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PART I

Item 1. Business.
Overview

CryoLife, Inc. ( CryoLife ,the Company , we ,or us ),incorporated January 19, 1984 in Florida, preserves and distributes human tissues and
develops, manufactures, and commercializes medical devices for cardiac and vascular transplant applications. The human tissue distributed by
CryoLife includes the CryoValve® SG pulmonary heart valve ( CryoValve SGPV ) and the CryoPaftSG pulmonary cardiac patch tissue

( CryoPatch SG ), both processed using CryoLife s proprietary SynerGradchnology. CryoLife s medical devices include surgical adhesives,
sealants, and hemostats including BioGlue® Surgical Adhesive ( BioGlue ), BioFofSurgical Matrix ( BioFoam ), and HemoStdse

( HemoStase ), which the Company distributes for Medafor, Inc. ( Medafor ), as well as other medical devices. The Company s products are often
sold in international markets several years before they can be marketed in the U.S. In 2009 international revenues were 16% of total revenues.

Preservation Services and Products

Tissue Preservation Services. CryoLife distributes preserved human cardiac and vascular tissue to implanting institutions throughout the U.S.,
Canada, and Europe. CryoLife preserves cardiac and vascular tissue using special freezing techniques, or cryopreservation. Management

believes the human tissues it distributes offer specific advantages over mechanical, synthetic, and animal-derived alternatives. Depending on the
alternative, the advantages of the Company s heart valves include more natural blood flow properties, the elimination of a need for long-term

drug therapy to prevent excessive blood clotting, and a reduced risk of catastrophic failure, thromboembolism (stroke), or calcification. The
Company received a Section 510(k) ( 510(k) ) clearance from the U.S. Food and Drug Administration ( FDA ) in February 2008 for its CryoValve
SGPV and in August 2009 the Company received 510(k) clearance from the FDA for its CryoPatch SG, both processed with the Company s
proprietary SynerGraft technology. In 2009 CryoLife used the SynerGraft technology for a portion of its pulmonary valve processing and

pulmonary cardiac patch tissue processing. The Company began to phase out the distribution of orthopaedic tissue in 2007 and distributed its last
orthopaedic tissue in fourth quarter of 2009.

Surgical Adhesives, Sealants, and Hemostats. CryoLife s proprietary product BioGlue, designed for cardiac, vascular, pulmonary, and general
surgical applications, is a polymer based on bovine blood protein and an agent for cross-linking proteins. CryoLife distributes BioGlue
throughout the U.S. and in more than 75 other countries for designated applications. In the U.S., BioGlue is FDA approved as an adjunct to
sutures and staples for use in adult patients in open surgical repair of large vessels. CryoLife distributes BioGlue under Conformité Européene
Mark product certification ( CE Mark ) in the European Economic Area ( EEA ) for repair of soft tissues (which include cardiac, vascular,
pulmonary, and additional soft tissues). CryoLife has also received approval and distributes BioGlue for use in soft tissue repair in Canada and
Australia. Additional marketing approvals have been granted for specified applications in several other countries throughout the world.

CryoLife distributes HemoStase under a private label agreement with Medafor. HemoStase is a microporous polysaccharide hemostatic agent
(coagulant). The product is a plant based, flowable powder engineered to rapidly dehydrate blood, enhancing clotting on contact. Pursuant to its
agreement with Medafor, CryoLife is the exclusive distributor in the U.S. for cardiac and vascular surgery (excluding Department of Defense
hospitals) and the exclusive distributor internationally (excluding China and Japan) for cardiac, vascular, and general surgery subject to certain
exclusions. Distribution of HemoStase began in the U.S., Canada, United Kingdom, Germany, and France in 2008. CryoLife began distribution
in other international markets in 2009. CryoLife plans to expand its international distribution of HemoStase in 2010 as the required regulatory
approvals are obtained. CryoLife is currently in litigation with Medafor related to the conduct of Medafor pursuant to the distribution agreement
between the parties, discussed further below in Part I, Item 3, Legal Proceedings. In addition, CryoLife has proposed to the Medafor board of
directors a combination of the two companies as discussed in ~ Recent Events Medafor below.

CryoLife s proprietary product, BioFoam, is a protein hydrogel biomaterial with an expansion agent which generates a mixed-cell foam. The
foam creates a mechanical barrier to decrease blood flow and pores for the blood to enter, leading to cellular aggregation and enhanced
hemostasis. CryoLife has recently received regulatory certifications and approvals for BioFoam discussed further below.
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Research and Development

Through its continuing research and development activities, CryoLife uses its expertise in protein chemistry, biochemistry, and cell biology, and
its understanding of the cardiac and vascular surgery medical specialties, to develop useful technologies, services, and products. In addition,
CryoLife uses this expertise to acquire and license supplemental and complimentary products and technologies. CryoLife seeks to identify
market areas that can benefit from preserved tissues, medical devices, and other related technologies, to develop innovative techniques and
products within these areas, to secure their commercial protection, to establish their efficacy, and then to market these techniques and products.
In order to expand CryoLife s service and product offerings, the Company is in the process of developing or investigating several technologies
and products. The products in development have not been subject to completed clinical trials and have not received FDA or other regulatory
approval, so CryoLife may not derive any revenues from them. CryoLife generally performs significant research and development work before
offering its services and products, building on either existing proprietary and non-proprietary knowledge or acquired technology and know-how.
The Company s current tissue preservation services were developed internally. The Company developed its BioGlue and BioFoam products from
a technology originally developed by a third party and acquired by CryoLife.

BioGlue is the first product to be developed from the Company s Protein Hydrogel Technology ( PHT ) and BioFoam is the second product.
CryoLife continues to research and develop product line extensions to BioGlue including modifications to the BioGlue delivery system. In
addition, CryoLife continues to research and develop additional indications for the use of BioFoam, outside of the currently approved
indications.

Risk Factors

CryoLife s business is subject to a number of risks. See Part I, Item 1A, Risk Factors below for a discussion of these and other risk factors.
Recent Events

Medafor

During the fourth quarter of 2009 and in January 2010, CryoLife completed the purchase of approximately 2.3 million shares of Medafor
common stock for $2 per share. Based on the most recent information available to CryoLife, these shares represent approximately 11% of
Medafor s stock. In addition, in January 2010 CryoLife announced that it had contacted Medafor s board and proposed a purchase price of $2.00
per share for the remaining outstanding shares, to be paid in a mixture of cash and CryoLife stock. The parties have exchanged letters regarding
CryoLife s proposal, but on February 10, Medafor s Board of Directors stated that it would not meet with CryoLife to discuss its offer.

BioFoam

In August of 2009 CryoLife received CE Mark certification for BioFoam in the EEA for use as an adjunct in the sealing of abdominal
parenchymal tissues (liver and spleen) when cessation of bleeding by ligature or other conventional methods is ineffective or impractical.
CryoLife is conducting a controlled clinical launch of BioFoam at four centers in the United Kingdom, Germany, and France. The objectives of
this 70-patient controlled launch, in which BioFoam is used as a surgical hemostatic adjunct in the open repair of liver parenchyma following
liver resection and/or liver transplant surgery, are to (1) collect additional clinical data supporting the safety and performance of BioFoam and
(2) further refine the optimal application technique.

In October of 2009 CryoLife was granted approval by the FDA for an Investigational Device Exemption ( IDE ) to conduct a human clinical trial
with BioFoam for use in liver resection surgery in patients for whom cessation of bleeding by ligature or other conventional methods is
ineffective or impractical.

CryoPatch SG Pulmonary Cardiac Patch

In August of 2009 the Company received a 510(k) clearance from the FDA for its CryoPatch SG. CryoPatch SG is indicated for the repair or
reconstruction of the right ventricular outflow tract, which is a surgery commonly performed in children with congenital heart defects, such as
tetralogy of Fallot, truncus arteriosus, and pulmonary atresia. CryoPatch SG is distributed in three anatomic configurations: pulmonary
hemi-artery, pulmonary trunk, and pulmonary branch.
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CryoValve SG Aortic Heart Valve

In October of 2009 the Company announced that it received a Humanitarian Use Device ( HUD ) designation from the FDA for its CryoValve SG

aortic heart valve ( CryoValve SGAV ). The HUD designation is the first step in obtaining a Humanitarian Device Exemption ( HDE ) which
would allow the company to market the CryoValve SGAV in the U.S. An HUD is a medical device intended to benefit patients in the treatment
or diagnosis of a disease or condition that affects or is manifested in fewer than 4,000 individuals in the U.S. per year, provided that no
comparable device with the same intended use is marketed with other FDA approvals.

The Company believes that its patented SynerGraft technology serves as the foundation for CryoLife s next generation of implantable biological
tissues. This technology is designed to remove allogeneic donor cells and cellular remnants from tissue without compromising the integrity of
the underlying collagen matrix. The CryoValve SGAYV is intended to be used for the replacement of diseased, damaged, malformed, or
malfunctioning native or prosthetic aortic valves in children from birth to 21 years of age. The Company estimates that up to 1,500 children per
year could benefit from this technology if the Company is successful in obtaining an HDE.

Strategy

The key elements of the Company s strategy related to growing its business and leveraging its strengths and expertise in its core marketplaces to
generate revenue and earnings growth are:

Expand Core Business. Expand the Company s core business in cardiac and vascular medical specialties by expanding the market
penetration of BioGlue and related products, heart valves, cardiac patch tissues, and vascular tissue.

Develop the Company s Pipeline of Services and Products. Develop the Company s technologies and intellectual property for
additional service and product offerings and commercialization of new services and products.

Identify and Evaluate Acquisition Opportunities of Complementary Product Lines and Companies. Leverage the Company s current
distribution channel and its expertise in the cardiac and vascular medical specialties by selectively pursuing the potential acquisition,
distribution, or licensing of additional technologies that complement existing services and products.

License Company Technology to Third Parties for Non-Competing Uses. Leverage the Company s current technology platforms,
including its PHT platform and SynerGraft technology, in medical specialties other than cardiac and vascular surgery through
strategic alliances, licenses, or distribution arrangements for additional indications or product line extensions. The Company
considers licensing or distribution opportunities for existing products or for products in its research and development pipeline if the
Company determines that licensing or distribution opportunities could enhance shareholder value.

Analyze and Identify Underperforming Assets for Potential Sale or Disposal. Continue to analyze and identify underperforming
assets not complementary to the strategies identified above for potential sale or disposal.
Services and Products

Preservation Services

The Company s proprietary preservation process involves the recovery of tissue from deceased human donors by tissue banks and organ
procurement organizations, the timely and controlled delivery of such tissue to the Company, the screening, dissection, disinfection, and
preservation of the tissue by the Company, the storage and shipment of the preserved tissue, and the controlled thawing of the tissue. Thereafter,
the tissue is surgically implanted by a surgeon into a human recipient.

The transplant of human tissue that has not been preserved must be accomplished within extremely short time limits. Prior to the advent of
human tissue cryopreservation, these time constraints resulted in the inability to use much of the tissue donated for transplantation. The
application of the Company s cryopreservation technologies to donated tissue expands the amount of human tissue available to physicians for
transplantation. Cryopreservation also expands the treatment options available to physicians and their patients by offering alternatives to
implantable mechanical, synthetic, and animal-derived devices. The tissues currently preserved by the Company include heart valves, cardiac
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patch tissues, and vascular tissues.

CryoLife collects and maintains clinical data on the use and effectiveness of implanted human tissues that it has preserved and shares this data
with implanting physicians and the procurement organizations from which it receives tissue. The Company also uses this data to help direct its
continuing efforts to improve its preservation services through ongoing
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research and development. Its medical relations and education staff, clinical research staff, and field representatives assist physicians by
providing educational materials, seminars, and clinics on methods for handling and implanting the tissue preserved by the Company and the
clinical advantages, indications, and applications for those tissues. The Company has ongoing efforts to train and educate physicians on the
indications for and uses of the human tissues preserved by the Company. In addition, the Company sponsors programs where surgeons train
other surgeons in best-demonstrated techniques. The Company also assists organ procurement agencies and tissue banks through training and
development of protocols and provides materials to improve their tissue recovery techniques and, thereby, increase the yield of usable tissue.

Cardiac Tissue. The human heart valves and cardiac patch tissues preserved by the Company are used in reconstructive heart valve replacement
surgery. CryoLife shipped approximately 71,500 heart valves and cardiac patch tissues from 1984 through 2009, including approximately 3,000
shipments in 2009. Revenues from cardiac tissue preservation services accounted for 24%, 24%, and 23% of total Company revenues in 2009,
2008, and 2007, respectively. Based on CryoLife s records of documented implants, management believes that the acceptance of the Company s
heart valves is due in part to physicians recognition of the longevity and natural functionality of the Company s cardiac tissues, the Company s
documented clinical data, and the support of the Company s medical relations and education staff, clinical research staff, customer service
department, and field representatives. Management believes the Company offers advantages in the areas of clinical data and field services as
compared to other human tissue processors and that the Company s tissues offer advantages in certain areas over mechanical, porcine, and bovine
heart valve alternatives. The Company currently preserves human aortic and pulmonary heart valves for implantation by cardiac surgeons. In
addition, the Company preserves human cardiac patch tissue for surgeons who wish to perform certain specialized cardiac repair procedures.
Each of these preserved cardiac tissues maintains a structure which more closely resembles and more closely simulates the performance of the
patient s own tissue compared to non-human tissue alternatives.

In 2008 CryoLife received 510(k) clearance from the FDA for its CryoValve SGPV, and in 2009 CryoLife received 510(k) clearance from the
FDA for its CryoPatch SG, both processed with the Company s proprietary SynerGraft technology. CryoLife has begun using the SynerGraft
technology for a portion of its pulmonary valve and cardiac patch processing. In 2009 45% of pulmonary valves and 6% of cardiac patch tissues
shipped by CryoLife were processed with the SynerGraft technology.

The Company estimates that in 2009 the total annual heart valve replacement and cardiac patch market in the U.S. was approximately $675
million. Management believes that of the $675 million, approximately $445 million or 66% of the procedures were for aortic, pulmonary, and
tricuspid valve replacements for which the Company s tissues can be used. The Company believes that approximately 93,000 aortic, pulmonary,
and tricuspid valve replacement or repair surgeries were conducted in the U.S. in 2009. Of these 93,000 procedures approximately 90% were for
aortic valve replacement.

Management believes preserved human heart valves and cardiac patch tissues have characteristics that make them the preferred replacement
option for many patients. Specifically, human heart valves, such as those preserved by the Company, allow for more normal blood flow and
provide higher cardiac output than stented porcine, bovine, and mechanical heart valves. Human heart valves are not as susceptible to
progressive calcification, or hardening, as are traditional glutaraldehyde-fixed porcine and bovine heart valves, and do not require
anti-coagulation drug therapy, as do mechanical valves. The synthetic sewing rings contained in mechanical and stented porcine and bovine
valves may harbor bacteria and lead to endocarditis. Furthermore, prosthetic valve endocarditis can be difficult to treat with antibiotics, and this
usually necessitates the surgical removal of these valves at considerable cost, morbidity, and risk of mortality. Consequently, for many
physicians, human heart valves are the preferred alternative to mechanical and animal derived tissue valves for patients who have or are at risk to
contract endocarditis.
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The following table sets forth the characteristics of alternative heart valve implants that management believes make preserved human heart
valves the preferred replacement for certain patient populations:

Cryopreserved Porcine Bovine
Human Stented Stentless Mechanical Pericardial
glutaraldehyde- pyrolitic carbon bi-  glutaraldehyde-
fixed pig tissue and leaflet and fixed cow tissue
synthetic sewing glutaraldehyde- synthetic sewing and synthetic
Materials: human tissue ring fixed pig tissue ring sewing ring
moderate to high
Pressure Gradients: normal moderate elevation nearly normal elevation moderate elevation
expected to be
Mode of Failure: gradual gradual gradual catastrophic gradual
expected to exceed
stented porcine
Longevity in Related Age Groups: 15-20 years 10-15 years valves 15-20 years 10-15 years
Increased Risk of Bleeding or
Thromboembolic Events (strokes or other
clotting): no occasional occasional yes occasional
Anti-Coagulation Drug Therapy Required: none short-term short-term chronic short-term

Effectiveness in the Treatment of

Endocarditis: high low moderate low low

While the clinical benefits of preserved human heart valves discussed above are relevant to all patients, they are particularly important for

(1) pediatric patients who are prone to calcification of porcine and bovine tissue, (ii) young or otherwise active patients who face an increased
risk of severe blood loss or even death due to side effects associated with the anti-coagulation drug therapy required with mechanical valves, and
(iii) women in their childbearing years for whom anti-coagulation drug therapy is contraindicated.

Vascular Tissue. The Company preserves human saphenous veins for use in vascular surgeries that require small diameter conduits (3mm to
6mm), such as peripheral vascular reconstructions and coronary bypass surgery. Failure to bypass or revascularize an obstruction in such cases
may result in death or the loss of a limb. The Company also preserves femoral veins and arteries for use in infected areas and aortoiliac arteries
for use as vascular grafts. The Company shipped approximately 57,100 human vascular tissues from 1986 through 2009, including
approximately 4,300 shipments in 2009. Revenues from vascular preservation services accounted for 27%, 26%, and 24% of total Company
revenues in 2009, 2008, and 2007, respectively.

A surgeon s first choice for replacing diseased or damaged vascular tissue is generally the patient s own tissue. However, in cases of advanced
vascular disease, the patient s tissue is often unusable and the surgeon may consider using synthetic grafts or preserved human vascular tissue.
Small diameter synthetic vascular grafts are generally not suitable for below-the-knee surgeries because they have a tendency to obstruct over
time. Preserved human vascular tissues tend to remain open longer and as such are used in indications where synthetics typically fail. In
addition, synthetic grafts are not suitable for use in infected areas since they may harbor bacteria and are difficult to treat with antibiotics.
Therefore, preserved human vascular tissues are also a preferred graft alternative for patients with previously infected graft sites. The Company s
preserved human vascular tissues are used for peripheral vascular reconstruction, coronary artery bypass surgeries, and abdominal aortic
reconstruction. In cases of peripheral arteriosclerosis, a preserved saphenous vein can be implanted as a bypass graft for the diseased artery in
order to improve blood flow and maintain a functional lower limb. The only alternative for many of these patients is amputation. Preserved
vascular tissue can be used in a subset of coronary artery bypass procedures when the patient s own tissue is not available. Preserved aortoiliac
arteries can be used in cases of abdominal aortic infection when the use of synthetic graft alternatives is often not an option for placement
directly into an infected area.

Orthopaedic Tissue. In the past, the Company preserved human orthopaedic tissue for surgical replacements of the meniscus, the anterior and
posterior cruciate ligaments, and osteoarticular cartilage, which are critical to the proper function



Edgar Filing: CRYOLIFE INC - Form 10-K

of the human knee. In December 2006 CryoLife entered into an exchange and services agreement with Regeneration Technologies, Inc. ( RTI )
related to cardiac and vascular tissue processed and distributed by RTI and orthopaedic tissue for the knee processed and distributed by
CryoLife. In accordance with this agreement, on January 1, 2007, CryoLife ceased accepting donated human orthopaedic tissue for processing
and RTI ceased accepting donated human cardiac and vascular tissues for processing. Pursuant to this agreement, CryoLife distributed portions
of its existing orthopaedic tissue inventory through December 31, 2009 as directed by RTI. Under the RTI Agreement, from July 1, 2008
through December 31, 2016, CryoLife has agreed not to market or solicit orders for orthopaedic tissues, except as directed by RTI. CryoLife
notified RTI that starting in 2010, CryoLife will no longer ship orthopaedic tissues from CryoLife for RTI. Revenues from human orthopaedic
preservation services accounted for less than 1% of total Company revenues in 2009 and 2008, and 4% of total Company revenues in 2007.

Surgical Adhesives, Sealants, and Hemostats

BioGlue. The effective closure of internal wounds following surgical procedures is critical to the restoration of the function of tissue and to the
ultimate success of the surgical procedure. Failure to effectively seal surgical wounds can result in leakage of blood in cardiac surgeries, air in
lung surgeries, cerebral spinal fluid in neurosurgeries, and gastrointestinal contents in abdominal surgeries. Air and fluid leaks resulting from
surgical procedures can lead to significant post-operative morbidity resulting in prolonged hospitalization, higher levels of post-operative pain,
higher costs, and a higher mortality rate.

Sutures and staples facilitate healing by joining wound edges and allowing the body to heal naturally. However, because sutures and staples do
not have inherent sealing capabilities, they cannot consistently eliminate air and fluid leakage at the wound site. This is particularly the case
when sutures and staples are used to close tissues containing air or fluids under pressure, such as in blood vessels, the lobes of the lung, the dural
membrane surrounding the brain and spinal cord, and the gastrointestinal tract. In some cases, the tissues may be friable, which complicates the
ability to achieve closure. In addition, in minimally invasive surgical procedures where the physician must operate through small access devices,
it can be difficult and time consuming for the physician to apply sutures and staples. The Company believes that the use of surgical adhesives
and sealants with or without sutures and staples could enhance the efficacy of these procedures through more effective and rapid wound closure.

In order to address the inherent limitations of sutures and staples, the Company developed and commercialized its BioGlue product. BioGlue is a
polymeric surgical adhesive based on bovine blood protein and an agent for cross-linking proteins. BioGlue has a tensile strength that is four to
five times that of fibrin sealants. BioGlue begins to polymerize within 20 to 30 seconds and reaches its bonding strength within two minutes.
BioGlue is dispensed by a controlled delivery system that consists of either a reusable delivery device and disposable syringe or a disposable
syringe alone. Both systems use an assortment of applicator tips (standard size tips, 12mm and 16mm spreader tips, and 10cm and 27cm
extender tips). BioGlue is pre-filled in 2ml, 5ml, and 10ml volumes.

CryoLife is authorized to distribute BioGlue throughout the U.S. and in more than 75 other countries for designated applications. In the U.S.
BioGlue is FDA approved as an adjunct to sutures and staples for use in adult patients in open surgical repair of large vessels. The Company
estimates that aggregate U.S. sales for surgical sealants and adhesives were approximately $230 million in 2009. CryoLife distributes BioGlue
under CE Mark product certification in the EEA for repair of soft tissues (which include cardiac, vascular, pulmonary, and additional soft
tissues). CryoLife has also received approval and distributes BioGlue for soft tissue repairs in Canada and Australia. Additional marketing
approvals have been granted for specified applications in several other countries throughout the world. Revenues from BioGlue represented
43%, 46%, and 46% of total Company revenues in 2009, 2008, and 2007, respectively.

BioGlue is the first product to be developed from the Company s PHT platform. PHT is based on a bovine protein that mirrors an array of amino
acids that perform complex functions in the human body. Together with a cross-linker, the protein forms a hydrogel, a water-based biomaterial

in some ways similar to human tissue. Materials and implantable replacement devices created with PHT may have the potential to provide
structure, form, and function similar to certain human tissues.

HemoStase. The Company exclusively distributes Medafor s microporous polysaccharide hemostatic agent under the private label HemoStase for
cardiac and vascular surgeries in the U.S. and for cardiac, vascular, and general surgeries in the rest of the world (excluding Japan and China)
subject to certain exclusions. This product is a plant-based, flowable powder engineered to rapidly dehydrate blood, enhancing clotting on
contact. Easy to apply, HemoStase does not require additional operating room preparation or special storage conditions and absorbs significantly
faster than other surgical hemostats. When applied directly to an actively bleeding wound, each HemoStase particle acts as a molecular sieve to
instantly remove fluids from blood. This action causes the particle to expand and concentrates blood proteins, platelets, and other formed
elements



Edgar Filing: CRYOLIFE INC - Form 10-K

on its surface. The particles and their coating of compacted cells create scaffolding for the formation of a clot within minutes of application. The
HemoStase particles are fully absorbed and enzymatically cleared from the wound site in less than 48 hours after application. HemoStase is
currently available in 1 gram, 3 gram, and 5 gram units. Revenues for HemoStase represented 5% and 2% of total Company revenues in 2009
and 2008, respectively. The Company estimates that aggregate U.S. sales for hemostatic agents were approximately $665 million in 2009.

BioFoam. As discussed above at  Recent Events BioFoam , the Company received CE Mark certification and approval by the FDA for an IDE to
conduct a human clinical trial with BioFoam to help seal liver tissue in patients for whom cessation of bleeding by ligature or other conventional
methods is ineffective or impractical. BioFoam is a protein hydrogel biomaterial with an expansion agent which generates a mixed-cell foam.

The foam creates a mechanical barrier to decrease blood flow and pores for the blood to enter, leading to cellular aggregation and enhanced
hemostasis. It is easily applied and could potentially be used intraoperatively to control internal organ hemorrhage, limit blood loss, and reduce

the need for future reoperations in liver resections.

CryoLife began a controlled launch of BioFoam at four clinical centers in Europe in 2009. CryoLife plans to begin distribution of BioFoam in
2010 in Europe. CryoLife plans to begin distribution of BioFoam in other international markets as required regulatory approvals are obtained.
The Company estimates that the aggregate European market opportunity in the near term for BioFoam is approximately $30 million and
approximately $100 million worldwide.

Other Medical Devices

ProPatch Soft Tissue Repair Matrix ( ProPatch ). In late 2006 CryoLife received 510(k) clearance from the FDA for its ProPatch. ProPatch,
manufactured from bovine pericardial tissue and treated with the SynerGraft decellularization technology process, is used to reinforce weakened
soft tissues and provides a resorbable scaffold that is replaced by the patient s own soft tissue. ProPatch is intended to be used for implantation to
reinforce defects of the abdominal and thoracic wall, muscle flap reinforcement, rectal and vaginal prolapse, reconstruction of the pelvic floor,
hernias, suture-line reinforcement, and reconstructive procedures. Additional preclinical animal data is being collected with respect to the use of
ProPatch in hernia repair as a standard surgical patch for soft tissue reinforcement where weakness exists. CryoLife is seeking

commercialization for ProPatch, which may include partnering with one or more third parties as well as obtaining clinical data to support
applications to be marketed directly.

Other. During 2009 the Company had revenues related to the CryoLife-O Brien Stentless Aortic Bioprosthesis, a stentless porcine valve, and
CardioWrap®, a resorbable protective plastic sheet used to replace the pericardium in cardiac reconstruction. Revenues for these products
represented less than one percent of total revenues in 2009, 2008, and 2007. The Company has decided to de-emphasize its sales efforts related
to the CryoLife-O Brien Stentless Aortic Bioprosthesis and CardioWrap; therefore, the Company expects minimal revenues for the
CryoLife-O Brien Stentless Aortic Bioprosthesis and CardioWrap in 2010.

See Part II, Item 7, Management s Discussion and Analysis of Financial Condition and Results of Operations Seasonality , regarding seasonality
of the Company s human tissue preservation services and products.

See Part II, Item 8, Note 15 of the Notes to Consolidated Financial Statements regarding segment and geographic information.
Procurement, Distribution, and Marketing
Preservation Services

CryoLife markets its preservation services to tissue procurement agencies, implanting physicians, and prospective tissue recipients. The
Company works with tissue banks and organ procurement organizations to ensure consistent and continued availability of donated human tissue
for transplant and educates physicians and prospective tissue recipients with respect to the benefits of preserved human tissues.

Procurement of Tissue. Donated human tissue is procured from deceased human donors by tissue banks and organ procurement organizations.
After procurement, the tissue is packed and shipped, together with certain information about the tissue and its donor, to the Company in
accordance with the Company s protocols. The tissue is transported to the Company s laboratory facilities via commercial airlines pursuant to
arrangements with qualified courier services. Timely receipt of procured tissue is important, as tissue that is not received promptly cannot be
cryopreserved successfully. The procurement agency is reimbursed by the Company for costs associated with these procurement services. The
procurement
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fee, which includes related shipping costs, together with the charges for the preservation and processing services of the Company, are ultimately
paid to the Company by the hospital or healthcare facility with which the implanting physician is associated.

Since 1984 the Company has received tissue from over 105,000 donors. The Company has developed relationships with approximately 60 tissue
banks and organ procurement organizations throughout the U.S. Management believes these relationships are critical in the preservation services
industry and that the breadth of these existing relationships provides the Company with a significant advantage over potential new entrants to
this market. The Company employs approximately 35 individuals in donor services and donor quality assurance to work with tissue banks and
organ procurement organizations. This includes four account managers who are stationed throughout the country to work directly with the tissue
banks and organ procurement organizations. The Company s central office for procurement relations is staffed 24 hours per day, 365 days per
year.

Preservation of Tissue. Upon receiving tissue, a Company technician completes the documentation control for the tissue prepared by the
procurement agency and gives it a control number. The documentation identifies, among other things, donor age and cause of death. A trained
technician then removes the portion or portions of the delivered tissue that will be processed. The Company s cardiac and vascular tissues are
preserved in a proprietary freezing process conducted according to Company protocols. After the preservation process, the tissues are transferred
to liquid nitrogen freezers for long-term storage at temperatures at or below -135°C. The entire preservation process is controlled by guidelines
established by the Company and are conducted under aseptic conditions in clean rooms.

At the same time the tissue is processed, samples are taken from the donated tissue and subjected to the Company s quality assurance program.
This program, which includes review of the donor and tissue charts by CryoLife s tissue quality assurance department and its medical directors,
may identify characteristics which would disqualify the tissue for preservation or implantation. Once the tissue is approved, it is moved from
quarantine to an implantable status. Tissue that does not pass testing is discarded as appropriate or used for research or other purposes if the
donor s family has consented.

Distribution of Tissue to Implanting Physicians. After the tissue has cleared quality control assurance and the tissue is moved to an implantable
status, the tissue is stored by the Company or is delivered directly to hospitals at the implanting physician s request. Cryopreserved tissue must be
transported under stringent handling conditions and maintained within specific temperature tolerances at all times. Cryopreserved tissue is
packaged for shipment using the Company s proprietary processes. At the hospital the tissue is implanted immediately or is held in a liquid
nitrogen freezer according to Company protocols pending implantation. The Company provides a detailed protocol for thawing the

cryopreserved tissue. The Company also makes its field personnel available by phone or in person to answer questions. After the Company
transports the tissue to the hospital, the Company invoices the institution for its services, which include procurement, processing, and
transportation.

The Company provides Company-owned liquid nitrogen freezers to certain client hospitals. The Company has currently installed approximately
270 of these freezers. Participating hospitals generally pay the cost of liquid nitrogen and routine maintenance. The availability of on-site

freezers makes it easier for a hospital s physicians to utilize the Company s tissues by making the tissue more readily available. Because fees for
the Company s preservation services become due upon the shipment of tissue to the hospital, the use of such on-site freezers also reduces the
Company s working capital needs.

Marketing, Educational, and Technical Support. The Company has records of over 1,250 cardiac and vascular surgeons who implanted tissues
preserved by the Company during 2009. The Company works to maintain relationships with and market to surgeons within these medical
specialties. Because the Company markets its preservation services directly to physicians, an important aspect of increasing the distribution of
the Company s preservation services is educating physicians on the use of preserved human tissue and on proper implantation techniques. The
Company s trained medical relations and education staff and field support personnel provide support to implanting institutions and surgeons. In
the U.S. the Company has 30 field service representatives who focus primarily on vascular surgeons, 12 cardiac specialists who focus primarily
on cardiac surgeons, and six region managers. A small number of these positions are open, and the Company is actively recruiting for these
positions.

The Company sponsors training seminars where physicians teach other physicians the proper technique for handling and implanting preserved
human tissue. The Company also produces educational videos for physicians and coordinates peer-to-peer training at various medical

institutions. In addition, the Company coordinates laboratory sessions to demonstrate surgical techniques. Management believes that these
activities improve the medical community s acceptance of the tissue processed by the Company and help to differentiate the Company from other
allograft processors. On September 25 and 26, 2009 CryoLife hosted the second annual Ross Summit at CryoLife s Corporate Headquarters with
80 cardiac surgeons from
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18 countries in attendance. The primary goal of the meeting was to facilitate and encourage the use of the Ross Procedure. The Ross Procedure
is an operation in which a patient s defective aortic valve is removed and replaced with his own pulmonary valve and then a human pulmonary
valve from a donor is typically surgically implanted to replace the removed native pulmonary valve.

To assist tissue banks and organ procurement organizations, the Company provides educational materials and training on procurement,
dissection, packaging, and shipping techniques. The Company also produces educational videos and coordinates laboratory sessions on
procurement techniques for procurement agency personnel. To supplement its educational activities, the Company employs a full-time technical
trainer, who provides technical information and assistance and maintains a staff 24 hours per day, 365 days per year for procurement
organization support.

Surgical Adhesives, Sealants, and Hemostats

BioGlue. In the U.S. the Company markets BioGlue to physicians and distributes it through its field service representatives and cardiac
specialists. The Company markets and distributes BioGlue in international markets through direct field representatives employed by the
Company s wholly owned European subsidiary, CryoLife Europa, Ltd. ( Europa ), and other independent distributors. Through its field
representatives and distributors, the Company conducts field training for implanting surgeons regarding the application of BioGlue.

During 1998 the Company signed an exclusive agreement with Century Medical, Inc. ( Century Medical ) for the introduction and distribution of
BioGlue in Japan. Under the terms of the agreement, Century Medical is responsible for applications and clearances with the Japanese Ministry

of Health and Welfare for the use of BioGlue in Japan. Century Medical has submitted the application to the Japanese Ministry of Health and
Welfare, and the review process is ongoing.

HemoStase. In the U.S. the Company markets and distributes HemoStase for use in cardiac and vascular surgery through its field representatives
and cardiac specialists. The Company markets and distributes HemoStase for cardiac, vascular, and general surgery in international markets
(except China and Japan) through direct field representatives employed by Europa and other independent distributors.

BioFoam. The Company markets and distributes BioFoam in international markets through direct field representatives employed by Europa, its
European subsidiary, and other independent distributors.

European Operations

The Company markets its products in the EEA, the Middle East, and Africa ( EMEA ) region through its European subsidiary, Europa, based in
Guildford, England. Europa, with its team of approximately 23 employees, provides customer service, logistics, marketing, and clinical support
to cardiac, vascular, thoracic, and general surgeons throughout the EMEA region. Europa markets and distributes the Company s complete range
of products and services through its direct sales representatives in the United Kingdom and Germany and a network of independent distributors
in the EMEA region. Europa also distributes tissue to certain hospitals in the EMEA region.

Backlog

The limited supply of tissue that is donated and available for processing can result in a backlog of orders for the tissues the Company preserves,
primarily for those tissues used in pediatric surgeries. The amount of backlog fluctuates based on the tissues available for shipment and varies
based on the surgical needs of specific cases. The Company s backlog is generally not considered firm and must be confirmed with the customer
before shipment. The Company currently does not have a backlog of orders related to BioGlue, HemoStase, or BioFoam.

Competition
Preservation Services

The Company currently faces competition from at least two non-profit tissue banks that preserve and distribute human cardiac and vascular
tissue, as well as from several companies that market mechanical, porcine, and bovine heart valves, and synthetic vascular grafts for
implantation. Many established companies, some with financial and personnel resources greater than those of the Company, are engaged in
manufacturing, marketing, and selling alternatives to preserved human tissue. These competitors may also have greater experience in developing
products, conducting clinical trials, and obtaining regulatory approvals. Certain of these competitors may obtain patent protection, approval, or
clearance by the FDA or
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foreign countries earlier than the Company. The Company may also compete with companies that have superior manufacturing efficiency and
marketing capabilities. Any of these competitive disadvantages could materially adversely affect the Company. Management believes that it
competes with other entities that preserve human tissue on the basis of technology, customer service, and quality assurance.

Heart Valves. Alternatives to human heart valves preserved by the Company include mechanical valves, porcine valves, valves constructed from
bovine pericardium, and valve repair. St. Jude Medical, Inc. is the leading supplier of mechanical heart valves. Medtronic, Inc. is the leading
supplier of porcine heart valves. Edwards LifeSciences, Inc. is the leading supplier of bovine pericardial heart valves. The Company is aware of
at least six companies that offer porcine, bovine, and mechanical heart valves. In addition, management believes that at least two domestic tissue
banks offer preservation services for human heart valves in competition with the Company.

Management believes that the human heart valves preserved by the Company, as compared to mechanical, porcine, and bovine heart valves,
compete on the factors set forth above, as well as by providing a tissue that is the preferred replacement alternative with respect to certain
medical conditions, such as pediatric cardiac reconstruction, valve replacements for women in their child-bearing years, and valve replacements
for patients with endocarditis. The Company believes the CryoValve SGPV enables the Company to compete with other valves by providing a
valve processed with a technology designed to remove donor cells and cellular remnants from the valve without compromising the integrity of
the underlying collagen matrix. The Company also believes that the CryoValve SGPV and the CryoValve SGAV is important to patient
management issues for potential whole organ transplant recipients, as the Company s heart valves offer better opportunities for patients requiring
re-operation.

Vascular Tissue. There are a number of providers of synthetic alternatives to veins preserved by the Company and those alternatives are

available primarily in medium and large diameters. Two primary synthetic grafts that compete with the Company s vascular tissue for
below-the-knee surgery are W.L. Gore & Associates Propaten and C.R. Bard, Inc. s Distaflo. Maquet, Inc. s Hemashield woven grafts can be used
for the aortoiliac aneurysm surgery. Currently, management believes that there are at least two other non-profit tissue banks that preserve and
distribute human vascular tissue in competition with the Company. Companies offering either synthetic or allograft products may enter this

market in the future.

Generally, for each procedure that may utilize vascular human tissue that the Company preserves, there are alternative treatments. Often, in the
case of veins, these alternatives include the repair, partial removal, or complete removal of the damaged tissue and may utilize other tissues from
the patients themselves or synthetic products. The attending physician, in consultation with the patient, makes the selection of treatment choices.
Any newly developed treatments may also compete with the use of tissue preserved by the Company.

Surgical Adhesives, Sealants, and Hemostats

The Company faces competition from several domestic and international medical device, pharmaceutical, and biopharmaceutical companies in
its surgical adhesives, sealants, and hemostats product lines. Many of the Company s current and potential competitors for surgical adhesives,
sealants, and hemostats have substantially greater financial and personnel resources than the Company. These competitors may also have greater
experience in developing products, conducting clinical trials, and obtaining regulatory approvals. Certain of these competitors may obtain patent
protection, approval, or clearance by the FDA or foreign countries earlier than the Company. The Company may also compete with companies
that have superior manufacturing efficiency and marketing capabilities. Any of these competitive disadvantages could materially adversely
affect the Company.

BioGlue. The Company s BioGlue product competes primarily with Baxter International, Inc. s Tisseel and CoSeal; Ethicon, Inc. s (a Johnson &
Johnson Company) Evicel; Covidien Ltd s U.S. Surgical Division s Duraseal product; Tenaxis, Inc. s ( Tenaxis ) ArterX; and NeoMend, Inc. s
ProGEL. The Company currently competes with these products based on BioGlue s benefits and features, such as strength and ease of use.
Competitive products may also be under development by other large medical device, pharmaceutical, and biopharmaceutical companies.

HemoStase. The Company s HemoStase product competes with thrombin products, including King Pharmaceuticals, Inc. s Thrombin JMI,
ZymoGenetics, Inc. s Recothrom, and Omrix Biopharmaceuticals, Inc. s (a Johnson & Johnson Company) Evithrom; and surgical hemostats,
including Pfizer, Inc. s Gelfoam, C.R. Bard, Inc. s Avitene, Baxter International, Inc. s FloSeal, Ethicon, Inc. s Surgicel, Surgiflo, and Surgifoam
products, and Starch Medical Inc. s PerClot. Other competitive products may include argon beam coagulators to provide an electrical source of
hemostasis. A number of companies have surgical hemostat products under development. Other medical device, pharmaceutical, and
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biopharmaceutical companies may also develop competitive products. The Company s HemoStase product competes on the basis of its safety
profile, its clinical efficacy, and ease of use.

BioFoam. The Company s BioFoam product competes with other surgical hemostatic agents that include Pfizer, Inc. s Gelfoam, Baxter
International, Inc. FloSeal, Ethicon, Inc. s Spongostan, Instat, Surgicel and Surgicel Nu-Knit, C.R. Bard, Inc. s Avitene, Nycomed s TachoSil, and
Orthovita, Inc. s Vitagel. Other medical device, pharmaceutical, and biopharmaceutical companies may also develop competitive products. The
Company s BioFoam product competes on the basis of its clinical efficacy and ease of use.

General

Other recently developed technologies or procedures are, or may in the future be, the basis of competitive products. There can be no assurance
that the Company s current competitors or other parties will not succeed in developing alternative technologies and products that are more
effective, easier to use, or more economical than those which have been or are being developed by the Company or that would render the
Company s technology and products obsolete and non-competitive in these fields. In such event, the Company s business, financial condition,
profitability, and cash flows could be materially adversely affected. See Part I, Item 1A, Risk Factors Risks Relating To Our Business Rapid
Technological Change Could Cause Our Services And Products To Become Obsolete.

Research and Development and Clinical Research

The Company uses its expertise in protein chemistry, biochemistry, engineering, and cell biology, and its understanding of the needs of the
cardiac and vascular surgery medical specialties to attempt to expand its preservation services and surgical adhesives, sealants, and hemostats
businesses and to develop or acquire products and technologies for these specialties. The Company identifies market areas that can benefit from
preserved tissues, medical devices, and other related technologies, and then attempts to develop innovative techniques, services, and products
within these areas, to secure their commercial protection, to establish their clinical efficacy, and then to market these techniques, services, and
products. The Company employs approximately 27 people in its research and development and clinical research departments, including five
PhDs with specialties in the fields of molecular biology, protein chemistry, biochemistry, bioengineering, biostatistics, and zoology.

In order to expand the Company s service and product offerings, the Company is currently in the process of developing or investigating several
technologies and products, including technologies related to human tissue preservation, its PHT product platform used in BioGlue, BioFoam,
and other PHT derivatives, and additional applications of its SynerGraft technology.

At the FDA s request, the Company has committed to conducting a post-clearance study to collect long-term clinical data for the CryoValve
SGPV. Data collected in this study will be compared to data from a defined control group implanted with a standard processed pulmonary heart
valve. The Company believes the information obtained from this study may help ascertain whether the SynerGraft process extends the long-term
durability of the valve. Additionally, explant analyses may help determine if the collagen matrix recellularizes with the recipient s own cells.

In 2009, as discussed above in Recent Events BioFoam , the Company received CE Mark certification and approval from the FDA for an IDE to
conduct human clinical trials in the U.S. with BioFoam, a product in the PHT platform, for use in liver resection surgery in patients for whom
cessation of bleeding by ligature or other conventional methods is ineffective or impractical. CryoLife has been awarded a total of $5.4 million

in funding allocated from U.S. Congress Defense Appropriations Conference Reports in 2005 through 2008 for the continued development of
protein hydrogel technology for use on the battlefield. The Company anticipates applying for additional funding under this bill for the 2010
allocation. Before the Company can begin the feasibility arm of the IDE, the Company must receive an additional approval from the U.S.
Department of Defense ( DOD ) as a condition of its award. The Company is in the final review process with the DOD to begin clinical implants
of BioFoam in the U.S. BioFoam contains a foaming agent, which has the potential to rapidly seal organs, such as the liver, and may provide
hemostasis in penetrating wounds and trauma. The Company is currently involved in follow-up animal trials related to this grant. The Company
continues to conduct preclinical research with BioFoam for use in wound sealing in trauma surgery and other potential indications.

In October 2006 the Company signed a licensing and distribution agreement with BioForm for the development and commercialization of
BioGlue for use in cosmetic and plastic surgery indications under the name BIOGLUE Aesthetic® Medical Adhesive ( BioGlue Aesthetic ). The
agreement calls for BioForm to fund the clinical development and regulatory approval process for commercializing BioGlue Aesthetic for use in
cosmetic and plastic surgery indications in the U.S.,
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Canada, and various countries in Europe. In addition, BioForm will oversee all aspects of the marketing, sales, and distribution of BioGlue
Aesthetic in the U.S., Canada, and various countries in Europe for these indications. The Company will remain the exclusive supplier of BioGlue
for all applications. Under the terms of the agreement, the Company received an initial fee from BioForm and will receive a milestone payment
upon the first FDA approval for use in cosmetic and plastic surgery indications. BioForm has completed a feasibility study under an IDE from
the FDA and is currently under discussions with the FDA regarding the requirements of the pivotal study, the initial study necessary before
submission of a premarket approval ( PMA ) to the FDA. BioForm s strategy is to determine compelling aesthetic applications for BioGlue,
demonstrate safety and effectiveness of this material in aesthetic applications, and launch BioGlue Aesthetic as an alternative fixation
methodology to improve browplasty and certain other surgical and minimally invasive aesthetic procedures. BioForm received a CE Mark in
June 2008 for the use of BioGlue for fixation following endoscopic browplasty, commonly called brow lift, a reconstructive plastic surgery
procedure. BioForm had a limited introduction of this product in Europe in 2009. Due to general economic constraints causing a decrease in
elective plastic surgery and procedures, revenues were minimal in 2009.

The Company completed a clinical feasibility evaluation of BioDisc®, a product in the PHT platform, to determine its utility as a nucleus
pulposus replacement in spinal disc repair. The nucleus pulposus is surrounded by fibrous tissue (annulus fibrosis) and is located in the center of
the vertebral disc. The nucleus pulposus is composed of a gelatinous-like material that in conjunction with the annulus fibrosis acts as a cushion
or shock absorber to the spinal column. If the nucleus pulposus herniates through the annulus, it may be removed in a procedure known as a
discectomy. BioDisc is designed to fill the area where the nucleus pulposus was removed and is intended to preserve disc height, reduce lumbar
motion segment instability, and reduce recurrent disc herniation. A ten patient study with a two-year follow-up has been completed. The
Company filed a CE Mark submission in February 2007 and received notices from its Notified Body of non-conformities requiring additional
data. Management believes that additional human implants and clinical follow-up will be necessary to obtain a CE Mark. The Company will
seek a partner to assist in the development prior to investing additional material funds in BioDisc.

To the extent the Company identifies additional applications for its products, the Company may attempt to license these products to corporate
partners for further development of such applications or seek funding from outside sources to continue the commercial development of such
technologies. The Company may also attempt to license additional technologies from third parties to supplement its product lines.

The Company s research and development strategy is to allocate available resources among the Company s core market areas of preservation
services and medical devices, based on the size of the potential market for any specific product candidate, the estimated development time and

cost required to bring the product to market, and the expected efficacy of the potential product. Research on these and other projects is

conducted in the Company s research and development laboratory or at universities or clinics where the Company sponsors research projects.

The Company s medical and scientific advisory board consults on various research and development programs. The Company s preclinical studies
are conducted at universities and other locations outside the Company s facilities by third parties under contract with the Company. In addition to
these efforts, the Company may pursue other research and development activities. In 2009, 2008, and 2007 the Company spent approximately

$5.2 million, $5.3 million, and $4.5 million, respectively, on research and development activities on new and existing products. These amounts
represented approximately 5% of the Company s revenues for each of the years 2009, 2008, and 2007.

Processing, Manufacturing, and Operations

The Company s corporate headquarters and laboratory facilities consist of approximately 200,000 square feet of leased manufacturing,
administrative, laboratory, and warehouse space located on a 21.5-acre setting in suburban Atlanta, Georgia, with an additional 7,600 square feet
of off-site warehouse space. Approximately 20,000 square feet are dedicated as class 10,000 clean rooms. An additional 5,500 square feet are
dedicated as class 100,000 clean rooms. The extensive clean room environment provides a controlled aseptic environment for tissue dissection
and processing, manufacturing, and packaging. Approximately 55 liquid nitrogen storage units maintain preserved tissue at or below 135°C.
Two back-up emergency generators assure continuity of Company manufacturing operations. Additionally, the Company s corporate complex
includes the Ronald C. Elkins Learning Center, a 3,600 square foot auditorium that holds 225 participants, and a 1,500 square foot training lab,
both equipped with closed-circuit and satellite television broadcast capability allowing live surgery broadcasts from and to anywhere in the
world. The Elkins Learning Center provides visiting surgeons with a hands-on training environment for surgical and implantation techniques for
the Company s technology platforms.
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Tissue Processing

The tissue processing laboratory is responsible for the processing and preservation of human cardiac and vascular tissue for transplant. This
laboratory contains approximately 15,600 square feet with a suite of seven clean rooms dedicated to processing. Currently, there are
approximately 58 technicians employed in this area, and the laboratory is staffed 24 hours per day, 365 days per year. In 2009 the laboratory
packaged approximately 11,600 tissues. The current processing level is estimated to be at about 25% of total capacity. To produce at full
capacity levels, the Company would have to increase the amount of donated tissues, which the Company could attempt to do by revising its
tissue acceptance criteria, increasing the number of relationships with tissue banks and organ procurement organizations, or working to increase
donor awareness to increase tissue donation. Any attempt to increase the amount of tissues processed could be constrained by the availability of
donated tissues. If additional donated tissues were obtained, the Company would need to increase the number of employees.

BioGlue and BioFoam

BioGlue and BioFoam are presently manufactured at the Company s headquarters facility. The laboratory contains approximately 13,500 square
feet, including a suite of six clean rooms. Currently, there are approximately 16 technicians employed in this area. The laboratory has a potential
annual capacity of approximately 2 million syringes of BioGlue and related products. The current processing level is about 6% of total capacity.
To produce at full capacity levels, the Company would need to increase the number of employees, add work shifts, and install automated filling
and pouching equipment.

Other Medical Devices

The bioprosthesis laboratory at the Company s headquarters facility is responsible for the expected manufacturing of the ProPatch surgical mesh.
This laboratory is approximately 20,000 square feet with a suite of six clean rooms for tissue processing.

Europa

The Company maintains a leased facility located in Guildford, England for its European subsidiary, Europa, which contains approximately 3,400
square feet of office space. In addition, Europa has shared warehousing space utilized by its third party shipper.

Quality Assurance

The Company s operations encompass the processing of human tissue and the manufacturing of medical devices. In all of its facilities the
Company is subject to regulatory standards for good manufacturing practices, including current Good Tissue Practices ( ¢GTPs ), which are the
FDA regulatory requirements for processing of human tissue, and current Quality System Regulations, which are the FDA regulatory
requirements for medical device manufacturers. The FDA periodically inspects Company facilities to review Company compliance with these
and other regulations. The Company also operates according to International Organization for Standardization ( ISO ) 13485 Quality System
Requirements, an internationally recognized voluntary system of quality management for companies that design, develop, manufacture,
distribute, and service medical devices. The Company maintains a Certification of Approval to the ISO 13485. Lloyd s Register Quality
Assurance Limited ( LRQA ) issues this approval. LRQA is a Notified Body officially recognized by the EU to perform assessments of
compliance with ISO 13485 and the Medical Device Directive. The Medical Device Directive is the governing document for the EU that details
requirements for safety and risk. LRQA performs periodic on-site inspections, generally at least annually, of the Company s quality systems.

The Company s quality assurance staff is comprised primarily of experienced professionals from the medical device manufacturing industry. The
quality assurance department, in conjunction with the Company s research and development department, routinely evaluates the Company s
processes and procedures.

Preservation Services

The Company employs a comprehensive quality assurance program in all of its tissue processing activities. The Company is subject to human
cell and tissue regulations, including Donor Eligibility and cGTPs, as well as other FDA Quality System Regulations, ISO 13485 requirements,
and other specific country requirements. The Company s quality assurance program begins with the development and implementation of training
policies and procedures for the employees of procurement agencies. To assure uniformity of procurement practices among the tissue recovery
teams, the Company
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provides procurement protocols, transport packages, and tissue transport liquids to the procurement organizations. The Company periodically
audits procurement organizations to ensure and enhance recovery practices.

Upon receipt by the Company, each incoming tissue is assigned a unique control number that provides traceability of tissue from procurement
through the processing and preservation processes and, ultimately, to the tissue recipient. Samples from each tissue donor are subjected to a
variety of tests to screen and test for infectious diseases. Samples of some tissues are also provided for pathology testing. Following dissection of
the tissue to be preserved, the tissue is treated with a proprietary antimicrobial solution and aseptically packaged. After antimicrobial treatment,
each tissue must be shown to be free of detectable microbial contaminants before being considered releasable for distribution.

The materials and solutions used by the Company in processing tissue must meet the Company s quality standards and be approved by quality
assurance personnel for use in processing. Throughout tissue processing, detailed records of the tissues, materials, and processes used are
maintained and reviewed by quality assurance personnel.

The FDA periodically audits the Company s processing facilities for compliance with its requirements. The States of California, Delaware,
Florida, Georgia, Illinois, Maryland, New York, and Oregon license or register the Company s tissue processing facilities as facilities that
process, store, and distribute human tissue for implantation. The regulatory bodies of these states may perform inspections of the facilities as
required to ensure compliance with state laws and regulations.

Medical Device Manufacturing

The Company employs a comprehensive quality assurance program in all of its manufacturing activities. The Company is subject to Quality
System Regulations, ISO 13485, and Medical Device Directive requirements.

All materials and components utilized in the production of the products manufactured by the Company are received and inspected by trained
quality control personnel according to written specifications and standard operating procedures. Only materials and components found to comply
with Company standards are accepted by quality control and utilized in production.

All materials, components, and resulting sub-assemblies are documented throughout the manufacturing process to assure traceability. All
processes in manufacturing are validated by quality engineers to produce products meeting the Company s specifications. The Company
maintains a quality assurance program to evaluate and inspect its own manufactured products and distributed products to ensure conformity to
product specifications. Each process is documented along with all inspection results, including final finished product inspection and acceptance.
Records are maintained as to the consignees of products to track product performance and to facilitate product removals or corrections, if
necessary.

The Company s manufacturing facilities are subject to periodic inspection by the FDA and LRQA to independently review the Company s
compliance with its systems and regulatory requirements.

Patents, Licenses, and Other Proprietary Rights

The Company relies on a combination of patents, trademarks, confidentiality agreements, and security procedures to protect its proprietary
products, processing technology, trade secrets, and know-how. The Company believes that its patents, trade secrets, trademarks, and technology
licensing rights provide it with important competitive advantages. The Company owns or has licensed rights to 32 U.S. patents and 110 foreign
patents, including patents relating to its technology for human cardiac and vascular tissue preservation, tissue revitalization prior to freezing,
tissue transport, tissue packing, BioGlue manufacturing, and PHT manufacturing. The Company has approximately 6 pending U.S. patent
applications and 17 pending foreign applications that relate to the Company s preserved tissues, PHT, and other areas. There can be no assurance
that any patents pending will ultimately be issued. The remaining duration of the Company s issued patents ranges from 1 to 17 years. The main
patent for BioGlue expires in 2012 in the U.S. and in 2013 in the rest of the world. In addition, the Company has distribution agreements with
third parties for the distribution of HemoStase. This product has patent license rights and trade secrets that provide competitive advantages.

There can be no assurance that the claims allowed in any of the Company s existing or future patents will provide competitive advantages for the
Company s processes, products, and technologies or will not be successfully challenged or circumvented by competitors. There can also be no
assurances that the claims allowed in patents licensed or owned by third parties for products distributed by the Company will not be successfully
challenged or circumvented by competitors. To the extent that any of the Company s products, whether manufactured by the Company or
distributed by it, are not effectively patent protected, the Company s business, financial condition, profitability, and cash flows could be
materially adversely
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affected. Under current law, patent applications in the U.S. and patent applications in foreign countries are maintained in secrecy for a period
after filing. The right to a patent in the U.S. is attributable to the first to invent, not the first to file a patent application. The Company cannot be
sure that products manufactured or distributed by it, or the technologies developed by it, do not infringe patents that may be granted in the future
pursuant to pending patent applications or that they do not infringe any patents currently existing or proprietary rights of third parties. For
example, we have filed suit in Germany against Tenaxis because we believe Tenaxis is infringing our main BioGlue patent in Germany. This
company has filed a separate nullity suit against this same BioGlue patent in Germany and we are awaiting the court s ruling. Should we be
unsuccessful in our lawsuit regarding infringement of our BioGlue patent in Germany or should this nullity lawsuit filed by Tenaxis be
successful, our revenues and profitability could be materially adversely affected. The Company may incur substantial legal fees in defending
against a patent infringement claim or in asserting claims against third parties. In the event that any relevant claims of third-party patents are
upheld as valid and enforceable, the Company could be prevented from marketing certain of its products, could be required to obtain licenses
from the owners of such patents, or could be required to redesign its services or products to avoid infringement. There can be no assurance that
such licenses would be available or, if available, would be on terms acceptable to the Company or that the Company would be successful in any
attempt to redesign its services or products to avoid infringement. The Company s failure to obtain licenses or to redesign its services or products
could have a material adverse effect on the Company s business, financial condition, profitability, and cash flows. The Company has agreements
with third parties for certain technologies related to its BioGlue and SynerGraft technologies that call for the payment of royalties based on the
revenues of such products.

The Company has entered into confidentiality agreements with its employees, several of its consultants, and third-party vendors to maintain the
confidentiality of trade secrets and proprietary information. There can be no assurance that the obligations of employees of the Company and

third parties with whom the Company has entered into confidentiality agreements will effectively prevent disclosure of the Company s
confidential information or provide meaningful protection for the Company s confidential information if there is unauthorized use or disclosure,

or that the Company s trade secrets or proprietary information will not be independently developed by the Company s competitors. Litigation may
be necessary to defend against claims of infringement, to enforce patents and trademarks of the Company, or to protect trade secrets and could
result in substantial cost to, and diversion of effort by, the Company. There can be no assurance that the Company would prevail in any such
litigation. In addition, the laws of some foreign countries do not protect the Company s proprietary rights to the same extent as do the laws of the
U.S.

Suppliers, Sources, and Availability of Tissues and Raw Materials

The Company s preservation services business and its ability to supply needed tissues is dependent upon donation of tissues from human donors.
The Company must rely on the tissue banks and organ procurement organizations that it works with to educate the public on the need for
donation and to foster a willingness to donate tissue. The Company must also maintain good relationships with its tissue procurement
organizations and tissue banks to ensure that it will receive donated tissue. In addition, future regulations could reduce the availability of tissue
available for implantation.

The Company s BioGlue and BioFoam products are comprised of bovine protein and a cross linker that is delivered to the surgery site through a
delivery device. The delivery devices are manufactured by a single supplier. Although the Company maintains an inventory of devices, if the
single supplier was to cease producing devices for it for other than a short period of time, it would have a material adverse effect on our ability to
manufacture BioGlue and would materially adversely affect the Company s revenues.

HemoStase is produced by Medafor for us pursuant to our distribution agreement. If Medafor was unable to obtain the appropriate raw materials
for HemoStase in order to manufacture it for the Company, it would materially adversely affect our ability to sell HemoStase and could therefore
have a material adverse effect on our revenues. In addition, if Medafor breached its distribution agreement or attempted to terminate the
distribution agreement, which it has attempted to do twice previously in connection with our lawsuit against Medafor, it would materially
adversely affect our ability to sell HemoStase and would have a material adverse effect on our revenues. See Part [, Item 3, Legal Proceedings .

Government Regulation
U.S. Federal Regulation of Medical Devices

The Federal Food, Drug, and Cosmetic Act ( FDCA ) provides that, unless exempted by regulation, medical devices may not be distributed in the
U.S. unless they have been approved or cleared for marketing by the FDA. There are two review procedures by which medical devices can
receive such approval or clearance.
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Some products may qualify for clearance to be marketed under a Section 510(k) procedure, in which the manufacturer provides a premarket
notification that it intends to begin marketing the product, and shows that the product is substantially equivalent to another legally marketed
510(k) product (i.e., that it has the same intended use, it is as safe and effective as a legally marketed 510(k) device, and it does not raise
different questions of safety and effectiveness than does a legally marketed device). In some cases the submission must include data from
clinical studies. Marketing may commence when the FDA issues a clearance letter finding such substantial equivalence.

If the product does not qualify for the 510(k) procedure (either because it is not substantially equivalent to a legally marketed 510(k) device or
because it is a Class III device required by the FDCA and implementing regulations to have an approved application for PMA), the FDA must
approve a PMA application before marketing can begin. PMA applications must demonstrate, among other matters, that the medical device is

safe and effective. A PMA application is typically a complex submission, usually including the results of human clinical studies, and preparing

an application is a detailed and time-consuming process. Once a PMA application has been submitted, the FDA s review may be lengthy and may
include requests for additional data, which may require the Company to undertake additional human clinical studies.

The FDCA also provides for an investigational device exemption ( IDE ) which authorizes distribution for clinical evaluation of devices that lack
a PMA or 510(k) clearance. Devices subject to an IDE are subject to various restrictions imposed by the FDA. The number of patients that may

be treated with the device is limited, as is the number of institutions at which the device may be used. Patients must give informed consent to be
treated with an investigational device, and review by an Institutional Review Board is needed. The device must be labeled that it is for
investigational use and may not be advertised or otherwise promoted and the price charged for the device may be limited. Unexpected adverse
events must be reported to the FDA.

Under certain circumstances, the FDA may grant a Humanitarian Device Exemption ( HDE ). The FDA grants HDE s in an attempt to encourage
the development of medical devices for use in the treatment of rare conditions that affect small patient populations. Such approval by the FDA
exempts the device from full compliance with clinical study requirements for a PMA.

The FDCA requires all medical device manufacturers and distributors to register with the FDA annually and to provide the FDA with a list of
those medical devices that they distribute commercially. The FDCA also requires manufacturers of medical devices to comply with labeling
requirements and to manufacture devices in accordance with Quality System Regulations, which require that companies manufacture their
products and maintain their documents in a prescribed manner with respect to good manufacturing practices, design, document production,
process, labeling and packaging controls, process validation, and other quality control activities. The FDA s medical device reporting regulation
requires that a device manufacturer provide information to the FDA on death or serious injuries alleged to have been associated with the use of
its products, as well as product malfunctions that would likely cause or contribute to death or serious injury if the malfunction were to recur. The
FDA further requires that certain medical devices that may not be sold in the U.S. follow certain procedures before they are exported.

The FDA inspects medical device manufacturers and distributors and has authority to seize noncomplying medical devices, enjoin and/or impose
civil penalties on manufacturers and distributors marketing non-complying medical devices, criminally prosecute violators, and order recalls in
certain instances.

Heart Valves. The Company s human heart valves became subject to regulation by the FDA in June 1991, when the FDA published a notice
stating that human heart valves were Class III medical devices under the FDCA. The June 1991 notice provided that distribution of human heart
valves for transplantation would violate the FDCA unless they were the subject of an approved PMA or IDE on or before August 26, 1991.

On October 14, 1994, however, the FDA announced in the Federal Register that neither an approved application for PMA nor an IDE is required
for processors and distributors who had marketed heart valve allografts before June 26, 1991. This action by the FDA resulted in the Company s
allograft heart valves being classified as Class II Medical Devices and removed them from clinical trial status. It also allowed the Company to
distribute such valves to cardiac surgeons throughout the U.S.

On May 25, 2005, with the promulgation of the final rule for cGTPs, the FDA reclassified human heart valves, processed on or after May 25,
2005, as human tissue which is subject to that rule. However, human tissues must meet certain criteria to be solely regulated as human tissue.
These criteria include being processed in a manner that is considered not to involve more than minimal manipulation of the tissue and being
promoted for a clinical use that is consistent with the same basic function that the tissue served in the donor.
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SynerGraft processing of cardiovascular tissue was evaluated by the FDA to be more than minimal manipulation; therefore, the CryoValve
SGPYV falls under the medical device regulations. In 2008 the Company received 510(k) clearance from the FDA for its CryoValve SGPV
processed with the Company s proprietary SynerGraft technology, and in 2009 the Company received 510(k) clearance for the FDA for its
CryoPatch SG, as discussed in ~ Overview Tissue Preservation Services .

BioGlue. The FDA regulates BioGlue as a Class III medical device. In December 2001 the Company received an IDE-PMA approval from the
FDA for BioGlue as an adjunct to sutures and staples for use in adult patients in open surgical repair of large vessels. Prior to this approval, the
Company received an HDE in December 1999 for BioGlue for use as an adjunct in repair of acute thoracic aortic dissections. The product is
Health Canada, Australia, and CE Mark approved for additional soft tissue repair.

HemoStase. The FDA regulates HemoStase as a Class III medical device. In 2006 the manufacturer of HemoStase received a PMA from the
FDA for the product s use in surgical procedures (except neurological, ophthalmic, and urological) as an adjunctive hemostatic device to assist
when control of capillary, venous, and arteriolar bleeding by pressure, ligature, and other conventional procedures is ineffective or impractical.
In addition, HemoStase has CE Mark approval and is Health Canada approved for similar clinical uses.

ProPatch. The FDA regulates ProPatch as a Class II medical device. In late 2006 CryoLife received 510(k) clearance from the FDA for its
ProPatch. ProPatch is indicated for implantation to reinforce soft tissues where weakness exists including, but not limited to: defects of the
abdominal and thoracic wall, muscle flap reinforcement, rectal and vaginal prolapse, reconstruction of the pelvic floor, hernias, suture-line
reinforcement, and reconstructive procedures. ProPatch is also indicated for the reinforcement of soft tissues repaired by sutures or by suture
anchors during tendon repair surgery including reinforcement of rotator cuff, patellar, Achilles, biceps, quadriceps, or other tendons.

BioFoam. In October of 2009 CryoLife was granted approval by the FDA for an IDE to conduct a human clinical trial with BioFoam for use in
liver resection surgery in patients for whom cessation of bleeding by ligature or other conventional methods is ineffective or impractical. If the
Company receives PMA approval of its BioFoam, it will be regulated by the FDA as a Class III medical device.

Other. Porcine heart valves are Class III medical devices and FDA approval of a PMA is required prior to commercial distribution of such
valves in the U.S. The CryoLife-O Brien Stentless Aortic Bioprosthesis porcine valves currently marketed by the Company have not been
approved by the FDA for commercial distribution in the U.S., but may be manufactured in the U.S. and exported to foreign countries if the
valves meet the specifications of the foreign purchaser and do not conflict with the laws of, and are approved by, the country to which they will
be exported.

U.S. Federal Regulation of Human Tissue

The FDA regulates human tissues pursuant to Section 361 of the Public Health Services Act ( PHS Act ), which in turn provides the regulatory
framework for regulation of human cellular and tissue products. Concerns with the transmission of HIV and Hepatitis B led the FDA to issue an
Interim Rule in December 1993 as an emergency measure to protect the public from any human tissue that had incomplete or no documentation
ascertaining its freedom from communicable diseases. The FDA modified the regulation and reissued it as a new rule (21 C.F.R. Part 1270),
effective January 1998, which focused on donor screening and testing to prevent the introduction, transmission, and spread of HIV-1 and -2 and
Hepatitis B and C. The rule set minimal requirements to prevent the transmission of communicable diseases from human tissue used for
transplantation. The rule defines human tissue as any tissue derived from a human body which is (i) intended for administration to another
human for the diagnosis, cure, mitigation, treatment, or prevention of any condition or disease and (ii) recovered, processed, stored, or
distributed by methods not intended to change tissue function or characteristics. The FDA definition excludes, among other things, tissue that
currently is regulated as a human drug, biological product, or medical device and it also excludes kidney, liver, heart, lung, pancreas, or any
other vascularized human organ. The current regulations applicable to human tissues include requirements for donor suitability, processing
standards, establishment registration, and product listing.

On January 19, 2001 the FDA published regulations that require human cells, tissue, and cellular and tissue-based products establishments to
register with the agency and list their human cells, tissues, and cellular and tissue-based products ( HCT/Ps ). The final rule, 21 C.F.R. Parts 1271,
became effective on April 4, 2001 for human tissues intended for transplantation that are regulated under section 361 of the PHS Act as well as

part 1270. It became effective for all other HCT/Ps when the remaining parts of 21 C.F.R. Part 1271 were finalized.
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In May 2004 the FDA published regulations governing the eligibility of donors of human cell and tissue products. This rule expands previous
requirements for testing and screening for risks of communicable diseases that could be spread by the use of these tissues. In November 2004 the
FDA published regulations governing the procedures and processes related to the manufacture of human cell and tissue products under the
c¢GTPs. Both the new donor eligibility rule and the cGTP rule became effective on May 25, 2005 and designate human heart valves processed on
or after May 25, 2005 as human tissue rather than medical devices.

It is likely that the FDA s regulation of processed human tissue will continue to evolve in the future. Complying with FDA regulatory
requirements or obtaining required FDA approvals or clearances may entail significant time delays and expense or may not be possible, any of
which could have a material adverse effect on the Company. For example, on January 16, 2009 the FDA issued draft guidance for cGTPs and
Additional Requirements for Manufactures of HCT/Ps. This guidance is subject to comment and change before being formally issued by the
FDA.

Possible Other FDA Regulation

Other products and processes under development by the Company are likely to be subject to regulation by the FDA. Some may be classified as
medical devices or human cells and tissue products, while others may be classified as drugs or biological products, or may be subject to a
regulatory process that the FDA may adopt in the future. Regulation of drugs and biological products is substantially similar to regulation of
Class III medical devices. Obtaining FDA approval to market these products and processes is likely to be a time consuming and expensive
process, and there can be no assurance that any of these products or processes will ever receive FDA approval.

NOTA Regulation

The Company s activities in processing and transporting human hearts and certain other organs are also subject to federal regulation under the
National Organ Transplant Act ( NOTA ), which makes it unlawful for any person to knowingly acquire, receive, or otherwise transfer any human
organ for valuable consideration for use in human transplantation if the transfer affects interstate commerce. NOTA excludes from the definition

of valuable consideration reasonable payments associated with the removal, transportation, implantation, processing, preservation, quality
control, and storage of a human organ. The purpose of this statutory provision is to allow for compensation for legitimate services. The

Company believes that to the extent its activities are subject to NOTA, it meets this statutory provision relating to the reasonableness of its

charges. There can be no assurance, however, that restrictive interpretations of NOTA will not be adopted in the future that would call into

question one or more aspects of the Company s methods of charging for its preservation services.

State Licensing Requirements

Some states have enacted statutes and regulations governing the processing, transportation, and storage of human organs and tissues. The
activities the Company engages in require it to be either licensed or registered as a clinical laboratory or tissue bank under California, Delaware,
Florida, Georgia, Illinois, Maryland, New York, and Oregon law. The Company has such licenses or registrations, and the Company believes it

is in compliance with applicable state laws and regulations relating to clinical laboratories and tissue banks that store, process, and distribute
human tissue designed to be used for medical purposes in human beings. There can be no assurance, however, that more restrictive state laws or
regulations will not be adopted in the future that could materially adversely affect the Company s operations. Certain employees of the Company
have obtained other required state licenses.

International Approval Requirements

Sales of medical devices and shipments of preserved human tissues outside the U.S. are subject to international regulatory requirements that vary
widely from country to country. Approval of a product by comparable regulatory authorities of other countries must be obtained or compliance
with applicable regulations for tissues must be met prior to commercial distribution of the product or preserved human tissues in those countries.
The time required to obtain these approvals may be longer or shorter than that required for FDA approval.

The EEA recognizes a single medical device approval, called a CE Mark, which allows for distribution of an approved product throughout the
EEA (32 member state countries - 27 European Union ( EU ) countries, 4 European Free Trade Association ( EFTA ) countries, and Turkey)
without additional general applications in each country. However, individual EEA members reserve the right to require additional labeling or
information to address particular patient safety issues prior to allowing marketing. Third parties called Notified Bodies award the CE Mark.
These Notified Bodies are approved and subject to review by the competent authorities of their respective countries. A number of countries
outside of the EEA accept
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the CE Mark in lieu of marketing submissions as an addendum to that country s application process. The Company has been issued CE Marks for
BioGlue, BioFoam, and the CryoLife-O Brien Stentless Aortic Bioprosthesis and has CE approval for the distribution of HemoStase.

In addition, the distribution of CryoLife s processed human tissues in certain countries in Europe is subject to regulatory approvals or
requirements. CryoLife ships tissues into the United Kingdom, Germany, and Austria. In 2004 and 2006 through three separate directives the EU
passed the European Union Tissue and Cells Directives ( EUTCD ) which established an approach to the regulation of tissues and cells across
Europe. The EUTCD set a benchmark for the standards that must be met when carrying out any activity involving tissues and cells that would be
implanted in humans. The EUTCD also require that systems be put in place to ensure that all tissues and cells used in human application are
traceable from donor to recipient. Pursuant to the EUTCD, each country in the EEA has responsibility for regulating tissues and cells and
distribution and procurement of tissues and cells for use in humans through a Competent Authority. In the United Kingdom, this Competent
Authority is the Human Tissue Authority ( HTA ), which has promulgated various directives that affect CryoLife s shipment of tissues into the
United Kingdom and Europa s import of these tissues. Europais a Licensed Establishment under HTA directions and both Europa and CryoLife
are subject to certain regulatory requirements under HTA Directions, including maintenance of records and tracing of shipments from donor to
recipient. In Germany this Competent Authority is the Paul-Erlich-Institute ( PEI ), which enforces various regulations passed by the regulatory
authorities in Germany. Europa has a provisional license in Germany and is awaiting PEI s final approval of its license. In addition, Europa ships
tissue into Austria, which currently has no Competent Authority. Other countries in the EEA are in the process of implementing the EUTCD,

and if CryoLife chooses to ship tissues into these countries, it will likely need to obtain licenses to do so. Each Competent Authority could
modify its regulations or directions, which could impact our ability to send processed tissues into Europe.

Environmental Matters

The Company s tissue processing activities generate some biomedical wastes, consisting primarily of human and animal pathological and
biological wastes, including human and animal tissue and body fluids removed during laboratory procedures. The biomedical wastes generated
by the Company are placed in appropriately constructed and labeled containers and are segregated from other wastes generated by the Company.
The Company contracts with third parties for transport, treatment, and disposal of biomedical waste. Although the Company believes it is in
compliance in the disposal of its waste with applicable laws and regulations promulgated by the U.S. Environmental Protection Agency and the
Georgia Department of Natural Resources, Environmental Protection Division, the failure by the Company, or the companies with which it
contracts, to comply fully with any such regulations could result in an imposition of penalties, fines, or sanctions, which could have a material
adverse effect on the Company s business.

Employees

As of December 31, 2009 CryoLife and its subsidiaries had approximately 415 employees. These employees included seven persons with Ph.D.
degrees, three with M.D. degrees, and one with a D.O. degree. None of the Company s employees are represented by a labor organization or
covered by a collective bargaining agreement, and the Company has never experienced a work stoppage or interruption due to labor disputes.
Management believes its relations with its employees are good.

Available Information

It is the Company s policy to make all of its filings with the SEC, including, without limitation, its annual report on Form 10-K, quarterly reports
on Form 10-Q, current reports on Form 8-K, and all amendments to those reports filed or furnished pursuant to Section 13(a) or 15(d) of the
Securities Exchange Act of 1934 (the Exchange Act ), available free of charge on the Company s webs