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CVBT  will deliver therapeutic solutions that result in excellent outcomes for the patient and  the 

payers. 
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1. Introduction  

Cardiovascular Disease - a Global Epidemic - The World Health Organization has declared 

cardiovascular disease a Global Epidemic.  Cardiovascular Disease (CVD) is the number 1 cause 

of death in the world. CVD is responsible for 30% of all deaths in the world.  Ischemic heart 

disease (blockage of the microvascular system in the heart), chronic dermal ulcers and 

peripheral artery disease (complications of diabetes), and stroke are leading causes of death 

from CVD. 

The S olution  to the Global Epidemic  - Angiogenesis through  CVBTõs Drugs - 

Cardiovascular diseases result in restricted or lack of blood flow to tissue or organs such as 

microvascular disease in the heart, peripheral artery disease, chronic diabetic ulcers, and 

ischemic stroke.  Angiogenesis is the growth of new blood vessels in a tissue or organ.  

Angiogenesis medical solutions are predicted to have the same impact in the 21st century that 

antibiotics had in the 20th century. CardioVascular BioTherapeuticõs (CVBTõs) therapeutic drugs 

stimulate angiogenesis.  When areas of the body are ischemic, receiving an insufficient supply of 

blood, angiogenesis can grow new blood vessels to the region or bypass areas that are blocked. 

This is the underlying science of CVBTõs active pharmaceutical ingredient (API). CVBTõs drugs 

trigger the healing process, or angiogenesis, by introducing the protein at the exact location of 

damage, blockage, or lack of blood vessels.  CVBTõs BioMedical innovation was developed over 

the last 15 years and will save millions of lives and end the pain and suffering of millions more. 

 

The Business   

Solution Based Medicine - CVBTõs drugs are part of a therapeutic solution.  The therapeutic 

solutions include diagnosis, optimizing the patient for drug efficacy, administration of the drug, 

and observation and follow-up; all pursuant to a protocol.  

  

Certified Solution Centers ð Solution Centers for the angiogenesis therapy will be selected and 

certified by CVBT. Only Certified Solution Centers will be able to distribute the therapeutic 

solution.  This quality assurance/control process will facilitate patient and payer outcomes 

thereby creating brand value.  The process is critical to the ability to insure control of drug 

through a cold chain supply chain, to insure collection of patient outcomes information, and to 

verify reported revenues from drug sales.  Data validating the diagnosis of the patient, 

suitability of the patient, adherence to protocol, validation of the quality of the drug 

administered, as well as patient outcomes observed throughout the follow-up monitoring of the 

patient will all be gathered in a format that is digitally available in real time.   

The Opportunity  

This business at steady state will treat millions of people per year resulting in billions of U.S. 

Dollars (USD) of revenue. The therapeutic solution will have a positive return on investment to 

healthcare payers, both private and public. Patients after successful therapeutic outcomes will 

return to the workforce and become productive again. CVBT can become a Global Leader in the 

BioMedical Industry and one of the largest BioMedical companies in the world creating billions 

of USD in global commerce.  
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2.  CVBT and the BioMedical  Revolution  

The revolution in biotechnology has begun and people are taking notice. The following sections 

outline the new BioMedical Century and its focus on solution based medicine that is innovative. 

2.1.  BioMedical  Century  

Mr. John Lechleiter, the CEO of Eli Lilly & Company, one of the largest pharmaceutical 

companies in the world, stated in a Wall Street Journal interview:  òIn 1960 the average life 

expectancy in East Asia was 39. In 1990, 30 years later, it was 67.  Think about that. Does that 

explain the Asian econ omic boom? I think it might go a long way. ó Later in that same editorial 

he states his belief that economic development follows healthier people with the statement, 

òwealth follows health. ó Finally, he concludes: òthe 21st Century will be called the BioMed ical  

Century.ó1 

The BioMedical industry is the combination of biotechnology, biology, medical sciences, 

pharmaceuticals, imaging technologies, computer technologies, and wellness concepts to provide 

healthcare solutions to people. The BioMedical industry is the new medical, economic and 

business future of the 21st Century.  

CVBT has designed its drug pipeline and business strategy to assume a leadership position in 

the 21st Century BioMedical Revolution in the world.  

2.2.  Solution Based Medicine  

Solution based medicine combines therapeutics with managing outcomes through health 

management services. CVBT contemplates just such a solution in this plan. The following 

excerpt from òBiotech Reinventedó by Price Waterhouse Cooper describes the new solution based 

medical initiative of the BioMedical Century.  

òBiopharmaceutic al companies will have to move from  selling medicines to 

managing outcomes  (Solution Based Medicine) . Theyõll have to bundle different 

products together and supplement their therapies with health management 

services like compliance monitoring, dietary guidance and fitness regimes. Theyõll 

have to collaborate   with other organizations, including hospitals , clinics, 

technology vendors and lifestyle service providers to deliver all the services 

patients need as a solution .ó2 

CVBT has developed a comprehensive plan for achieving leadership in solution based medicine. 

CVBT will deliver medical solutions, not just drugs. The medical solutions will be delivered 

through a collaboration of service providers at each solution center across the world.  The 

therapeutic drugs will be delivered to the individual solution centers throughout the world in a 

cold chain supply chain. Controls built into the design of the supply chain and information 

gathering systems will insure the pedigree, quality, accountability and security of the patient, 

the drug, the therapeutic solution and the information.   

                                                           
1 Wall Street Journal interview Saturday, November 13, 2011 issue  
2 òBiotech reinvented - Where do you go from here?ó Price Waterhouse Coopers 2010 
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2.3.  Innovation   

CVBT will become a leader in the BioMedical Century delivering Solution Based Medicine.  

CVBTõs drugs are recognized as new and innovative within the industry.  A recent Global Data 

analyst report discussed the lack of innovation in existing therapies as the reason for the major 

unmet medical need in the wound healing market.   

òThe unmet medical need in the DFU therapeutics market is high, mostly 

associated with unavailability of innovative therapies which d eal with wound 

healing .ó 3   

The report calls out CVBTõs wound healing drug as a potential game changer that òwill impact 

the market.ó   

CVBTõs drugs each target medical indications where there exists a major unmet medical need 

resulting in dire patient outcomes and significant societal cost.  CVBTõs therapeutic solutions 

create genuine value through novel mechanism of action resulting in superior therapeutic 

outcomes which yield significant reductions in societal cost. CVBTõs drugs are innovative and 

create genuine value. 

2.4.  #6"4ȭÓ Global Leadership in the BioMedical Century  

CVBT has a portfolio of innovative therapeutic solutions that will revolutionize the treatment of 

diseases of aging associated with ischemia in the world. The patient outcomes will be 

revolutionary while creating significant savings for payers and significant reductions in the 

societal costs of these diseases.   

 

 

 

 

 

(Remainder of page left intentionally blank.)  

 

 

 

 

 

                                                           
3
 GlobalData Diabetic Foot Ulcer (DFU) Therapeutics - Pipeline Assessment and Market Forecasts to 2017 
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3. The Medical Science 

3.1.  Cardiovascular Disease - The #1 Cause of Death in  the World  
Cardiovascular Disease (CVD) is the collective term for 

the numerous health conditions of the heart and 

blood vessels.  CVD is the leading cause of death 

globally. The most common forms of CVD are Coronary 

Artery Disease (CAD), and Ischemic Heart Disease 

(IHD). Health experts sometimes refer to CAD and IHD 

collectively as coronary heart disease (CHD). Other 

common forms of CVD are Peripheral Artery Disease 

(PAD), hypertension (high blood pressure), 

Atherosclerosis (occluded arteries), and chronic ischemic 

wounds such as diabetic foot ulcers. 

 

The World Health Organization (WHO) defines CVD as a 

Global Epidemic. 

 

KEY FACTS: 

¶ CVDs are the number one cause of death globally: 

more people die annually from CVDs than from any other cause. 

¶ An estimated 17.3 million people died from CVDs in 2008, representing 30% of all global 

deaths. Of these deaths, an estimated 7.3 million were due to coronary heart disease and 

6.2 million were due to stroke. 

¶ By 2030, almost 23.6 million people will die annually from CVDs, mainly from heart 

disease and stroke. These are projected to remain the single leading causes of death. 

Cardiovascular Disease is a Global Epidemic that is rapidly growing and has a high societal 

cost.  There exists a major unmet medical need for CVD indications.  

3.2.  Angiogenesis ɀ The Growth of New Blood Vessels 
Angiogenesis, the growth of new blood vessels, is a òcommon denominator ó shared 

by diseases affecting more than one billion people  worldwide. Our vision is that 

angiogenesis-based therapies are a unifying approach to disease and will have the 

same impact in the 21 st century that antibiotics had in the 20 th century .4 

Angiogenesis is the growth of new blood vessels in a tissue or organ.  CVDõs result in restricted 

or lack of blood flow to tissue or organs such as microvascular disease in the heart, peripheral 

artery disease, chronic diabetic ulcers, and ischemic stroke.   

Proper diagnosis and Solution Based Medicine including angiogenesis therapy is the key to 

stopping the suffering and death resulting from this epidemic. 

 

                                                           
4 Quote from the Angiogenesis Foundation, Boston, MA, Sept. 7, 2011 

http://www.beltina.org/health-dictionary/heart-health-disease-definition.html
http://www.beltina.org/health-dictionary/blood-plasma-blood-cells.html
http://www.beltina.org/health-dictionary/coronary-artery-disease-cad-symptoms-treatment-risk-factors.html
http://www.beltina.org/health-dictionary/coronary-artery-disease-cad-symptoms-treatment-risk-factors.html
http://www.beltina.org/health-dictionary/ischemic-heart-disease-ihd-symptoms-treatment.html
http://www.beltina.org/health-dictionary/ischemic-heart-disease-ihd-symptoms-treatment.html
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The human body needs a constant supply of blood to keep it healthy. When areas of the body are 

ischemic, receiving an insufficient supply of blood, angiogenesis can grow new blood vessels to 

the region or bypass areas that are blocked. This is the underlying science of CVBTõs API. 

CVBTõs drugs trigger the healing process, or angiogenesis, by introducing the protein at the 

exact location of damage, blockage, or lack of blood vessels.  The following is a discussion of the 

angiogenesis process. 

 

 

Figure 1 ð Source: The Angiogenesis Foundation  - The process of angiogenesis occurs as an 

orderly series of events. 

Angiogenesis medical solutions will have the same impact in the 21st century that antibiotics 

had in the 20th century. CVBTõs therapeutic drugs stimulate angiogenesis. CVBT is positioned 

to achieve a global leadership role in the 21st Century BioMedical Revolution. 

3.3.  #6"4ȭÓ ÄÒÕÇÓ ÁÄÄÒÅÓÓ CVD via Angiogenesis 

Angioge nesis and CVBTõs Drugs 

Life expectancy across the world is increasing.  As people age they become susceptible to 

diseases of aging. Atherosclerosis is a disease where blockage occurs in the arteries of a person. 

That blockage in the arteries reduces blood flow through the blood vessel, which then deprives 

cells downstream of sufficient blood supply. Reduced blood flow means less oxygen and 

nourishment reaches the cells, with poorer removal of waste from the cells. As the cells deprived 

of blood suffer, then over time those cells are forced to change their metabolic functions to 

survive. The cells being deprived of adequate blood flow become less active, even going into 

hibernation if needed in an attempt to survive. 

In the heart, if blood flow is not reestablished, then those cells die and are replaced by scar 

tissue. When scar tissue begins replacing healthy heart muscle cells, the heart looses 

http://www.angio.org/img/cascadehi.jpg
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considerable pumping strength. The continual process of loss of heart muscle cells, leads to 

heart failure and death. The same process can occur in patients with peripheral artery disease, 

where blocked arteries in the legs leads to muscle weakness and ischemia, which if severe, can 

be followed by amputation and possible death. Reduced blood flow to the legs of diabetics results 

in poor perfusion of selected skin areas, which can lead to diabetic ulcers. If these ulcers become 

infected, it can lead to amputations and death. 

Lack of blood flow to a tissue or organ causes immeasurable pain and suffering leading to heart 

attacks, heart failure, stroke and kidney failure. It can also lead to chronic back pain, diabetic 

foot ulcers, and peripheral artery disease. CVBTõs drug that triggers new blood vessel growth 

can offer BioMedical solutions to these diseases which affect millions of people globally.  

The medical problem, cardiovascular disease, is the number one cause of death and suffering in 

the entire World.  CVBT has developed a BioMedical innovation over the last 15 years which 

will save millions of lives and end the pain and suffering of millions more.  

3.4.  First Example of an Aging Disease: Heart disease  

Below are two angiograms of the same area of the heart. In Figure 2, the angiogram was 

performed prior to the dosing of the heart with CVBTõs drug and in Figure 3; the angiogram was 

performed 3 months after treatment with FGF-1.  

CONTROL                                   FGF -1 TREATED  

 

Figure 2 ð Source: CVBT           Figure 3 ð Source: CVBT 

An example of the robust òblushó of angiogenesis is seen in Figure 3 where dense capillary 

growth is observed around the site of where CVBTõs drug was injected into the ischemic heart.  

The ability to trigger the growth of new blood vessels will extend millions of peopleõs lives. 

3.5.  Second Example of an Aging Disease: Diabetic Foot Ulcers  

Figures 4 and 5 are pictures from diabetic patients who developed ulcers which would not heal.  

The photos in the left-column were taken at day 0 before treatment with FGF-1 was initiated.  

The photos in the right-column were taken at the time the diabetic wound had achieved 100% 
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closure. The time to reach complete closure of the wounds ranged from 1-4 months, with larger 

ulcers taking longer to heal.  

Total Closure of  Diabetic  Wounds Treated with FGF -1 in a  Phase II Clinical Trial  

 

                       Before Treatmen t                                            After Treatment  

Figure 4 ð Source: CVBT                                   Figure 5 ð Source: CVBT 

3.6.  Third Example of an Aging Disease : Peripheral Artery Disease  

Lower extremity Peripheral Arterial Disease (PAD) occurs in the blood vessels of the legs and 

feet.  PAD is a progressive disease that involves the hardening and narrowing of the arteries 

due to a gradual buildup of plaque.  PAD of the lower extremities is a major cause of diminished 

ability to walk, and advanced cases can lead to leg amputation.  An area of research CVBT is 

exploring is growing new blood vessels with a PAD drug candidate, CVBT-141C that may 

improve the blood supply to the legs and feet to decrease pain and prevent tissue loss.  CVBT 

has collaborated with a research institute, American Cardiovascular Research Institute (ARCI) 

that conducted an animal efficacy study for PAD in rabbits.  
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FGF -1 Stimulates Arterial Growth    

in Ischemic Rabbit Leg         Peripheral Arterial Lesions  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

Injections of the PAD drug candidate were given three times a week for a two-week period into 

the ischemic leg. Results from these studies demonstrated that the drug candidate caused 

increased iliac artery blood flow and collateral vessel density and microvascular development in 

the legs of the treated animals (Figure 6).  The Company has received FDA authorization to 

initiate its Phase I clinical trial in PAD patients suffering 

from intermittent claudication. 

Patients with intermittent claudication, or pain upon 

walking, are the target group for this clinical trial.  As seen 

in Figure 7, these patients can have significant blockages in 

arteries either in their upper or lower leg.   

In this trial, we will test FGF-1 for PAD in a patient 

population with walking-induced leg pain or intermittent 

claudication.  The trial will primarily examine safety but 

also will monitor any changes in blood flow, leg muscle 

energy metabolism and walking duration.  Once the 

location of the blocked arteries is visualized by angiograms 

(see Figure 8) or other forms of molecular imaging, 

injections of FGF-1 for PAD will be administered to the 

affected muscles.   

Figure 7: Peripheral Angiogram, Dose Target Areas: 

Leg muscle ischemia can be the result of blockage in 

larger above the knee and/or smaller below the knee 

arteries. As shown above, the right leg has significant 

blockages that obscure two of the three main arterial 

branches supplying the lower leg with blood. (Source: 

CVBT)  

 

Figure 6: FGF-1 for PAD stimulates new 

vessel growth in an animal model of 

peripheral arterial disease. 20 days 

following injection of FGF-1, increased 

blood vessel growth is statistically 

significant over control animals at both 

doses of drug tested. (Source: CVBT ) 

A. Control, B. 1ȋg/kg, C. 3ȋg/ kg, D. 

30ȋg/kg 

 

Figure 8: Peripheral arterial 

disease (PAD): Arteriosclerotic 

obstruction of all three lower leg 

arteries which requires 

angiogenesisñòno-option PADó 

(Source: CVBT ) 
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The medical solution is based upon the utilization of CVBTõs drug to trigger angiogenesis in the 

human body. However CVBT needs to expand the medical solution to maximize the medical and 

commercial potential. The two major areas of importance are: 

1. Diagnostic  - What are the present and future ways to diagnose ischemic disease? 

2. Deliver y  - What are the present and future ways to deliver the drug? 

3.7.  Diagnostic  

Presently, diagnostics are of limited value in identifying many of the chronic diseases of 

ischemic tissue before an acute event. Most diagnostic devices are based upon x-rays and 

ultrasound and look for images of forms, such as tumors, vessel blockages, or bone breaks. For 

ischemia, the best and most extensively used devices today, are MRI and CAT, often used in 

association with contrast agents to enhance resolution.  These diagnostic tools can be used 

today to detect ischemia, but would be of greater value if more highly resolving images of 

ischemic tissues were available. New and more highly resolving molecular imaging tools would 

allow the detection of tissue òat riskó for ischemia and would be very valuable for expanding the 

utilization of CVBTõs angiogenesis drug treatment to millions of people before an acute event 

occurs. 

Molecular Imaging   

CVBT believes that Molecular Imaging is the diagnostic tool of the BioMedical Century, and the 

best potential device to advance CVBTõs angiogenesis drug treatment. CVBTõs management has 

previous experience in medical diagnostic devices, including ultrasound, x-ray, and CAT and 

MRI Scanners. CVBTõs management has been involved with òThe Society for Molecular 

Imagingó for over seven years. With effective molecular imaging diagnosing ischemic tissue 

before and not just  after an acute event, the medical and commercial applications of CVBTõs 

angiogenesis drug could grow into millions more people being treated by CVBTõs drugs. How 

does CVBT management believe this can occur?  

The most basic of all metabolic cell processes is the utilization of oxygen to burn sugars and 

thereby provide energy to the cell. The oxygen and sugars are provided to the cell by the blood. 

When blood flow is obstructed, the cells then receive less oxygen and they cannot burn the 

complex sugars they normally utilize.  To survive and function, these stressed cells transform 

their metabolic process to burn simple sugars, such as glucose.  When cells are receiving 

reduced oxygen they are said to be hypoxic or ischemic. Today it is possible to attach a 

radioactive isotope to a simple sugar, inject that agent into a personõs blood stream and then 

scan for the isotope. Figure 9 is a picture of a molecular image of ischemic heart tissue 

visualized using a labeled glucose derivative, Tc-99m EDCG. The basic technology of molecular 

imaging presently exists. However it has not been commercialized due to the fact there is no 

economic justification for the diagnostic until a therapy can be developed. 
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Heart Ischemia ( Bright Area at Bottom of Figu re) Visualized by Scanning with  Tc -

99m ECDG  

 

Figure 9 ð Source: CVBT (figure courtesy of Dr. David Rollo)  

With CVBTõs drug to treat ischemic tissues, there will be a medical treatment available, thereby 

creating a medical and commercial need for molecular imaging. CVBT will be leading the 

activities for developing the devices for molecular imaging to enhance utilization of its 

angiogenesis drug. CVBT will be developing the òApplications Innovationó of molecular imaging. 

Each race has a different metabolism. Each culture is affected by different external factors, 

including diet, smoking, exercise, weather and other conditions. For example, Indians have 

many microvascular heart attacks that presently cannot be diagnosed.  So, how do we image the 

problem? CVBT will develop the molecular imaging innovation.    

While the current diagnostics will be used and can help millions of patients, utilizing molecular 

imaging to diagnose cell metabolism will provide millions more people the ability to be treated 

with CVBTõs angiogenesis drugs both after and hopefully before an acute event, thus advancing 

CVBT to leadership in preventative angiogenesis.  

3.8.  Delivery   

Wound Healing  - For wound healing, FGF-1 will be supplied as a viscous drug solution 

in sterile plastic dropper bottles. Dosing dropper bottles will not be reused and a fresh sterile 

dosing bottle will be used for each dose.  Each bottle will contain approximately 25 drops of the 

FGF-1 solution.  The ulcer will receive from 1-10 drops of the drug solution depending on its 

size.  

Approximately one minute is allowed for the drop(s) to be absorbed and then an appropriately 

sized Johnson & Johnson BioclusiveÊ dressing is applied with the adhesive portion of the 

dressing attached to the adjacent intact skin.  Dry gauze pads are applied over the occlusive 

dressing and taped directly to the adjacent intact skin rather than the surface of the occlusive 

dressing to absorb excess wound fluid that may leak out from under the occlusive dressing 

between dressing changes.  
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Heart  ð Presently, CVBT utilizes a medical delivery device manufactured by Johnson & 

Johnson, called the Myostar® injection catheter. The catheter is inserted into the femoral artery 

of the patient and then guided into the left ventricle of the heart where injections can be made 

into the heart wall.  The procedure takes 30 minutes, with 10 separate injections made into 

ischemic heart tissue.  The figure below is a depiction of the needle end of the catheter. It is 

advanced into the ventricle through the aorta (bottom of figure). On the right side of the figure, 

the needle is depicted as it injects CVBTõs heart drug into the heart wall.  This catheter is also 

unique in that it can map ischemia in the heart (electrical map). At the top left of the figure, an 

area of the heart is shown where blue coloring denotes ischemic tissue and healthy tissue is 

visualized as green.  Areas for drug injection (red circles) are then superimposed on the image. 

Myostar® (J&J) Injection Catheter  

 

Figure 10 ð Source: Johnson & Johnson  

 

 

 

 

(Remainder of page intentionally left blank.)  
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4. Introducing CVBT  

4.1.  About CVBT 

CardioVascular BioTherapeutics, Inc. is a biotech company developing drug candidates to 

treat cardiovascular diseases caused by a lack of blood supply to tissues and organs; including 

severe coronary heart disease, diabetic wounds, and peripheral artery disease. The API in 

CVBTõs drug candidates is FGF-1, a human protein that stimulates the growth of new blood 

vessels, thereby increasing the blood supply to ischemic organs and tissues. 

CVBTõs scientists discovered and have worked on this human protein molecule since 1980 when 

Dr. Ken Thomas (CVBTõs VP of Research and Development) first indentified this protein called 

human fibroblast growth factor-1 or FGF-1 at Washington University, in St. Louis, Missouri. 

CVBTõs people conducted the first human heart trial with this protein in 1995 in Germany 

where they demonstrated the human protein did cause the growth of new blood vessels in a 

human heart suffering from ischemia. Since then, three human clinical trials have been 

conducted in the heart to demonstrate that CVBTõs drug can grow new blood vessels in the 

damaged heart. Additionally, several human trials to treat òDiabetic Foot Ulcersó (DFUõs) have 

been completed, including a USA FDA Phase II trial, which demonstrated impressive healing of 

diabetic foot ulcers by FGF-1.  

CVBT is committed to discovering, developing and commercializing new and innovative solution 

treatments in areas of unmet medical need while providing payers with a positive return on 

investment.  

CVBT is progressing its technical platform through clinical trials, preclinical studies, and 

research to specifically treat impaired blood supply and damaged tissue in the following 

indications: 

V Dermal Wounds 

V Severe Coronary Heart Disease (CHD) 

V Peripheral Arterial Disease (PAD) 

V Lumbar Disc Ischemia 

V Stroke 

Clinical Trials:   

Dermal Wound Healing  ð CVBT completed a Phase I study for CVBT-141B.  To accelerate 

the wound healing program, CVBT has in-licensed Phase Ia, Ib, IIa and IIb clinical trial data 

for CVBT-141B, the diabetic wound healing compound.  This data coupled with their own, 

indicates a treatment breakthrough for diabetes patients suffering from dermal wounds. 

CVBTõs Phase II data indicates that CVBTõs FGF-1 biological drug appears to be delivering 

efficacy at a level significantly greater than has been seen in any other treatments for patients 

suffering from chronic ischemic diabetic wounds. The results of the two randomized, double-

blind, placebo-controlled Phase II trials are summarized as follows:  In the Phase IIa trial, 

diabetic wounds treated with FGF-1 healed approximately 4.5 times faster than wounds treated 
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with placebo/standard of care (which included debridement). In the Phase IIb trial, all of the 

diabetic wounds treated with FGF-1 achieved 100% closure within five months or less, whereas 

a full one-third of the placebo-treated wounds remained open at the end of the same treatment 

period.  Additionally, 57% of patients treated with FGF-1 had complete closure of their diabetic 

wounds at eight weeks, versus 0% for the placebo group. Both Phase II trials demonstrated 

statistical significance to placebo (p<0.05).  In all trials (Phase I and Phase II), there have been 

no significant safety or adverse events attributable to the drug.  Subject to FDA approval, CVBT 

anticipates commencement of the Phase III trial for CVBT-141B in 2012. 

Severe Coronary Heart Disease (CHD)  ð CVBT successfully completed a U.S. FDA 

authorized Phase I study of CVBT-141H for the treatment of severe coronary heart disease with 

no reports of significant unexpected adverse effects attributable to the injection of the drug. 

Although the trial was not powered to test efficacy endpoints, statistically significant 

improvement was seen in several clinical endpoints, including treadmill exercise performance 

and angina pain scores. The FDA has authorized a Phase II trial for which enrollment began in 

2008. It includes four randomized, double-blind, placebo-controlled dosing cohorts 

approximately 120 patients with severe coronary heart disease. Thus far, nine patients have 

been enrolled of which seven patients have been randomized and dosed. The trial is currently 

paused pending sponsor initiated changes to the protocol.  This trial is planned to resume in 

2012. 

Peripheral Artery Disease (PAD)  ð Pre-clinical trials have shown that CVBT-141C may 

improve blood supply to the legs and feet to decrease pain and prevent tissue loss. Animal 

efficacy studies with CVBTõs drug candidate in a rabbit model of PAD demonstrated that it 

increased iliac artery blood flow, collateral vessel density and microvascular development in the 

legs of the treated animals.  The U.S. FDA has authorized a Phase I clinical trial for PAD 

specifically for patients with intermittent claudication (cramping pain and weakness in the legs 

during walking). The trial is planned to begin in 2012. 

Pre -Clinical:  

Lumbar Disc Ischemia ð An investigational study is underway with the Orthopedic 

Education and Research Institute of Southern California to establish the correlation of reduced 

blood perfusion of the lumbar spinal discs with chronic back pain and degenerative disc disease. 

Fifty-two patients took part in this study which examined lumbar blood perfusion by MRI 

techniques and correlated disc degeneration to ischemia. 

Acute Stroke  ð Three animal studies have been completed using FGF-1 that demonstrated the 

active ingredient could significantly reduce the volume of stroke in animals. The study also 

indicated that the drug could be administered up to eight hours after the onset of stroke 

symptoms and still be efficacious.  
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The CVBT Product Development Pipeline  

 

Indication/ Project Name Research Preclinical Phase I Phase II Phase III 

Dermal Wound Healing 
(CVBT-141B) 

V V V V 
Planned 

2012 

Severe Coronary Heart 
Disease (CVBT-141H) 

V V V In Progress  

Peripheral Artery Disease  
(CVBT-141C) 

V V 
Planned 

2012 
  

Lumbar Disc Ischemia V In Progress    

 
Acute Stroke  
 
 
 

V V 
Planned after 

CVBT is 
Profitable 

  

      

Figur e 11 ð Source: CVBT 
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