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NEWS UPDATE October 7, 2011

ValveXchange First In Man Press Release

Surgeons successfully implant the ValveXchange® two-part heart
valve system

DENVER - October 5, 2011- ValveXchange, Inc. has performed
successful First In Man (FIM) surgeries demonstrating the practicality and
advantages of its novel Vitality™ two-part heart valve system.

The surgeries were performed by two highly renowned US cardiac
surgeons, Lars Svensson, MD, PhD of The Cleveland Clinic and W.
Randolph Chitwood, MD of The East Carolina Heart Institute, working with
Adrian Ebner, MD at his facilities in Asuncion, Paraguay. The surgeries
took place Sept. 26 and 27, 2011. Three men aged 49, 62 and 72
received the Vitality™ heart valves. All have been discharged and are
recovering normally.

The mission of ValveXchange® is to bring the full, active lifestyle
advantages of tissue heart valves to patients of all ages. Currently, tissue
valves are recommended only for older patients because the leaflet sets
wear out every 10-15 years, requiring repeated open-heart
surgeries. Younger patients today receive mechanical heart valves that
do not wear out, but require lifelong high doses of anticoagulation drugs
that force a sedentary lifestyle with serious side effects.

The ValveXchange® concept is a two-part valve with a permanently
implanted base and an easily replaceable leaflet set. The leaflet set is
designed to be replaced transapically (through the apex of the heart),
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accessed by a small incision between the ribs and not requiring any future
open-heart surgeries. ValveXchange® is currently developing the tool set
for the transapical leaflet replacement procedure. Leaflets can also be
replaced using standard and minimally invasive surgical techniques that
are faster and simpler than traditional valve replacement surgeries.

Of the FIM surgeries Dr. Chitwood said, "These cases went extremely
well. We think we've got an excellent valve concept. You can look below
the valve before you put the leaflet set in and see exactly how the valve is
seated. The patients have come off bypass without any difficulty,
excellent gradients, good cardiac outputs and good ventricular
function." Dr. Svensson added, "With other valves if you break a suture
you're basically committed to taking the valve off and out. Here there are
no leaflets, so it's very easy to see and put in extra sutures.”

Larry Blankenship, Chairman and CEO of ValveXchange®, said "This
highly successful FIM implantation series takes ValveXchange® to a new
level, and brings us closer to our goal of providing the advantages of
tissue valves to all patients. Our next step will be to begin clinical trials in
the European market."

The ValveXchange® technology was invented by company founder and
noted heart valve scientist Dr. Ivan Vesely, a PhD Biophysicist. Dr. Vesely
said "Even though we worked on this technology for many years and have
done extensive laboratory testing to make sure that all goes perfectly
during human trials, it is still very gratifying to see how smoothly the
implant procedures went and how well the patients did after the surgery."

ValveXchange® will now be pursuing clinical trials in Europe, which allows
the most straightforward and predictable regulatory approval
pathway. Clinical trials are expected to begin in early 2012 with European
regulatory approval expected in late 2012 or 2013.

All ValveXchange® heart valves are designed for long durability and
leaflet exchangeability. The Vitality™ model, which has just been
implanted in the FIM studies, is intended for the broad adult aortic valve
marketplace. ValveXchange® also is developing the Vanguard™ series of
transcatheter valves (for transapical and transfemoral implant) that are
being designed to incorporate the same durability as surgical valves and
the same leaflet replacement feature as the Vitality™, but for the aged,
non-surgical patient population.

About ValveXchange, Inc:

ValveXchange, Inc. is an emerging technology company based in
Colorado. Calling itself"The Lifetime Tissue Valve Company."
ValveXchange®is developing the first-of-its-kind  "serviceable"
bioprosthetic heart valve. By offering the possibility of periodic, minimally
invasive exchange of the worn-out leaflet set, young and physically active
patients can avoid the use of a mechanical valve and its associated
lifetime of warfarin anticoagulation therapy. These design features are
incorporated into its Vitality™ surgically implantable valves and are being
designed into its Vanguard™ transcatheter valves and future pediatrics
products.




ValveXchange® was founded by Dr. Ilvan Vesely, a PhD biophysicist
internationally recognized for his research in the field of bioprosthetic heart
valves. Chairman and CEO Larry Blankenship is a 30-year veteran of the
medical device field and serial entrepreneur who has previously guided
more than two dozen products into the marketplace, including heart
valves. The company has ten patents covering various aspects of its
heart valve and related technology, and ten additional patent applications
in process.

FORWARD LOOKING STATEMENTS NOTICE: Statements made in this
press release that look forward in time or that express physician's or
ValveXchange's management's beliefs, expectations or hopes are
forward-looking statements. Such forward-looking statements reflect the
views of the individuals at the time such statements are made and are
subject to a number of risks, uncertainties, estimates, and assumptions
that may cause actual results to differ materially from current
expectations. That is, forward-looking statements describe events that
may not occur as expected, or not at all.

The original press release as carried by BusinessWire can be viewed by
clicking here.

Sincerely,

Ivan Vesely, Ph.D.

Founder and Chief Scientific Officer
ValveXchange Inc.
ivesely@valveXchange.com
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		ValveXchange First In Man Press Release



		

Surgeons successfully implant the ValveXchange® two-part heart valve system



DENVER - October 5, 2011 - ValveXchange, Inc. has performed successful First In Man (FIM) surgeries demonstrating the practicality and advantages of its novel Vitality™ two-part heart valve system.

 

The surgeries were performed by two highly renowned US cardiac surgeons, Lars Svensson, MD, PhD of The Cleveland Clinic and W. Randolph Chitwood, MD of The East Carolina Heart Institute, working with Adrian Ebner, MD at his facilities in Asuncion, Paraguay.   The surgeries took place Sept. 26 and 27, 2011.  Three men aged 49, 62 and 72 received the Vitality™ heart valves.  All have been discharged and are recovering normally.

 

The mission of ValveXchange® is to bring the full, active lifestyle advantages of tissue heart valves to patients of all ages.  Currently, tissue valves are recommended only for older patients because the leaflet sets wear out every 10-15 years, requiring repeated open-heart surgeries.  Younger patients today receive mechanical heart valves that do not wear out, but require lifelong high doses of anticoagulation drugs that force a sedentary lifestyle with serious side effects.

 

The ValveXchange® concept is a two-part valve with a permanently implanted base and an easily replaceable leaflet set.  The leaflet set is designed to be replaced transapically (through the apex of the heart),



accessed by a small incision between the ribs and not requiring any future open-heart surgeries.  ValveXchange® is currently developing the tool set for the transapical leaflet replacement procedure.  Leaflets can also be replaced using standard and minimally invasive surgical techniques that are faster and simpler than traditional valve replacement surgeries.

 

Of the FIM surgeries Dr. Chitwood said, "These cases went extremely well.  We think we've got an excellent valve concept.  You can look below the valve before you put the leaflet set in and see exactly how the valve is seated.  The patients have come off bypass without any difficulty, excellent gradients, good cardiac outputs and good ventricular function." Dr. Svensson added, "With other valves if you break a suture you're basically committed to taking the valve off and out. Here there are no leaflets, so it's very easy to see and put in extra sutures."

 

Larry Blankenship, Chairman and CEO of ValveXchange®, said "This highly successful FIM implantation series takes ValveXchange® to a new level, and brings us closer to our goal of providing the advantages of tissue valves to all patients. Our next step will be to begin clinical trials in the European market."

 

The ValveXchange® technology was invented by company founder and noted heart valve scientist Dr. Ivan Vesely, a PhD Biophysicist.  Dr. Vesely said "Even though we worked on this technology for many years and have done extensive laboratory testing to make sure that all goes perfectly during human trials, it is still very gratifying to see how smoothly the implant procedures went and how well the patients did after the surgery."

 

ValveXchange® will now be pursuing clinical trials in Europe, which allows the most straightforward and predictable regulatory approval pathway. Clinical trials are expected to begin in early 2012 with European regulatory approval expected in late 2012 or 2013. 

 

All ValveXchange® heart valves are designed for long durability and leaflet exchangeability.  The Vitality™ model, which has just been implanted in the FIM studies, is intended for the broad adult aortic valve marketplace. ValveXchange® also is developing the Vanguard™ series of transcatheter valves (for transapical and transfemoral implant) that are being designed to incorporate the same durability as surgical valves and the same leaflet replacement feature as the Vitality™, but for the aged, non-surgical patient population.

 

About ValveXchange, Inc:

ValveXchange, Inc. is an emerging technology company based in Colorado. Calling itself "The Lifetime Tissue Valve Company."  ValveXchange® is developing the first-of-its-kind "serviceable" bioprosthetic heart valve. By offering the possibility of periodic, minimally invasive exchange of the worn-out leaflet set, young and physically active patients can avoid the use of a mechanical valve and its associated lifetime of warfarin anticoagulation therapy.  These design features are incorporated into its Vitality™ surgically implantable valves and are being designed into its Vanguard™ transcatheter valves and future pediatrics products.

 

ValveXchange® was founded by Dr. Ivan Vesely, a PhD biophysicist internationally recognized for his research in the field of bioprosthetic heart valves.  Chairman and CEO Larry Blankenship is a 30-year veteran of the medical device field and serial entrepreneur who has previously guided more than two dozen products into the marketplace, including heart valves.  The company has ten patents covering various aspects of its heart valve and related technology, and ten additional patent applications in process.

 

FORWARD LOOKING STATEMENTS NOTICE:  Statements made in this press release that look forward in time or that express physician's or ValveXchange's management's beliefs, expectations or hopes are forward-looking statements.  Such forward-looking statements reflect the views of the individuals at the time such statements are made and are subject to a number of risks, uncertainties, estimates, and assumptions that may cause actual results to differ materially from current expectations.  That is, forward-looking statements describe events that may not occur as expected, or not at all.









		







		 

The original press release as carried by BusinessWire can be viewed  by clicking here.
 

Sincerely, 



 

Ivan Vesely, Ph.D.

Founder and Chief Scientific Officer 

ValveXchange Inc.

ivesely@valveXchange.com 
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