have relapsed or are 
refractory to prior hypomethylating agents is conducted at Stanford University.  

 

A Phase I/II study of CPX-351 as a pre-conditioning regimen prior to hematopoietic stem cell 
transplantation (HSCT) in AML and high-risk MDS patients is conducted at Cornell University. 

 

Ongoing Phase I/II study in pediatric, adolescent and young adult patients with relapsed or 
refractory hematologic malignancies (COG Pilot Study) at Cincinnati Children's Hospital. 

 

Planned Phase II study to initiate in 2014 of newly diagnosed AML patients at high risk for 
induction mortality at MD Anderson Cancer Center.  

The development of CPX-351 in other patient populations will help establish the utility of the drug. The 
differentiation strategy being pursued is for CPX-351 to replace the standard of care, the 7+3 regimen, in 
AML. There has been interest among hematologists in extending the use of CPX-351 to other 
hematologic malignancies such as myelodysplastic syndrome and acute lymphoblastic leukemia based 
on data obtained in Celator s clinical studies as well as in preclinical studies.    
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New Applications Announced for CombiPlex Platform for Targeted Therapies

  
At the Analyst Day meeting, Celator also announced plans to widen its application to include molecularly 
targeted therapies from its CombiPlex platform. Data from the new applications are expected by 
3Q2015. Three areas of applications have been identified:  

 
Combinations targeting major signaling pathways associated with major cancer indications: 

o Inhibitors of PI3K/AKT/mTOR pathway in combination with 
o Inhibitors of Ras/Raf/MEK/ERK pathway 

 
Combinations of existing chemotherapeutics with molecularly targeted agents: 

o Active cytotoxics such as taxanes in combination with 
o Cellular response modulators that control apoptosis 

 

Combinations of epigenetic modulators: 
o Histone deacetylase inhibitors in combination with 
o Hypomethylating agents  

  

It s our belief that the new applications will generate promising new product candidates for internal as 
well as establish proof of principle to support potential research and development collaborations.   

 

     Valuation Attractive    

We maintain an Outperform rating on Celator shares and reiterate our 12-month price target of $7.00.   

Celator is a late stage specialty pharmaceutical company with a focus on cancer. The company has built 
a decent pipeline using its unique, proprietary CombiPlex platform technology and 
liposome/nanoparticle delivery system.   

Celator s lead clinical program CPX-351 is in a Phase III clinical trial and top line data will be available in 
2Q15. CPX-351 targets AML patients. Completed Phase II studies demonstrated that CPX-351 was safe 
and well tolerated in AML patients and that the drug candidate achieved significant efficacy 
improvements over control in high-risk AML patient populations such as secondary AML and poor-risk 
first relapse patients. Based on the positive Phase II data, we believe CPX-351 has a high success rate 
in the ongoing Phase III study. We expect CPX-351 to be approved by the FDA in late 2017 and by the 
EMA in 2018.   
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Celator s second program is CPX-1 for CRC. CPX-1 has completed a Phase II clinical trial for CRC. 
Other than CPX-351 and CPX-1, Celator has two preclinical programs: CPX-571 and CPX-8 for solid 
tumors.   

In terms of valuation, we think Celator s shares are undervalued at current market price. Currently 
Celator shares are trading at about $2.5 per share, which represents a market cap of $64 million based 
on 26.1 million outstanding shares. This undervalues Celator based on its relatively strong fundamentals. 
According to our model, we expect CPX-351 to be approved in 2017 by the FDA and in 2018 by the 
EMA. We model Celator will become profitable (EPS of $0.03) in 2018 based on CPX-351 sales of $35 
million. Sales of CPX-351 will accelerate in 2019 after the company gains marketing experience and 
further market penetration. If we use a P/E multiple of 35x, coupled with EPS of $0.62 in 2019, and 
discounted at 25% for 5 years, we come up with our price target of $7.00, which represents a market cap 
of $182 million.   

But keep in mind the risks. Since Celator is still a clinical stage company, there are still clinical and 
regulatory hurdles for the company to overcome. Even when CPX-351 is approved, there are still 
commercial risks since CPX-351 will be the first commercial product for the company. In addition, 
general market condition will also have significant impact on the company s share price down the road. 
However, overall, we believe Celator is a name for investors with a long term investment horizon and 
high risk tolerance.      

     KEY POINTS  

 

We maintain our Outperform rating on Celator Pharmaceuticals (CPXX) shares and reiterate our 12-
month price target of $7.00.   

 

Celator is an emerging specialty pharmaceutical company focused on developing new and more 
effective treatments for cancers. The company has developed a unique, proprietary CombiPlex 
platform technology which identifies synergistic molar ratios for two or more agents in a combination 
therapy. This molar ratio is maintained in blood using liposomal/nanoparticle delivery system.   

 

Based on this platform technology, Celator has established a diversified pipeline. Its lead program 
CPX-351 is a liposomal injection of a synergistic 5:1 molar ratio of cytarabine and daunorubicin for 
the treatment of acute myeloid leukemia (AML). CPX-351 is currently in a Phase III clinical study and 
enrollment is expected to be completed in 4Q14. Top line data will be available in 2Q15 and overall 
survival data is projected in 1Q16. Previous clinical studies of CPX-351 demonstrated significant 
efficacy improvements versus control and the drug was safe and well tolerated. We expect CPX-351 
to be approved in 2017 by the FDA and in 2018 by the EMA. Expansion trials are underway.   

 

Celator s second clinical program is CPX-1, a liposomal formulation of irinotecan: floxuridine, for the 
treatment of colorectal cancer. Celator has completed a Phase I and a Phase II study of CPX-1, 
which demonstrated improved efficacy against colorectal cancer. Celator is evaluating the clinical 
development program for CPX-1 and additional clinical studies could start in 2015.   

 

Other than CPX-351 and CPX-1, Celator has two preclinical programs which include CPX-8, a 
taxane nanoparticle based on the Company s proprietary nanoparticle platform technology and novel 
combinations for targeted therapy.   

 

Balance sheet remains strong. As of June 30, 2014, Celator held cash and cash equivalents of $24.9 
million. The Company has $9.7 million outstanding debt. Current cash is expected to last until 4Q15 
and is primarily supporting the Company's currently enrolling Phase III clinical study of CPX-351.   
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We are optimistic about Celator s technology and drug candidates. The Company s fundamentals 
remain strong. We think Celator is undervalued at current market price and encourage investors to 
accumulate its shares. Risk is still high at this time though. However, we believe Celator is a name for 
investors with a long term investment horizon and high risk tolerance.   

   
     OVERVIEW  

Celator Pharmaceuticals (CPXX) is a late stage development pharmaceutical company focused on 
developing new and more effective therapies to treat cancer.    

CPXX s key advantage relies on its proprietary drug ratio technology platform CombiPlex®, which 
represents a novel approach that identifies molar ratios of drugs that will provide a synergistic benefit, 
and locks the desired ratio in a nano-scale drug delivery vehicle that maintains the ratio in patients with 
the goal of improving clinical outcomes.   

Based on the CombiPlex platform, the Company has developed a pipeline targeting various cancers. The 
Company s pipeline includes two clinical stage products, CPX-351, a liposomal formulation of 
cytarabine:daunorubicin for the treatment of acute myeloid leukemia (AML), and CPX-1, a liposomal 
formulation of irinotecan:floxuridine, for the treatment of colorectal cancer. The pipeline also includes one 
preclinical stage product candidates, CPX-8, a hydrophobic docetaxel prodrug nanoparticle (HDPN), and 
research stage novel combinations for targeted therapies.   

Celator was founded in 1999 and is headquartered in Ewing, New Jersey. The Company also has an 
office in Vancouver, Canada.     

      INVESTMENT THESIS    

The Unique, Proprietary CombiPlex Platform Technology  

Over the years, Celator has developed a unique, proprietary drug combination platform technology: 
CombiPlex.   

Combination therapy is a powerful and effective therapeutic regimen in the treatment of cancers, which 
can generate increased efficacy and reduced side effects, leading to optimal therapeutic outcomes. For 
most patients with cancer, standard of care usually involves the use of combinations of individual 
drugs. This strategy is based on the proven premise that cancer cells can be destroyed more effectively 
by combining drugs with different and complementary mechanisms of action. Because many cancer 
drugs are toxic at certain dosing levels, clinicians typically select individual drugs that do not have 
overlapping toxicities. Drugs are typically combined at their maximum tolerated dose (MTD), the dose at 
which a drug has been shown to deliver benefit balanced by an acceptable level of toxicity.  

This approach assumes that drugs combined at their individual MTD will result in therapies with 
maximum clinical benefit in patients. However, in many cases this is likely incorrect for two important 
reasons:  

 

Preclinical research has shown that dosing individual drugs at MTD does not always produce 
combination drug regimens that deliver maximum efficacy since different ratio of the drugs may 
be synergistic, additive or antagonistic. 

 

Combining drugs at their synergistic ratio is not enough. Without a technology to maintain that 
ratio in patients, the individual drugs will be metabolized independently and at different rates. As a 
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result, the ratio of drugs will change over time and may negatively impact their effectiveness if 
antagonistic ratios result.  

Through deep research, scientists at Celator have recognized that drug ratios can play a critical role in 
combination therapy. The results of multiple in vitro and preclinical studies have demonstrated that the 
molar ratios of drugs used can have a significant impact on the overall efficacy and safety of combination 
chemotherapy. It s already recognized that the same drugs combined at different ratios can result in 
distinctly varied efficacy and safety profiles.  Depending on the ratio of the combined drugs, the outcome 
can be:  

 
Additive 

 
the anti-cancer effect of the drugs is equal to the sum of the individual drugs. 

 

Synergistic 

 

the anti-cancer effect of the drugs is greater than the sum of the individual drugs. 

 

Antagonistic 

 

the anti-cancer effect of the drugs is less than the sum of the individual drugs.  

Although synergy relationship can be evaluated readily in vitro where drug ratios can be controlled, the 
translation of such information in vivo is complicated by the fact that the individual drugs administered as 
a conventional combination or drug cocktail may be distributed, metabolized and eliminated differently. 
This prevents control of the drug ratio following administration and may result in exposure of cancer cells 
to antagonistic drug ratios with a corresponding loss of therapeutic activity.  

However, the standard of care rarely takes advantage of the critical role that drug ratios may play in 
combination chemotherapy treatment. The ability to identify the ratio of drugs that will produce a 
synergistic benefit, and a technology that makes it possible to maintain and deliver that ratio in the body, 
could have a profound impact on combination chemotherapy efficacy. That s why Celator developed its 
CombiPlex technology platform.   

A distinguishing feature of Celator s CombiPlex technology is the proprietary delivery vehicles 
developed to encapsulate and maintain drug combinations at the desired ratio after in vivo administration. 
Drug combinations used to treat cancer are often comprised of agents with very different chemical 
compositions and physical properties. Consequently, formulating drug combinations with such disparate 
features into a single pharmaceutical product that can release both drugs at the same rate in the body 
represents a significant technical challenge. Celator has developed two distinct nano-scale drug delivery 
technology platforms: liposomes and nanoparticles, which together provide great versatility in 
controlling the encapsulation and retention properties for therapeutic agents from a wide range of drug 
classes.  

  

Both liposomal and nanoparticle delivery systems have the following advantages:  
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control the ratio of the drugs in the carrier when prepared; 

 
maintain the ratio of the drugs in the carrier while circulating in the blood; and 

 
ensure that the drugs are released at the correct synergistic ratio when delivered to the tumor by 
the carrier;  

CPX-351: Lead Candidate for AML   

 
Rationale for CPX-351

  
Celator s lead drug candidate is CPX-351, which is a liposomal formulation of a synergistic 5:1 molar 
ratio of cytarabine and daunorubicin, two agents commonly used to treat hematologic malignancies, 
particularly acute myeloid leukemia (AML).   

In vitro screening of the drug ratio effects for cytarabine and daunorubicin were performed with a variety 
of different tumor cell lines. The results of this screening show the ratios of cytarabine and daunorubicin 
that are synergistic (green), additive (yellow) or antagonistic (red).  

  

As shown in the above chart, when tested in a panel of tumor cell lines including a number of leukemias, 
the combination of cytarabine plus daunorubicin consistently displayed synergy and avoided antagonism 
at a 5:1 molar ratio. Decreasing the drug ratio resulted in a loss of synergy and an increased occurrence 
of antagonism.   

Preclinical Studies

  

After the synergistic ratio was determined, nano-scale liposomes were engineered that co-encapsulated 
the two agents and maintained the drug ratio for extended times after intravenous injection. The drug 
ratio dependency and superiority of the 5:1 molar ratio was also confirmed with these delivery systems in 
preclinical leukemia efficacy studies. CPX-351 exhibited superior therapeutic activity compared to the 
conventional administration of this drug cocktail in all leukemia models tested, with high proportions of 
cures, and evidence of in vivo synergy under conditions where the unencapsulated drug cocktail provided 
minimal anti-leukemic activity. Importantly, this increased activity was selective for leukemia cells.  

In a preclinical leukemia model below, dramatic efficacy improvements were achieved by delivering a 
synergistic drug ratio.   
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Increased efficacy with CPX-351 was also observed in mice bearing bone marrow-engrafted human 
leukemia. In the absence of treatment the bone marrow is completely overrun with human leukemia cells 
within 21 days of intravenous tumor inoculation. The drug cocktail of cytarabine:daunorubicin 
administered at its maximum tolerated dose (MTD) caused a modest reduction of leukemia cells in the 
bone marrow as evidenced by bone marrow cross sections. These mice died from leukemia shortly after 
treatment terminated. In contrast, the bone marrows of mice treated with CPX-351 were completely 
cleared of tumor cells and survival of the mice was extended by months. Studies have also demonstrated 
that CPX-351 persists in the bone marrow for days and that the liposome encapsulated drugs are taken 
up more by leukemia cells than by normal bone marrow cells.  

Clinical Experience 

  

Based on these preclinical studies, three clinical studies have been completed with CPX-351 to date:   

 

a Phase I (study 101) dose escalation study in 48 advanced leukemia patients; 

 

a randomized, controlled Phase II (study 204) study in 126 newly diagnosed AML patients 
age 60 

 

75; 

 

and a randomized, controlled Phase II (study 205) study in 125 AML patients in first relapse 
age 18 

 

65;  

CPX-351 has been granted orphan drug status by the FDA and EMA for the treatment of AML.  

Phase I Study 

 

Study 101  

Study 101 was a Phase I dose escalation study in patients with relapsed/refractory leukemia or high-risk 
myelodysplastic syndrome (MDS). CPX-351 was administered every other day for 3 doses by 90-minute 
infusion. The MTD was determined to be 101 U/m2 (1 Unit = 1.0 mg cytarabine + 0.44 mg daunorubicin 
which corresponds to a 5:1 molar ratio). Pharmacokinetic (PK) analysis confirmed maintenance of the 5:1 
molar ratio for over 24 hours and prolonged circulation half-life. Complete response (CR) was first 
observed at 43 U/m2, roughly one-half of the MTD. At study completion, 48 patients had been entered. 
Among 43 AML patients, CR was achieved in nine patients and complete response with incomplete 
normal blood cell recovery (CRi) was observed in one patient at 32 U/m2. Dose-limiting toxicities were 
observed in three of six patients at 134U/m2; 1 patient had persistent (>56 days) cytopenias, 1 patient 
had hypertensive crisis and 1 patient had congestive heart failure in the setting of sepsis.  

The positive outcomes of this Phase I study supported evaluating the efficacy of CPX-351 in a Phase II 
setting.  

Randomized Phase II Study--Study 204 
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Study 204 was a randomized, controlled Phase II study in newly diagnosed AML patients age 60 

 
75, 

comparing CPX-351 (100 U/m2 ) against first-line therapy (7+3 regimen of cytarabine plus daunorubicin 
using 100 mg/m2 cytarabine per day for 7 days as a continuous infusion, combined with 60 mg/m2 

daunorubicin per day for the first 3 days). This study was intended to be a direct test of whether delivery 
of a fixed, synergistic ratio of the two drugs (CPX-351) provided increased clinical efficacy over 
conventional administration of the same agents (the 7+3 regimen).   

Patients were randomized 2:1 to receive CPX-351 or 7+3, respectively, and patients were stratified by 
risk group where patients classified as high risk had either older age (70 

 
75) or secondary AML (sAML) 

or complex cytogenetics ( 3 abnormalities). The primary endpoint of this study was response rate (CR + 
CRi) and a successful Phase II study was prospectively defined as a difference in response rate favoring 
CPX-351 with a p-value <0.1, which would support moving forward to a Phase III study.  

The table below presents the efficacy and early mortality results from Study 204 for the overall patient 
population as well as for sAML patients, a group that was prospectively identified for subset analysis in 
the protocol. sAML is AML that arises from a pre-existing myelodysplastic syndrome or myeloproliferative 
disease, or treatment-related AML, which results after chemotherapy or radiation therapy for a previous 
cancer. sAML is typically associated with a worse prognosis. In the overall population, patients treated 
with CPX-351 achieved relative improvements over the control arm; a 30% higher response rate (66.7% 
vs. 51.2%) and a 68% decrease in 60-day mortality rate (4.7% vs. 14.6%).  

Study 204 

 

All Patients 

 

All Patients 

 

sAML 

 

sAML 
CPX-351 7+3 

 

CPX-351 7+3 

  

n=85 n=41 

 

Relative 
Improvement 

 

n=33 n=19 

 

Relative 
Improvement 

Response (CR+CRi) 
Rate (%) 

 

66.7 51.2 

 

30.3% 

 

57.5 31.6 

 

82.0% 

           

60-Day Mortality (%) 

 

4.7 14.6 

 

67.8% 

 

6.1 31.6 

 

80.7% 

           

Median Event-Free 
Survival (months) 

 

6.5 2.0 

 

225.0% 

 

4.5 1.3 

 

246.2% 

           

Median Overall 
Survival (months) 

 

14.7 12.9 * 

 

14.0% 

 

12.1 6.1 * 

 

98.4% 

 

*Includes patients deemed non-responders to 7+3 who crossed over and received CPX-351  

One of the primary objectives of this randomized, controlled, Phase II clinical study was to identify a well-
defined patient population exhibiting benefits from CPX-351 treatment that would be predictive of 
success in a Phase III setting. While improvements in leukemia clearance and response were observed 
for CPX-351 in all AML subgroups, the benefits were largest in high risk patients and sAML patients, in 
particular, which constitute approximately 41% of the older study population. In sAML patients, the 
response rate increased by 82% (57.5% vs. 31.6%), the 60-day mortality was decreased 81% (6.1% vs. 
31.6%), and the median overall survival time increased approximately 98% (12.1 months vs. 6.1 months). 
Overall survival (OS) results in sAML demonstrated improvements with CPX-351 that were statistically 
significant (p=0.01) with an approximate 54% decrease in the risk of death (hazard ratio=0.46) after 24 
months of follow-up. It is important to note that patient demographics and risk factors were well balanced 
between the two study arms indicating that the improvements were not likely due to imbalances between 
the treatment arms favoring CPX-351.   
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Significant overall survival improvement was achieved in newly diagnosed sAML patients as shown 
below.   

  

An exploratory feature of this study design was that patients randomized to the control arm were allowed 
to cross over to receive CPX-351 if there was evidence of persistent AML after 7+3 treatment with little 
likelihood of achieving response. This design element provided important evidence that CPX-351 is 
active in patients who do not respond to the 7+3 regimen. Specifically, of the 10 non-responders to 7+3 
who chose to cross over to CPX-351 treatment, four achieved complete response and all four were alive 
beyond one year. The efficacy of CPX-351 observed in these patients suggests that CPX-351 may be 
active in treating AML patients who fail front line treatment with the 7+3 regimen.  

In terms of safety, a qualitatively similar profile of adverse events was observed for both CPX-351 and 
the 7+3 regimen. The key difference in adverse events between CPX-351 and 7+3 was greater 
myelosuppression with more prolonged median time to recovery from neutropenia (4 additional days) and 
thrombocytopenia (9 additional days) observed in the CPX-351 arm. This difference can be considered 
the flip side of the same effect that potent activity in the bone marrow had on leukemia clearance.   

Associated with this greater myelosuppression were increased adverse events such as febrile 
neutropenia and infection. In spite of these increased AEs, there was a decrease in the 60-day mortality 
rate associated with CPX-351 compared to 7+3 (4.7% vs. 14.6%), indicating that the AEs associated with 
CPX-351 treatment were reversible and well managed. 

 

Randomized Phase II Study

 

Study 205  

Study 205 was a second randomized, controlled Phase II study for patients with first relapse AML, age 
18 

 

65. Study 205 (supported through partnership with the Leukemia and Lymphoma Society®, LLS) 
was structured similarly to the newly diagnosed AML clinical study. Patients were randomized 2:1 to 
receive either CPX-351 (81 patients) administered at the same dose and schedule as used in Study 204 
or control arm therapy consisting of investigator selected salvage treatment (44 patients). Patients were 
stratified by a methodology known as the European Prognostic Index (EPI) into three strata: favorable 
risk, intermediate risk, and poor risk based on a scoring system that evaluated duration of first remission, 
cytogenetics, age, and presence or absence of prior stem cell transplant. The risk factors used to 
calculate the EPI were well balanced between the CPX-351 and salvage treatment arms. The 
distributions across risk groups were similar to historical data with approximately 12%, 20% and 68% in 
favorable, intermediate and poor risk groups, respectively.  

The primary endpoint of this study was survival at one year with secondary endpoints including 
response rate and 60-day mortality. Due to the lack of any established standard of care for first relapse 
AML, the choice of salvage treatment for the control arm was determined by the investigator. Historical 
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data indicate that approximately 70% of patients with first relapse AML of this age will die of their 
leukemia within the first year, regardless of the salvage treatment used.  

The results from the first relapse AML Phase II study closely mirrored those in newly diagnosed AML 
patients. CPX-351 exhibited higher response rate as well as improvements in OS and 1-year survival 
rate. Similar to the newly diagnosed AML study, the degree of benefit provided by CPX-351 was greater 
in patients with poor risk characteristics (by EPI criteria). For these patients who constituted 68% of the 
patients in this study, CPX-351 outperformed control arm salvage treatment with a 42% relative increase 
in response rate (39.3% vs. 27.6%), a 33% decrease in 60-day mortality (16.1% vs. 24.1%), a 57% 
relative increase in median OS (6.6 months vs. 4.2 months) and a 172% increase in 1-year survival rate 
(28.0% vs. 10.3%). The overall survival curves for the unfavorable risk (poor risk) first relapse AML 
patients revealed a statistically significant (p=0.02) improvement for CPX-351 with an approximate 45% 
decrease in the risk of death (hazard ratio=0.55).  

Study 205 

 

All Patients 

 

All Patients 

 

Poor-risk EPI 

 

Poor-risk EPI 

  

CPX-351 
(n=81) 

Salvage 
(n=44) 

 

Relative 
Improvement 

 

CPX-351 
(n=56) 

Salvage 
(n=29) 

 

Relative 
Improvement  

Response 
(CR+CRi) Rate (%) 

 

49.4 40.9 

 

20.8% 

 

39.3 27.6 

 

42.4% 

           

60-Day Mortality (%) 

 

14.8 15.9 

 

6.9% 

 

16.1 24.1 

 

33.2% 

           

Median Event-Free 
Survival (months) 

 

4.0 1.4 

 

185.7% 

 

1.9 1.2 

 

58.3% 

           

1-Year Survival (%) 

 

35.8 27.3 

 

31.1% 

 

28.0 10.3 

 

171.8% 

           

Median Overall 
Survival (months) 

 

8.5 6.3 

 

34.9% 

 

6.6 4.2 

 

57.1% 

     

The general safety profile was comparable for both study arms except for more prolonged neutropenia 
and thrombocytopenia following CPX-351 with median absolute neutrophil count recovery (>1000/ L) 
requiring 42 days vs. 34 days and median platelet recovery (>100,000/ L) requiring 45 days vs. 35 days. 
More prolonged myelosuppression led to higher rates of severe infections (66.7% vs. 61.4%), fatal 
infections (12.3% vs. 6.8%) and hemorrhage events.  
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The encouraging results obtained with CPX-351 in the first relapse AML study not only identify an 
additional AML population that is likely to benefit from CPX-351 treatment, but corroborate the efficacy 
and safety outcomes observed with CPX-351 in newly diagnosed AML patients.   

To date, clinical studies using CPX-351 have demonstrated a toxicity profile that was deemed acceptable 
by the investigators. In the prechemotherapy era, AML invariably led to death from infections or major 
bleeding events within weeks to months of diagnosis. Active AML leads to death by producing a general 
shut down of blood cell function with loss of white blood cells and marked reductions in platelets and red 
blood cells. Loss of white blood cell function inevitably leads to risk of severe infections and loss of 
platelets leads to risk of major bleeding events. In this setting, physicians have traditionally accepted the 
risk of high rates of adverse events, including severe or life threatening but reversible adverse events, 
provided there is evidence of greater benefit in the form of objective response and prolonged survival.   

The balancing of risk and benefit occurs at the start of every treatment course, and every investigator 
understands that the risk of withholding potentially toxic but useful treatment is death from progressive 
AML within a short period of time.   

In summary, the adverse event profile is acceptable to investigators because no unacceptable adverse 
events have been encountered and the benefits of treatment appear to outweigh the risks.  

The Ongoing Phase III Study of CPX-351---Study 301

  

Based on the Phase I and two randomized Phase II studies, as well as discussions with the FDA and 
EMA, Celator initiated a pivotal Phase III study of CPX-351 in December 2012.    

This Phase III trial is a multicenter, randomized, open-label clinical trial of CPX-351 versus conventional 
cytarabine and daunorubicin therapy ("7+3") as first-line therapy in patients 60-75 years old with high-risk 
(secondary) acute myeloid leukemia (AML). The Phase III study is being conducted in partnership 
with The Leukemia & Lymphoma Society® (LLS) through its Therapy Acceleration Program (TAP).   

The study will enroll patients between the ages of 60 and 75 who have pathological diagnosis of AML 
according to WHO criteria (with at least 20 percent blasts in the peripheral blood or bone marrow) with 
confirmation of: 

 

Therapy-related AML; 

 

AML with a history of myelodysplasia (MDS); 

 

AML with a history of chronic myelomonocytic leukemia (CMMoL); 

 

De novo AML with chromosome abnormalities characteristic of MDS;  

Patients will be randomized 1:1 to receive either CPX-351 (100u/m2; Days 1, 3, and 5 by 90 minute 
infusion) or 7+3 (cytarabine 100mg/m2/day by continuous infusion for 7 days and daunorubicin 
60mg/m2 on days 1, 2, and 3). Patients will be monitored for all clinical adverse events as well as 
laboratory evaluations. The primary efficacy endpoint of the study is overall survival. The study is being 
conducted in the United States and Canada with more than 40 leading cancer centers participating. The 
study is designed to randomize and treat 300 patients, which provides greater than 90% power to detect 
an approximate 36.5% decrease in the risk of death (hazard ratio=0.635) with statistical significance (p  
0.05).  
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Market Potential for CPX-351  

Background of AML

  

Acute Myeloid Leukemia (AML) represents a group of clonal hematopoietic stem cell disorders in which 
both failure to differentiate and excessive proliferation in the stem cell compartment result in 
accumulation of non-functional cells termed myeloblasts. Untreated AML in all ages is rapidly fatal, with 
patients dying on average within a few months of diagnosis. Even with treatment, particular groups of 
AML patients continue to have a poor prognosis.   

According to The American Cancer Society, in 2014, about 18,860 new cases of AML will be diagnosed, 
most will be in adults. About 10,460 AML patients will die from AML, almost all will be in adults. AML is 
generally a disease of older people and is uncommon before the age of 45. The average age of a patient 
with AML is about 66 years. Given that the median age at diagnosis of AML is 66 years, it is not 
surprising that the majority of patients diagnosed with AML are at high risk and in need of improved 
treatment options.  

AML in older patients (age 60) is associated with increased risk of not responding to therapy and 
increased risk of dying from the treatment. The poor results of treatment in older patients with AML have 
led to reluctance to treat some elderly patients with intensive regimens designed to induce aplasia and 
complete remission.  

Secondary AML (sAML) refers to the development of AML following the history of a previous disease, 
such as a myelodysplastic syndrome or a chronic myeloproliferative disorder. Secondary AML can also 
be a consequence of treatment with chemotherapy, including alkylating agents and topoisomerase II 
inhibitors, and/or radiotherapy, or due to exposure to environmental carcinogens. At the chromosomal 
level, specific karyotypic abnormalities have been identified and linked to sAML subtypes.  

Secondary AML is reported as 20-30% of the AML incidence and is estimated as 40% of AML cases in 
patients >60 years of age. Prognosis for patients with AML is poor with median OS of 9-12 months, and 
sAML is even worse with median OS of 6-7 months with current treatments.  

 

Current Treatment Regimens for AML

  

Treatments for AML patients usually include induction therapy followed by post-remission 
chemotherapy (consolidation) for most patients. For some patients, this will be followed by 
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hematopoietic stem cell transplantation. Treatment options for AML patients vary depending on the 
patient s age, cytogenetics, and prognostic factors. Currently, the treatment options are often divided into 
two groups: one for patients younger than 60 and one for patients 60 years and older.   

The goal of induction chemotherapy is to reduce the number of leukemic cells as well as return proper 
function to the bone marrow. The 7+3 regimen of cytarabine (100 mg/m2 for 7 days) plus daunorubicin 
(45 to 60 mg/m2 for 3 days) is the most common induction regimen for both age groups. Induction is 
successful in about 65% of all AML patients who get standard induction chemotherapy with daunorubicin 
and cytarabine. The actual chance of remission depends to a large part on a person s specific prognostic 
factors, such as age or the presence of certain gene or chromosome changes.  

Post-remission consolidation therapy then aims to eradicate any residual disease in an attempt at cure. 
Post-remission chemotherapy includes high-dose cytarabine (ara-c; HiDAC) for patients younger than 60 
years, whereas a 5 or 5 + 2 regimen of cytarabine plus an anthracycline or anthracenedione is preferred 
for patients older than 60 years. HiDAC has proven to be efficacious for young patients with good or 
intermediate prognosis. In patients younger than 60 years, HiDAC yields a 4-year disease-free survival 
rate of 44%, with relatively few relapses, but carries with it a 5% treatment-related mortality. In contrast, 
HiDAC failed to improve the outcome of patients older than 60 years. HiDAC has shown particular 
efficacy for patients with CBF DNA subunit abnormalities.   

Older patients generally don t do as well as those younger than 60. They have trouble tolerating intensive 
treatment and often have chromosome changes in their leukemia cells that are linked to a poorer outlook.  

 

Source: Cleveland Clinic  

Allogeneic or autologous bone marrow transplantation is an additional option for post-remission 
therapy in adults with AML. For some patients younger than 60 years and for whom an HLA-matched 
sibling or matched unrelated donor is available, allogeneic stem cell transplantation should follow 
induction chemotherapy. However, this procedure has an associated 20% to 25% treatment-related 
mortality rate. For patients without a compatible donor or for whom age precludes such treatment, 
additional chemotherapy or autologous stem cell transplantation are options.   

CPX-351 Advantage and Opportunity 

  

The 7+3 regimen has been the standard first-line treatment for AML for over 40 years. Better 
therapies are urgently needed in view of the relatively poor prognosis for most patients with AML. Efforts 
to improve these outcomes, including intensification of treatment via modification of dose levels and 
schedules and/or addition of new cytotoxic and targeted therapies to existing regimens, have had limited 
success.  
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Despite the widespread use of the 7+3 regimen for AML, there has been little research focused on 
understanding how these two drugs interact on a cellular level. The different treatment schedules used 
for cytarabine and daunorubicin in the 7+3 regimen result in leukemia cells being exposed to constantly 
changing ratios, which may limit the effectiveness of this chemotherapy combination when some of those 
ratios are antagonistic. In fact, drug ratio dependency was observed and superiority of the 5:1 molar ratio 
was identified by Celator in pre-clinical studies, both in vitro and in vivo. Consequently, the CombiPlex 
technology platform was applied to this combination and nano-scale liposomes were engineered that co-
encapsulated cytarabine and daunorubicin, to maintain the optimal synergistic drug ratio for extended 
periods of time after intravenous injection, with the aim of improving anti-leukemia activity.  

From the existing clinical data, we believe CPX-351 has the potential to replace 7+3 as the current 
standard of care for AML. CPX-351 contains the same 2 active ingredients, cytarabine and daunorubicin, 
but at a pre-determined synergistic 5:1 molar ratio. This synergistic ratio is preserved and maintained in 
human serum via co-encapsulation within a nanoparticle-size liposomal formulation. CPX-351 is 
administered as a 90-minute infusion on days 1, 3, and 5. Data from the pivotal study, along with data 
from the completed Phase II studies and the ongoing and proposed clinical studies (investigator-initiated 
or possibly cooperative group studies) are critical to establish the benefit of CPX-351 in patients with 
AML and other hematologic malignancies.   

Celator selected sAML as the get-to-market strategy because this represents the fastest path to market 
for a Phase III study and a higher probability for success because a statistically significant survival 
advantage has already been demonstrated in the completed Phase II study. CPX-351 may provide 
potential benefit in other AML populations as well as other hematologic malignancies.  

We estimate CPX-351 could be available to patients as early as 2017. Following the completion of the 
Phase III study, it is expected that pharmaceutical companies focused in oncology with interests in 
hematologic malignancies may be interested in gaining access to CPX-351 and the technology. This may 
result in licensing, merger or acquisition offers to Celator.   

We estimate peak sales of CPX-351 in the range of $300 to $500 million globally.   

CPX-1 for Colorectal Cancer  

The rationale for CPX-1

  

The combination of irinotecan plus a fluorinated pyrimidine, typically 5-FU, is a standard chemotherapy 
combination for the treatment of metastatic colorectal cancer (CRC). In the FOLFIRI (folinic acid 
(leucovorin), 5-FU and irinotecan) regimen used today, irinotecan is administered bi-weekly as a 90 
minute infusion of 180 mg/m2 on day 1 and 5-FU is administered starting with a bolus loading dose of 400 
mg/m2 followed by a continuous infusion of 2.4-3 gm/m2 over 96 hours starting on day 1. Consequently, 
irinotecan: fluoropyrimidine ratios are continuously changing during the course of therapy, with the 
possibility of tumor cells being exposed to antagonistic drug ratios.   

Celator chose floxuridine rather than 5-FU for evaluation of drug ratio dependent synergy because 
floxuridine displayed enhanced retention in liposomes as well as the fact that previous studies have 
demonstrated the clinical equivalency of floxuridine with 5-FU in comparative clinical studies. Celator 
conducted the screening of the combination of irinotecan and floxuridine for drug ratio dependent 
synergy in vitro in a panel of tumor cell lines. The 1:1 molar ratio of irinotecan:floxuridine was frequently 
synergistic and avoided antagonism.   
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A liposome formulation was developed that co-encapsulated irinotecan and floxuridine (CPX-1) and 
maintained the synergistic 1:1 molar ratio in the blood for approximately 24 hours after intravenous 
injection, selectively delivering the drugs to solid tumors.   

When tested in a range of preclinical solid tumor models, CPX-1 consistently provided improvements in 
therapeutic efficacy over the unencapsulated drug cocktail of irinotecan:floxuridine. For example, in a 
preclinical pancreatic tumor model, CPX-1 produced 100% tumor regression and long-term cures, 
whereas the drug cocktail provided only modest inhibition of tumor growth. 

 

Phase I Clinical Study of CPX-1

  

Based on the promising preclinical results, Celator completed a Phase I dose escalation clinical study of 
CPX-1 in patients with advanced solid tumors. The primary goal for this study was to establish the safety 
profile for CPX-1, recommend a safe dose for further study in a Phase II setting, determine the dose 
dependent PK of CPX-1 and gather evidence of antitumor activity.  

The MTD of CPX-1 was identified as 210 U/m2 (1 Unit = 1.0 mg irinotecan + 0.36 mg floxuridine) and 
once established, seven patients with CRC were enrolled at this dose (extension cohort) to obtain 
additional safety and efficacy data. Severe AEs that were dose related included grade 3 or 4 diarrhea 
(24.2%) and neutropenia (12.1%). The target 1:1 molar ratio of irinotecan to floxuridine was maintained in 
the blood of all patients for 8-12 hours and in many cases up to 24 hours.  

Complete response (CR), partial response (PR), stable disease (SD), and progressive disease (PD) were 
evaluable in 30 of 33 patients. Three patients achieved a PR, 21 patients achieved SD and six patients 
had PD. Disease control (CR, PR or SD) was observed in 11 of 15 (73.3%) patients with CRC. Among 
the 18 subjects with other tumor types, one PR in non-small cell lung cancer (NSCLC), and 11 SD were 
observed. Progression-free survival lasting greater than 6 months was observed in six patients with 
colorectal cancer and one patient each with pancreatic, ovarian and NSCLC. Colorectal cancer patients 
exhibited a favorable median progression free survival (PFS) of 5.4 months. 

 

Phase II Clinical Study of CPX-1

  

Based on the favorable data for CRC patients from the Phase I study, Celator completed a Phase II 
study in CRC patients. A dose of 210 U/m2 was administered bi-weekly to patients that were either 
irinotecan naïve (Arm A, 26 patients) or irinotecan refractory (Arm B, 33 patients). The median PFS, 
response rate and overall disease control rate for CPX-1 were greater than documented in the literature 
for FOLFIRI in irinotecan-naïve CRC patients. Similar results of PFS, response rate and overall disease 
control rate for CPX-1 were obtained in the irinotecan refractory arm. Although no confirmed PRs were 
achieved in this patient population, the proportion of patients benefiting from CPX-1 treatment and the 
PFS were similar to the documented in the literature benefit of Vectibix® (panitumomab), an approved 
drug for the treatment of irinotecan refractory patients. 
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The adverse event profile of CPX-1 was generally consistent with the combination of irinotecan and 
floxuridine. In this study, dose reductions and/or delays were frequently caused by: diarrhea, nausea and 
vomiting, or all three. Also observed were neutropenia, infections and fatigue. There was no severe 
stomatitis or rash. Based on the frequency of dose reductions and delays, the dose used in this study 
appears to be too high. The frequency of dose reductions and delays prevented an adequate 
assessment of efficacy for CPX-1.   

What s Next for CPX-1

  
The approvals of Avastin® and Epidermal Growth Factor Receptor (EGFR) inhibitors (i.e., Erbitux® and 
Vectibix®) for treatment of metastatic CRC have transformed the standard of care for the management of 
CRC patients. The majority of these patients now receive chemotherapy (e.g., FOLFIRI) in combination 
with a biological agent. Even as the utilization of biological agents evolves, FOLFIRI will continue to be a 
treatment regimen with which biologicals will be combined.   

The clinical results obtained to date with CPX-1 suggest that it is more efficacious than conventional 
FOLFIRI in treating metastatic CRC, both in terms of response/disease control rate as well as duration of 
disease control. Consequently, if clinical studies confirm a benefit for CPX-1 over FOLFIRI, CPX-1 could 
substitute for FOLFIRI, initially in second line treatment of FOLFOX failures.  

In addition to the opportunities for combining CPX-1 with approved biological agents, the demonstration 
that EGFR inhibitors are ineffective against CRC exhibiting K-Ras mutations has opened an additional 
window of opportunity for CPX-1 since clinical studies have shown that the response to FOLFIRI is not 
diminished in CRC patients exhibiting K-Ras mutations. Given the results from the Phase I and Phase II 
studies, we believe that CPX-1 may provide a significant benefit over FOLFIRI in CRC patients.  

Taken together, the scientific evidence in clinical and preclinical studies supports the investigation of 
CPX-1 in multiple CRC settings. In addition, other indications in which FOLFIRI has demonstrated 
favorable response rates (e.g., gastric cancer), as well as those in which CPX-1 exhibited activity in the 
Phase I study represent additional opportunities for clinical development.  

Therefore, Celator is evaluating the possibility of conducting clinical trials to study the efficacy of CPX-1 
versus FOLFIRI.   

Preclinical Stage Pipeline  

CPX-8   

 

CPX-8 is a hydrophobic docetaxel prodrug nanoparticle, a single drug formulation that utilizes the 
Company s proprietary prodrug nanoparticle technology.  

The taxanes comprise a class of water-insoluble anticancer drugs that are used extensively to treat a 
range of cancers, including breast, ovarian and non-small cell lung. Whereas liposomes are well suited 
as nano-scale delivery systems for water soluble drugs, they typically are unable to retain hydrophobic 
agents such as the taxanes after administration in the body.   

Celator has developed nanoparticle formulations of both paclitaxel and docetaxel based on its proprietary 
hydrophobic prodrug technology platform that are significantly more efficacious than the conventional 
commercially used formulations in preclinical tumor models.  

Celator has developed a library of taxane prodrugs that have demonstrated a wide range of plasma 
elimination rates and tested them for efficacy compared to their conventional drug counterparts in 
preclinical solid tumor models. Although conventional paclitaxel in the form of Taxol and docetaxel in the 
form of Taxotere were able to induce regression of established HT-29 solid tumors, only paclitaxel and 
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docetaxel formulated as prodrug nanoparticles were able to achieve a significant proportion of complete 
tumor regression and prolonged delay of tumor re-growth.   

Interestingly, when CPX-8 was tested for efficacy, not only was the degree of therapeutic activity greater 
than Taxotere when the two agents were compared at their respective MTDs, but CPX-8 also exhibited 
increased antitumor potency compared to Taxotere when administered at equivalent drug doses. 
Consequently, CPX-8 has been identified as Celator s lead nanoparticle-based formulation for 
development consideration and the National Cancer Institute s Nanotechnology Characterization 
Laboratory has selected this product for extensive in vitro and in vivo evaluation with an interest in seeing 
it advance towards clinical studies.    
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       PROJECTED INCOME STATEMENT   

  
2012 
(Dec) 

2013A 
(Dec) 2014E (Dec) 2015E 

(Dec) 
2016E 
(Dec) 

2017E 
(Dec) 

2018E 
(Dec) 

2019E 
(Dec) 

$ in million except per share data FYA FYA Q1A Q2A Q3E Q4E FYE FYE FYE FYE FYE FYE 

                        
Product revenue 

 
$0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $3.50  $35.00 

 
$75.00  

 Other revenue $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  
Total Revenues $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $3.50 $35.00 $75.00 

YOY Growth - - - - - - - - - - 900.0% 114.3% 

CoGS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.53 5.25 11.25 
Gross Income $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $0.00  $2.98  $29.75 

 

$63.75  
Gross Margin - - - - - - - - - 85.0% 85.0% 85.0% 

                        

R&D $3.41  $8.86  $2.33  $2.80  $3.50  $4.25  $12.88 

 

$7.50  $10.00 

 

$13.50 

 

$15.00 

 

$17.50  
% R&D - - - - - - - - - 385.7% 42.9% 23.3% 

SG&A $4.10  $5.43  $1.89  $1.73  $1.55  $1.60  $6.77  $7.00  $8.50  $10.50 

 

$12.50 

 

$15.00  
%SG&A - - - - - - - - - - - - 

Other 

 

$0.49  $0.32  $0.05  $0.05  $0.05  $0.05  $0.20  $0.20  $0.50  $0.50  $0.50  $0.00  
Operating Income ($8.0) ($14.6) ($4.3) ($4.6) ($5.1) ($5.9) ($19.8) ($14.7) ($19.0) ($21.5) $1.8  $31.3  

Operating Margin - - - - - - - - - - - 41.67% 

Other Net ($4.3) ($7.6) ($0.0) ($0.2) ($0.2) ($0.2) ($0.6) ($0.8) ($0.8) ($0.5) ($0.1) ($0.1) 
Pre-Tax Income ($12.3) ($22.2) ($4.3) ($4.8) ($5.3) ($6.1) ($20.5) ($15.5) ($19.8) ($22.0) $1.7  $31.2  

Income taxes(benefit) ($1.4) ($1.4) $0.0  $0.0  $0.0  ($1.1) ($1.1) ($1.0) ($1.0) $0.0  $0.0  $0.0  
Tax Rate - - - - - - - - - - - - 

Reported Net Income ($10.9) ($20.8) ($4.3) ($4.8) ($5.3) ($5.0) ($19.4) ($14.5) ($18.8) ($22.0) $1.7  $31.2  
YOY Growth - - - - - - - - - - - - 

Net Margin - - - - - - - - -      

                        

Diluted Shares Out 12.4 22.0 26.0 26.1 27.0 27.2 26.6 37.0 38.5 45.0 48.5 50.0 

Reported EPS ($0.88) ($0.95) ($0.16) ($0.18) ($0.20) ($0.18) ($0.73) ($0.39) ($0.49) ($0.49) $0.03  $0.62  

                        

One time charge 

 

$0.00  $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 $0.00 
Non GAAP Net Income ($10.9) ($20.8) ($4.3) ($4.8) ($5.3) ($5.0) ($19.4) ($14.5) ($18.8) ($22.0) $1.7  $31.2  
Non GAAP EPS ($0.88) ($0.95) ($0.16) ($0.18) ($0.20) ($0.18) ($0.73) ($0.39) ($0.49) ($0.49) $0.03  $0.62  

                           

Source: company filings and Zacks estimates    
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ZACKS RATING & RECOMMENDATION  

ZIR uses the following rating system for the 1104 companies whose securities it covers, including securities covered by Zacks SCR:  
Buy/Outperform: The analyst expects that the subject company will outperform the broader U.S. equity market over the next one to two quarters. 
Hold/Neutral: The analyst expects that the company will perform in line with the broader U.S. equity market over the next one to two quarters. 
Sell/Underperform: The analyst expects the company will underperform the broader U.S. Equity market over the next one to two quarters.    

The current distribution is as follows: Buy/Outperform- 16.3%, Hold/Neutral- 78.4%, Sell/Underperform  4.6%.  Data is as of midnight on the 
business day immediately prior to this publication.  


