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PART I
ITEM 1. BUSINESS
OVERVIEW
The terms "we," "our," "us," "Company" and "Integra" refer to Integra
LifeSciences Holdings Corporation, a Delaware corporation, and its subsidiaries

unless the context suggests otherwise.

Integra is a market leading, innovative medical device company focused on



helping the medical professional enhance the standard of care for patients.
Integra provides customers with clinically relevant, innovative and
cost-effective products that improve the quality of life for patients. We focus
on cranial and spinal procedures, peripheral nerve repair, small bone and joint
injuries, and the repair and reconstruction of soft tissue.

Integra was founded in 1989 and since then has leveraged its expertise in
regenerative technologies to develop numerous products based on its Ultra Pure
Collagen(TM) technology. Early in Integra's history, these regenerative products
were sold through a number of private label arrangements with other large
medical device companies. In 1999, we entered the neurosurgery market through an
acquisition and the launch of our DuraGen(R) Dural Graft Matrix product for the
repair of the dura mater. Since our entry into the neurosurgery field in 1999,
we have entered the surgical instruments and reconstructive surgery businesses.
We have increased our consolidated revenues from $42.9 million in 1999 to $277.9
million in 2005, a compound annual growth rate of 37%, and we have broadened our
product offerings to include more than 15,300 products. We have achieved this
growth in our business by developing and introducing new products, expanding our
sales and distribution channels and acquiring new businesses and product lines.

Financial information about our geographical areas is set forth in our financial
statements under "Item 7. Management's Discussion and Analysis of Financial
Condition and Results of Operations - International Product Revenues and
Operations" and Note 15 "Segment and Geographic Information" to our Consolidated
Financial Statements.

STRATEGY

Our goal is to become a global leader in the development, manufacturing and
marketing of medical devices, implants, biomaterials and instruments in the
neurosurgery, reconstructive surgery and general surgery markets. Key elements
of our strategy include the following:

Marketing innovative medical devices to underserved markets

Investing in sales distribution channels to increase market penetration
Developing innovative products based on core technologies

Acquiring businesses that fit existing sales channels or build out new
sales channels

[e el elNe]

Marketing innovative medical devices to underserved markets. We have developed a
number of innovative medical devices for neurosurgery and reconstructive
surgery. Reconstructive surgery includes treatment of burns and wounds (chronic
and trauma-related), peripheral nerve repair, and small bone and joint fixation
procedures. Traditionally these markets have been underserved by the largest
medical device manufacturers.

Investing in sales distribution channels to increase market penetration. We have
a mix of direct and indirect sales distribution channels. We created our first
direct sales force in 1999 with the creation of our Integra NeuroSciences sales
force. Since then, the number of sales representatives (whom we call
neurospecialists) in that sales force has grown to over 100. In 2003, we created
our reconstructive surgery sales force, and this group now has over 50 sales
representatives. Between these two sales forces, we reach neurosurgeons, plastic
and reconstructive surgeons, orthopedic surgeons and podiatrists.

Developing innovative products based on core technologies. We have become a
leader in regenerative technology. Our Ultra Pure Collagen(TM) technology is the
basis for a number of regenerative products that we sell through both our own
sales network and through alliances with other companies in private label
arrangements. This technology has been deployed in our products relating to



duraplasty, dermal regeneration, nerve repair and collagen matrices used for
bone regeneration in the orthopedic implant market. We are a leading marketer of
neurological products used in the diagnosis, monitoring and treatment of chronic
diseases and acute injuries, and we are a leading provider of surgical
instruments.

Acquiring businesses that fit existing sales channels or build out new sales
channels. We have demonstrated that we can quickly integrate acquisitions into
our existing distribution channels and drive revenue growth. Since 1999, we have
completed more than 20 acquisitions focused primarily on our neurosurgical
product lines, reconstructive surgery, surgical instrumentation and orthopedic
surgery. We regularly evaluate potential acquisition candidates in these markets
and in other specialty medical technology markets characterized by high margins,
fragmented competition and focused target customers.

We believe that executing the above strategy will enable us to expand our
presence in hospitals and other health care facilities, to integrate acquired
products and businesses efficiently and effectively, to create new sales
platforms and to drive both long-term and short-term revenue and earnings
growth.

PRODUCTS GROUPS, MARKETING AND SALES

We have four distribution channels that sell four groups of products. Our
distribution channels include two direct sales organizations (Integra
NeuroSciences and Integra Reconstructive Surgery), a network managed by a direct
sales organization (JARIT(R) Surgical Instruments) and strategic alliances. Our
product groups include Instruments, Implants, Monitoring Products, and Private
Label Products. We sell the products in our four product groups through our
various distribution channels, as follows:

PRODUCT GROUPS Integra Integra JARIT Surgical Strategic
NeuroSciences Reconstructive Instruments Alliances
Instruments x x x
mplants x x
Monitoring x
Private Label x

Distribution Channels

At the heart of our business strategy is creation of and investment in our
distribution channels.

Direct Sales Forces. Our direct sales forces include the following:

o Integra NeuroSciences(R). Integra NeuroSciences' direct sales effort in
the United States and Europe currently involves more than 150
professionals, including direct sales representatives (called
neurospecialists in the United States), sales management, marketing
managers and clinical educators who educate and train both our
salespeople and customers in the use of our products. Neurospecialists
call primarily on neurosurgeons, intensivists, other physicians,
nurses, hospitals and surgery centers. Our Integra NeuroSciences sales
and marketing team effectively reaches its hospital customers in the
United States and those portions of Europe where we sell directly to
customers. In certain international markets, we sell through
distributors. We plan to create a separate team of 20 intensive care
unit specialists in 2006 to provide a greater focus on our
neuro-monitoring products.



0 Reconstructive Surgery. Our reconstructive surgery sales and marketing
organization in the United States and Europe consists of approximately
65 professionals, including direct salespeople, sales management,
clinical educators and marketing managers. This sales and marketing
organization sells medical devices to orthopedic surgeons, podiatric
surgeons, trauma and reconstructive surgeons, burn surgeons, hospitals,
surgery centers and other physicians.

0 JARIT Surgical Instruments. Our JARIT organization in the United States
employs 25 professionals, including sales management, instrument
specialists and marketing managers. These individuals work with over
100 manufacturers' representatives. The JARIT organization sells the
JARIT line of general and specialty instruments for open and endoscopic
surgery and a line of specialty instruments for spinal surgery,
neurosurgery and plastic surgery. Our JARIT organization sells its
products to more than 6,000 hospitals and surgery centers worldwide.

We have direct sales forces in France, Germany, the United Kingdom and the
Benelux (Belgium, Netherlands, Luxembourg) region. Independent distributors
market and sell our products in those countries where we do not have a direct
sales force. These distributors are managed by our nine distributor sales
managers.

Strategic Alliances. We market our private label products through strategic
partners or original equipment manufacturer customers. Our private label
products address large, diverse markets, and we believe that we can develop and
promote these products more cost-effectively through leveraging the product
development and distribution systems of our strategic partners than through
developing the products ourselves or selling them through our own direct sales
infrastructure. We have partnered with market leaders, such as Johnson &
Johnson, Medtronic Sofamor Danek, Inc., Wyeth BioPharma and Zimmer Holdings,
Inc., for the development and marketing efforts related to many of these
products.

Integra NeuroSciences Product Portfolio
Instruments

Ultrasonic Surgery Systems for Tissue Ablation. More than 145,000 primary and
metastatic brain tumors are diagnosed annually in the United States alone. Our
ultrasonic surgery systems address surgeons' needs for the surgical
fragmentation and removal of malignant and non-malignant tumors and other
tissue. Our acquisition of the Radionics business has increased our product
offerings in this area. We offer certain of our ultrasonic surgery products only
outside the United States.

Our ultrasonic surgery systems use very high frequency sound waves to ablate
cancer tumors and allow the surgeon to remove the damaged tumor tissue by
aspiration. Unlike other surgical techniques, ultrasonic surgery selectively
dissects and fragments soft tissue leaving fibrous tissues, such as nerves and
blood vessels, intact. Ultrasonic aspiration facilitates the removal of unwanted
tissue adjacent or attached to vital structures.

Integra Radionics. The Integra Radionics business, which we acquired in March
2006, is a leader in the design, manufacture and sale of advanced
minimally-invasive medical instruments in the fields of neurosurgery and
radiation therapy. Radionics' products include the CRW(R) stereotactic system,
the XKnife(TM) stereotactic radiosurgery system and the OmniSight(R) EXcel image
guided surgery system.

The Radionics products are primarily utilized by neurosurgeons in the diagnosis
and treatment of cancer and in the treatment of movement disorders. These
products are sold in over 75 countries, with approximately 50 percent of sales
occurring outside of the United States.

The Radionics business includes the CUSA EXcel(TM) ultrasonic surgical
aspirator, which we will continue to sell along with our existing ultrasonic
aspirator systems.

Among other benefits, the acquisition of Radionics increases our global
neurosurgery product offerings, positions us to offer new stereotactic surgery
products, secures entry into new business, adds to our manufacturing and
research and development expertise and enhances the efficiency of our global
infrastructure and distribution network.
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Cranial Stabilization and Brain Retraction Systems. The MAYFIELD(R) Headrest
System is the market leader in cranial stabilization equipment. We work closely
with surgeons and other health care providers throughout the world to develop
unique cranial stabilization products.

Neurosurgical and Spinal Instrumentation. We provide neurosurgeons and spine
surgeons with a full line of specialty hand-held spinal and neurosurgical
instruments. We sell instruments under the R&B Redmond(TM) name primarily for
spinal procedures (including neuro-spine) and under the Ruggles(TM) brand name
primarily for cranial surgery.

Implants

Duraplasty Solutions. We provide dural grafts that are indicated for the repair
of the dura mater surrounding the brain and spine, which is often penetrated
during brain surgery and often damaged during spine surgery. These products
serve as an alternative to using a graft of tissue taken from elsewhere in the
patient's body. We are committed to providing surgeons with a full compliment of
products that provide solutions for a wide variety of possible procedures. We
estimate the worldwide market for dural repair, including cranial and spinal
applications, to be $120 million.

Our line of duraplasty products includes the DuraGen(R) Dural Graft Matrix, the
DuraGen Plus(R) Dural Regeneration Matrix and the Suturable DuraGen(TM) Dural
Regeneration Matrix. Clinical trials have shown our duraplasty products to be an
effective means for closing the dura mater without the need for suturing. This
allows the neurosurgeon to conclude the operation more efficiently. In addition,
because the human body ultimately absorbs our duraplasty products and replaces
them with new natural tissues, the patient avoids some of the risks associated
with a permanent implant inside the cranium or spinal cavity. Our Suturable
DuraGenTM Dural Regeneration Matrix grafts have the added benefit of being able
to anchor to the patient's dura with sutures. To complement these resorbable
products, we also provide the Endura(TM) No-React(R) Dural Substitute, a
permanent suture-only graft, which is optimal for more challenging procedures
that require a stronger and more permanent graft.

Adhesion Barrier for the Spine. The DuraGen Plus(TM) Adhesion Barrier Matrix is
an absorbable collagen product, which is CE marked in the European Union as a
barrier against adhesions and for repair and restoration of the dura mater
following spinal and cranial surgery. To obtain approval to market this product
in the United States, we are initiating a pivotal randomized prospective
clinical trial under an Investigational Device Exemption from the Food and Drug
Administration (FDA). The trial is anticipated to begin during the third quarter
of 2006, with the first patient expected to be enrolled by the fourth quarter of
2006. We estimate that the worldwide market for treatment of spinal adhesions
exceeds $300 million.

Hydrocephalus Management. We sell a wide variety of devices, known as shunts,
used in the treatment of hydrocephalus. Hydrocephalus is an incurable condition
resulting from an imbalance between the amount of cerebrospinal fluid produced
by the brain and the rate at which the body absorbs cerebrospinal fluid.
Hydrocephalus is most commonly treated by inserting a shunt into the ventricular
system of the brain to divert the flow of cerebrospinal fluid out of the brain
and using a pressure valve to maintain a normal level of cerebrospinal fluid
within the ventricles. We estimate the total United States market for shunts
used in hydrocephalus management to be $200 million.

In 2004, we introduced the NPH(TM) Low Flow Hydrocephalus Valve that regulates
the flow of cerebrospinal fluid out of the brain. Designed specifically to meet
the needs of patients with normal pressure hydrocephalus (NPH), the NPH(TM) Low
Flow Hydrocephalus Valve controls cerebrospinal fluid flow at a lower rate than
our other flow-control valves. While many surgeons view shunting as the
preferred treatment method for patients diagnosed with NPH, only approximately
5% of those with NPH are currently treated with a surgically implanted shunt.
Based on these current treatment statistics, we estimate the current market for
shunt systems designed to treat NPH to be approximately $35 million. Certain
reports estimate that approximately 20% of total cerebrospinal fluid shunt sales
address normal pressure hydrocephalus. Based on the NPH population as a whole,
we estimate that the potential market opportunity exceeds $500 million.

In 2005, we acquired the intellectual property estate of Eunoe, Inc., including
the innovative COGNIShunt(R) system, which was being evaluated under an
Investigational Device Exemption for the treatment of Alzheimer's disease
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patients. The COGNIShunt(R) system is designed to increase the flow of cerebral
spinal fluid (CSF) and improve clearance of potential neurotoxins, which are
believed to contribute to the progression of Alzheimer's disease. The
COGNIShunt(R) system has not received FDA clearance or approval for sale.

Monitoring Products

Monitoring Of Brain Parameters. Neurosurgeons use intracranial monitors to
diagnose and treat cases of severe head trauma and other diseases. There are
approximately 500,000 cases of head trauma each year in the United States. We
estimate the market for monitoring and intervention to be $110 million.

We sell intracranial monitoring systems under the Camino(R), Ventrix(R) and
LICOX(R) names. Currently more than 3,000 of our intracranial monitors are
installed and in use worldwide

Cranial Access And External Ventricular Drainage. Neurosurgeons use cranial
access kits and external drainage systems to gain access to the cranial cavity
and to drain excess cerebrospinal fluid from the ventricles of the brain into an
external container. We manufacture and market a broad line of cranial access
kits and ventricular and lumbar external drainage systems.

Epilepsy Electrodes. We sell epilepsy electrodes that neurosurgeons use for the
intra-operative monitoring of seizures to determine if surgical options can be
used in the treatment of epilepsy. We estimate the worldwide market for
intra-operative epilepsy electrodes to be $10 million.

Reconstructive Product Portfolio
Implants

Small Bone And Joint Fixation Devices and Instruments. The Newdeal foot and
ankle surgery devices address the reconstructive and fracture repair portion of
the orthopedic market. The Newdeal line of implants include a wide range of
products for the forefoot, the mid-foot and the hind foot, including the Bold(R)
Screw, the Uniclip(R) Compression Staple, the Hallu-Fix(R) plate system and the
HINTEGRA(R) total ankle prosthesis. These implants and the instruments used to
implant them are specifically designed for foot and ankle surgery. We estimate
that the current Newdeal products address an approximately $500 million
worldwide market. The HINTEGRA(R) total ankle prosthesis has been approved for
sale only outside the United States.

Dermal Regeneration and Engineered Wound Dressings. Our skin replacement
products address the market need created by severe burns, reconstructive
surgery, trauma and chronic wounds. We estimate that the worldwide market now
addressable by our skin replacement products exceeds $1.0 billion.

The INTEGRA(R) Dermal Regeneration Template is designed to enable the human body
to regenerate functional dermal tissue. We sell this product under a Premarket
Approval (PMA) issued by the Food and Drug Administration for the
post-excisional treatment of life-threatening deep or full-thickness dermal
injury where sufficient autograft is not available at the time of excision or is
not desirable due to the physiological condition of the patient and for the
repair of scar contractures in patients who have already recovered from their
initial wound.

The INTEGRA(R) Bilayer Matrix Wound Dressing and INTEGRA(TM) Matrix Wound
Dressing are advanced wound care devices indicated for the management of soft
tissue wounds including: partial and full-thickness wounds, pressure ulcers,
venous ulcers, diabetic ulcers, chronic vascular ulcers, surgical wounds (donor
sites/grafts, post-Moh's surgery, post-laser surgery, podiatric and wound
dehiscence), trauma wounds (abrasions, lacerations, second-degree burns and skin
tears) and draining wounds. We expect the rapid growth of our reconstructive
surgery sales force to drive sales growth of this important product line.

Repair and Protection of Peripheral Nerves. Peripheral nerves may become severed
or damaged through traumatic accidents or surgical injuries, often resulting in
the permanent loss of motor and sensory function. Although severed peripheral
nerves regenerate spontaneously, they do not establish functional connections
unless the nerve stumps are surgically reconnected. We estimate the worldwide
market for the repair of severed and damaged peripheral nerves to be $110
million.



Our nerve repair products are absorbable collagen implants for the repair and
protection of severed and injured peripheral nerves. The NeuraGen(R) Nerve Guide
is a collagen conduit designed to provide an environment for the repair and
regeneration of severed nerves. The NeuraWrap(TM) Nerve Protector provides a
protective environment for the healing of injured, compressed or scarred nerves.
Both our Integra NeuroSciences and Integra Reconstructive sales forces sell
these products to our hospital-based customers.

Instruments

Dermatomes and Meshers. We sell a range of manual and powered dermatomes and
related disposables for harvesting skin grafts under the Padgett Instruments(TM)
name. In 2003, we launched our new Padgett Dermatome-S, which is lighter, more
ergonomic and more powerful than the other dermatomes in our line. Our variable
skin mesher is designed to expand skin grafts prior to implantation to provide
for greater coverage.

JARIT(R) Surgical Instruments

For more than 30 years, JARIT has marketed a wide variety of high quality,
reusable surgical instruments to virtually all surgical disciplines. With more
than 5,000 instrument patterns, the JARIT brand has a strong reputation for
high-quality surgical instruments and customer service.

Our Jarit Surgical Instrument channel sells directly to central supply and
purchasing at hospitals. This channel has expanded beyond the JARIT(R) product
line to sell products under the Padgett Instruments(TM) and R&B Redmond(TM)
product lines. More than 25 sales and marketing professionals supervise a group
of over 100 manufacturers' representatives.

Strategic Alliances

Orthopedic Biomaterials. Since 1994, we have supplied Wyeth BioPharma with
Absorbable Collagen Sponges for use in developing bone regeneration implants,
including use with Wyeth BioPharma's recombinant human bone morphogenetic
protein-2 (rhBMP-2). Wyeth BioPharma sells Absorbable Collagen Sponges to
Medtronic Sofamor Danek. The FDA has approved Medtronic Sofamor Danek's
INFUSE(TM) Bone Graft used with the LT-CAGE(TM) Lumbar Tapered Fusion Device for
use in spinal fusion procedures and the InFUSE(TM) Bone Graft for the treatment
of open, acute tibial shaft fractures. The InFUSE(TM) Bone Graft eliminates the
need for a secondary, painful procedure to harvest pieces of bone from the
patient's own hip (known as an autograft).

More recently, we developed a compression resistant collagen ceramic matrix for
Medtronic Sofamor Danek. The device, the MasterGraftTM Matrix, is a
3-dimensional, osteoconductive, porous implant that allows for bony ingrowth
across the graft site while resorbing at a rate consistent with bone healing.

Guided Tissue Regeneration In Periodontal Surgery. Our BioMend(R) Absorbable
Collagen Membrane and BioMend(R) Extend Absorbable Collagen Membrane are sold
through Zimmer Holdings, Inc. They are used for guided tissue regeneration in
periodontal surgery. The body absorbs the BioMend(R) products, avoiding the
requirement for additional surgical procedures to remove a non-absorbable
membrane.

Other Private Label Products. Our current private label products also include
the vitaCuff(R) catheter access infection control device and the BioPatch(R)
anti-microbial wound dressing.

RESEARCH AND DEVELOPMENT STRATEGY

Integra's research and development activities focus on identifying and
evaluating unmet surgical needs and product improvement opportunities to drive
the development of innovative solutions and products. We apply our technological
and developmental core competencies to develop regenerative products for
neurosurgical and reconstructive applications, neuro-monitoring and CSF
management, cranial stabilization and closure, tissue ablation, surgical
instruments and extremity small bone and joint fixation. Our activities include
both internal product development initiatives and the acquisition of proprietary
rights to strategic technological platforms.
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our regenerative product development portfolio is focused on applying our
expertise in biomaterials and collagen matrices to support the development of
innovative products targeted at neurosurgical, orthopedic and spinal surgery
applications, as well as dermal regeneration, nerve repair, and wound dressing
applications. Our focus on technological advancement, product segmentation and
differentiation activities will continue to drive our activities in each of
these areas.

Research and development in neuro-monitoring applications remains focused on the
improvement of our existing advanced neuromonitors and the evaluation of new and
innovative technologies that afford significant advancements in monitoring
ability. For CSF management, opportunities for the improvement of long-standing
product applications are being explored and existing products are being updated
to meet evolving needs. Our industry leading cranial stabilization product
expertise is focused on the advancement of mechanical stabilization techniques
and the application of new materials to further the state-of-the-art of cranial
stabilization. For tissue ablation, our existing development resources will be
coupled with those gained through the acquisition of Radionics to drive
multi-technology based tissue ablation modalities to offer a broad array of
products. Finally, we have an on-going program of identifying, developing and
commercializing powered and hand-held surgical instruments.

As our expansion into the orthopedic reconstructive market continues, our
research and development activities have targeted extremity small bone and joint
fixation. Leveraging the development expertise from our acquisition of Newdeal
Technologies, we are developing a robust new product development program that
will advance our product offering to both United States and European markets.

We spent $12.8 million, $14.1 million, and $12.0 million in 2003, 2004 and 2005,
respectively, on research and development activities. The 2003 amount includes
$400,000 of acquired in-process research and development charge recorded in
connection with acquisitions. The 2004 amount includes a $1.4 million milestone
payment relating to the completion of certain development activities for an
advanced neuro-monitoring system and a $0.5 million licensing fee paid for the
development of a data acquisition system to support the integration of our
advanced monitoring products. The 2005 amount includes a $0.5 million in-process
research and development charges recorded in connection with an acquisition. In
addition to internal research and development activities, we may continue to
acquire businesses that include research and development programs, which could
result in additional in-process research and development charges in the future.

COMPETITION

Our largest competitors in the neurosurgery markets are the Medtronic
Neurosurgery division of Medtronic, Inc., the Codman division of Johnson &
Johnson and the Aesculap division of B. Braun. In addition, many of our
neurosurgery product lines compete with smaller specialized companies or larger
companies that do not otherwise focus on neurosurgery.

Our competition in reconstructive surgery can be divided into two areas that
correspond to our main reconstructive product categories. Our skin and advanced
wound healing products compete with those of LifeCell Corporation, Organogenesis
Inc. and Wright Medical Group, Inc. Our orthopedic products compete with those
of the DePuy division of Johnson & Johnson, Synthes, Inc. and Stryker
Corporation, as well as other major orthopedic companies that carry a full line
of reconstructive surgery products. We also compete with Wright Medical Group in
the orthopedic category.

We believe that we are the second largest re-usable surgical instrument company
in the United States. We compete with the largest re-usable instrument company,
V. Mueller, a division of Cardinal Healthcare, as well as the Aesculap division
of B. Braun. In addition, the Codman division of Johnson & Johnson and many
smaller instrument companies compete with both re-usable and disposable
specialty instruments. We rely on the depth and breadth of our sales and
marketing organization and our procurement operation to maintain our competitive
position in surgical instruments.

Our private label products face diverse and broad competition, depending on the
market addressed by the product.

Finally, in certain cases our products compete primarily against medical
practices that treat a condition without using a medical device, rather than any
particular product. Depending on the product line, we compete on the basis of
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our products' features, strength of our sales force or marketing partner,
sophistication of our technology and cost effectiveness of our solution to the
customer's medical requirements.

GOVERNMENT REGULATION

As a manufacturer and marketer of medical devices, we are subject to extensive
regulation by the FDA and, in some jurisdictions, by state and foreign
governmental authorities. These regulations govern the introduction of new
medical devices, the observance of certain standards with respect to the design,
manufacture, testing, labeling and promotion of the devices, the maintenance of
certain records, the ability to track devices, the reporting of potential
product defects, the export of devices and other matters. We believe that we are
in substantial compliance with these governmental regulations.

The regulatory process of obtaining product approvals and clearances can be
onerous and costly. The Food and Drug Administration requires, as a condition of
marketing a medical device in the United States, that we secure a Premarket
Notification clearance pursuant to Section 510(k) of the Federal Food, Drug and
Cosmetic Act, an approved Premarket Approval (PMA) application (or supplemental
PMA application) or an approved Product Development Protocol. Obtaining these
approvals and clearances can take up to several years and involve preclinical
studies and clinical testing. To perform clinical testing in the United States
on an unapproved product, we are required to obtain an Investigational Device
Exemption from the FDA. FDA rules may also require a filing and FDA approval
prior to marketing products that are modifications of existing products or new
indications for existing products. Moreover, after clearance is given, if the
product is shown to be hazardous or defective, the FDA and foreign regulatory
agencies have the power to withdraw the clearance or require us to change the
device, its manufacturing process or its labeling, to supply additional proof of
its safety and effectiveness or to recall, repair, replace or refund the cost of
the medical device. Because we currently export medical devices manufactured in
the United States that have not been approved by the FDA for distribution in the
United States, we are required to provide notices to the FDA, to maintain
certain records relating to exports and make these records available to the FDA
for inspection, if required.

We are also required to register with the FDA as a device manufacturer. As such,
we are subject to periodic inspection by the FDA for compliance with the FDA's
Quality System Regulations. These regulations require that we manufacture our
products and maintain our documents in a prescribed manner with respect to
design, manufacturing, testing and control activities. Further, we are required
to comply with various FDA requirements and other legal requirements for
labeling and promotion. The Medical Device Reporting regulations require that we
provide information to the FDA whenever there is evidence to reasonably suggest
that one of our devices may have caused or contributed to a death or serious
injury or, if a malfunction were to recur, could cause or contribute to a death
or serious injury. Under FDA regulations, we are required to submit reports of
certain voluntary recalls and corrections to the FDA. If the FDA believes that a
company is not in compliance with applicable regulations, it can institute
proceedings to detain or seize products, issue a warning letter, issue a recall
order, impose operating restrictions, enjoin future violations and assess civil
penalties against that company, its officers or its employees and can recommend
criminal prosecution to the Department of Justice.

Medical device regulations also are in effect in many of the countries outside
the United States in which we do business. These laws range from comprehensive
device approval and quality system requirements for some or all of our medical
device products to simpler requests for product data or certifications. The
number and scope of these requirements are increasing. Under the European Union
Medical Device Directive, all medical devices must meet the Medical Device
Directive standards and receive CE Mark certification. CE Mark certification
requires a comprehensive Quality System program and submission of data on a
product to a "Notified Body" in Europe. The Medical Device Directive, ISO 9000
series and ISO 13485 are recognized international quality standards that are
designed to ensure that we develop and manufacture quality medical devices. A
recognized Notified Body (an organization designated by the national governments
of the European Union member states to make independent judgments about whether
or not a product complies with the protection requirements established by each
CE marking directive) audits our facilities annually to verify our compliance
with these standards.

We are subject to laws and regulations that regulate the means by which
companies in the health care industry may market their products to hospitals and
health care professionals and may compete by discounting the prices of their

8



products. This requires that we exercise care in structuring our sales and
marketing practices and customer discount arrangements.

Our international operations subject us to laws regarding sanctioned countries,
entities and persons, customs, import-export and other laws regarding
transactions in foreign countries. Among other things, these laws restrict, and
in some cases prohibit, United States companies from directly or indirectly
selling goods, technology or services to people or entities in certain
countries. In addition, these laws require that we exercise care in structuring
our sales and marketing practices in foreign counties.

Our research, development and manufacturing processes involve the controlled use
of certain hazardous materials. We are subject to federal, state and local laws
and regulations governing the use, manufacture, storage, handling and disposal
of these materials and certain waste products. Although we believe that our
safety procedures for handling and disposing of these materials comply with the
standards prescribed by the controlling laws and regulations, the risk of
accidental contamination or injury from these materials cannot be eliminated. In
the event of this type of an accident, we could be held liable for any damages
that result and any liability could exceed our resources. Although we believe
that we are in compliance in all material respects with applicable environmental
laws and regulations, we could incur significant costs to comply with
environmental laws and regulations in the future, and our operations, business
or assets could be materially adversely affected by current or future
environmental laws or regulations.

In addition to the above regulations, we are and may be subject to regulation
under federal and state laws, including, but not limited to, requirements
regarding occupational health and safety, laboratory practices and the
maintenance of personal health information. As a public company, we are subject
to the securities laws and regulations, including the Sarbanes-Oxley Act of
2002. We may also be subject to other present and possible future local, state,
federal and foreign regulations.

PATENTS AND INTELLECTUAL PROPERTY

We seek patent protection of our key technology, products and product
improvements, both in the United States and in selected foreign countries. When
determined appropriate, we have enforced and plan to continue to enforce and
defend our patent rights. In general, however, we do not rely on our patent
estate to provide us with any significant competitive advantages as it relates
to our existing product lines. We rely upon trade secrets and continuing
technological innovations to develop and maintain our competitive position. In
an effort to protect our trade secrets, we have a policy of requiring our
employees, consultants and advisors to execute proprietary information and
invention assignment agreements upon commencement of employment or consulting
relationships with us. These agreements provide that all confidential
information developed or made known to the individual during the course of their
relationship with us must be kept confidential, except in specified
circumstances.

ACCU-DISC(TM), BioMend(R), Bold(R), BUDDE(R), CALCANEA(R), Camino(R),
COGNIShunt(R), CollaPlug(R), CollaStat(TM), CollaTape(R), CRW(R), CUSA(R), CUSA
EXcel(TM), Dissectron(R), DuraGen(R), DuraGen Plus(R), Elektrotom(R),
EquiFlow(R), Eunoe, Inc.(R), Hallu-Fix(R), Helistat(R), Helitene(R),
Heyer-Schulte(R), HINTEGRA(R), INTEGRA(R), INTEGRA(TM) Bilayer Matrix Wound
Dressing(R), INTEGRA(R) Dermal Regeneration Template, Integra LifeSciences
Corporation(R), Integra NeuroSciences(R), Integra NeuroSupplies(TM), Integra
Supplies(TM), JARIT(R), LICOX(R), LPV(R), Moni-Torr(TM), NeuraGen(R),
NeuraWrap(TM), Neurosensor(R), OmniSight(R), Orbis-Sigma(R), Osteoject(R),
Padgett Instruments, Inc(R), Pudenz(TM), Radionics(R), Redmond(TM), Ruggles(TM),
Selector(R), Sonotom(R), Spetzler(R), Spin(R), Spinal Specialties(TM),
Sundt(TM), Suturable DuraGenTM, Ultra Pure Collagen(TM), Uniclip(R), Ventrix(R),
VitaCuff(R) and XKnife(TM) are some of the trademarks of Integra and its
subsidiaries. All other brand names, trademarks and service marks appearing in
this report are the property of their respective holders, including MAYFIELD(R),
which is a registered trademark of SM USA, Inc., a wholly owned subsidiary of
Schaerer Mayfield USA, Inc.

EMPLOYEES

At December 31, 2005, we had approximately 1,000 full-time employees and 180
temporary employees engaged in production and production support (including

warehouse, engineering and facilities personnel), quality assurance/quality
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control, research and development, regulatory and clinical affairs, sales,
marketing, administration and finance. Except for certain employees at our
facilities in France, none of our employees are subject to a collective
bargaining agreement.

Many of our employees, including those holding senior positions in our
regulatory, operations, research and development, and sales and marketing
departments, have prior experience working for large pharmaceutical or medical
technology companies. Our sales representatives and regional sales managers
attend in-depth product training meetings throughout the year, and our clinical
development team consists of medical professionals who specialize in specific
therapeutic areas that our products serve. We believe that our clinical
development team differentiates us from our competition, as their knowledge and
experience as medical professionals allows them to more effectively educate and
train both our sales force and the customers who use our products. This team is
especially valuable in communicating the clinical benefits of new products.

AVAILABLE INFORMATION

We are subject to the informational requirements of the Securities Exchange Act
of 1934. In accordance with the Exchange Act, we file annual, quarterly and
special reports, proxy statements and other information with the Securities and
Exchange Commission. You may view our financial information, including the
information contained in this report, and other reports we file with the
Securities and Exchange Commission, on the Internet, without charge as soon as
reasonably practicable after we file them with the Securities and Exchange
Commission, in the "SEC Filings" page of the Investor Relations section of our
website at www.Integra-LS.com. You may also obtain a copy of any of these
reports, without charge, from our investor relations department, 311 Enterprise
Drive, Plainsboro, NJ 08536. Alternatively, you may view or obtain reports filed
with the Securities and Exchange Commission at the SEC Public Reference Room at
100 F Street, N.E. in Washington, D.C. 20549, or at the SEC's Internet site at
www.sec.gov. Please call the Securities and Exchange Commission at
1-800-SEC-0330 for further information on the operation of the public reference
facilities.

SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS

We have made statements in this report, including statements under "Management's
Discussion and Analysis of Financial Condition and Results of Operations" and
"Business," that constitute forward-looking statements within the meaning of
Section 27A of the Securities Act of 1933 and Section 21E of the Securities
Exchange Act of 1934. These forward-looking statements are subject to a number
of risks, uncertainties and assumptions about us including, among other things:

o general economic and business conditions, both nationally and in our
international markets;

o our expectations and estimates concerning future financial performance,
financing plans and the impact of competition;

o anticipated trends in our business;

existing and future regulations affecting our business;

o our ability to obtain additional debt and equity financing to fund
capital expenditures and working capital requirements and acquisitions;

o physicians' willingness to adopt our recently launched and planned
products, third-party payors' willingness to provide reimbursement for
these products and our ability to secure regulatory approval for
products in development;

0 our ability to protect our intellectual property, including trade
secrets;

0 our ability to complete acquisitions, integrate operations
post-acquisition and maintain relationships with customers of acquired
entities;

o work stoppages at our facilities; and

o other risk factors described in the section entitled "Factors That May
Affect Our Future Performance" in this report.

o

You can identify these forward-looking statements by forward-looking words such
as believe, may, could, will, estimate, continue, anticipate, intend, seek,
plan, expect, should, would and similar expressions in this report.
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We undertake no obligation to publicly update or revise any forward-looking
statements, whether as a result of new information, future events or otherwise.
In light of these risks and uncertainties, the forward-looking events and
circumstances discussed in this report may not occur and actual results could
differ materially from those anticipated or implied in the forward-looking
statements.

ITEM 1A. RISK FACTORS
Our Operating Results May Fluctuate.

Our operating results, including components of operating results, such as gross
margin on product sales, may fluctuate from time to time, and such fluctuations
could affect our stock price. Our operating results have fluctuated in the past
and can be expected to fluctuate from time to time in the future. Some of the
factors that may cause these fluctuations include:

o the impact of acquisitions;

o the timing of significant customer orders;

o market acceptance of our existing products, as well as products in
development;

o the timing of regulatory approvals;

o changes in the rate of exchange between the U.S. dollar and other
currencies of foreign countries in which we do business, such as the
euro and the British pound;

o expenses incurred and business lost in connection with product field
corrections or recalls;

o increases in the cost of energy and steel;

o our ability to manufacture our products efficiently; and

o the timing of our research and development expenditures.

The Industry And Market Segments in Which We Operate Are Highly Competitive,
And We May Be Unable To Compete Effectively With Other Companies.

In general, there is intense competition among medical device companies. We
compete with established medical technology and pharmaceutical companies in many
of our product areas. Competition also comes from early stage companies that
have alternative technological solutions for our primary clinical targets, as
well as universities, research institutions and other non-profit entities. Many
of our competitors have access to greater financial, technical, research and
development, marketing, manufacturing, sales, distribution services and other
resources than we do. Our competitors may be more effective at implementing
their technologies to develop commercial products. Our competitors may be able
to gain market share by offering lower-cost products.

Our competitive position will depend on our ability to achieve market acceptance
for our products, develop new products, implement production and marketing
plans, secure regulatory approval for products under development, obtain
reimbursement under Medicare and obtain patent protection. We may need to
develop new applications for our products to remain competitive. Technological
advances by one or more of our current or future competitors could render our
present or future products obsolete or uneconomical. Our future success will
depend upon our ability to compete effectively against current technology as
well as to respond effectively to technological advances. Competitive pressures
could adversely affect our profitability. For example, two of our largest
competitors introduced an onlay dural graft matrix during 2004, and other
companies have introduced and may be preparing to introduce similar products.
The introduction of such products could reduce the sales, growth in sales and
profitability of our duraplasty products.

Our largest competitors in the neurosurgery markets are the Medtronic
Neurosurgery division of Medtronic, Inc., the Codman division of Johnson &
Johnson, the Aesculap division of B. Braun Medical Inc. and the Valleylab
division of Tyco International Ltd. In addition, many of our product lines
compete with smaller specialized companies or larger companies that do not
otherwise focus on neurosurgery. Our competitors in reconstructive surgery
include LifeCell Corporation, Organogenesis Inc., Wright Medical Group, Inc.,
the DePuy division of Johnson & Johnson, Synthes, Inc. and Stryker Corporation.
Some of these are major orthopedic companies that carry a full line of
reconstructive products. Our private label products face diverse and broad
competition, depending on the market that an individual product addresses.
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Finally, in certain cases our products compete primarily against medical
practices that treat a condition without using a device, rather than any
particular product, such as autograft tissue as an alternative for our dermal
regeneration products, our duraplasty products and our nerve repair products.

Our Current Strategy Involves Growth Through Acquisitions, Which Requires Us To
Incur Substantial Costs And Potential Liabilities For Which We May Never
Realize The Anticipated Benefits.

In addition to internal growth, our current strategy involves growth through
acquisitions. Since 1999, we have acquired 22 businesses or product lines at a
total cost of approximately $289 million.

We may be unable to continue to implement our growth strategy, and our strategy
ultimately may be unsuccessful. A significant portion of our growth in revenues
has resulted from, and is expected to continue to result from, the acquisition
of businesses complementary to our own. We engage in evaluations of potential
acquisitions and are in various stages of discussion regarding possible
acquisitions, certain of which, if consummated, could be significant to us. Any
potential acquisitions may result in material transaction expenses, increased
interest and amortization expense, increased depreciation expense and increased
operating expense, any of which could have a material adverse effect on our
operating results. As we grow by acquisitions, we must integrate and manage the
new businesses to realize economies of scale and control costs. In addition,
acquisitions involve other risks, including diversion of management resources
otherwise available for ongoing development of our business and risks associated
with entering new markets with which our marketing and sales force has limited
experience or where experienced distribution alliances are not available. Our
future profitability will depend in part upon our ability to develop further our
resources to adapt to these new products or business areas and to identify and
enter into satisfactory distribution networks. We may not be able to identify
suitable acquisition candidates in the future, obtain acceptable financing or
consummate any future acquisitions. If we cannot integrate acquired operations,
manage the cost of providing our products or price our products appropriately,
our profitability could suffer. In addition, as a result of our acquisitions of
other healthcare businesses, we may be subject to the risk of unanticipated
business uncertainties, regulatory matters or legal liabilities relating to
those acquired businesses for which the sellers of the acquired businesses may
not indemnify us.

To Market Our Products Under Development We Will First Need To Obtain Regulatory
Approval. Further, If We Fail To Comply With The Extensive Governmental
Regulations That Affect Our Business, We Could Be Subject To Penalties And Could
Be Precluded From Marketing Our Products.

Our research and development activities and the manufacturing, labeling,
distribution and marketing of our existing and future products are subject to
regulation by numerous governmental agencies in the United States and in other
countries. The Food and Drug Administration (FDA) and comparable agencies in
other countries impose mandatory procedures and standards for the conduct of
clinical trials and the production and marketing of products for diagnostic and
human therapeutic use.

Our products under development are subject to FDA approval or clearance prior to
marketing for commercial use. The process of obtaining necessary FDA approvals
or clearances can take years and is expensive and full of uncertainties. Our
inability to obtain required regulatory approval on a timely or acceptable basis
could harm our business. Further, approval or clearance may place substantial
restrictions on the indications for which the product may be marketed or to whom
it may be marketed, the warnings that may be required to accompany the product
or additional restrictions placed on the sale and/or use of the product. Further
studies, including clinical trials and FDA approvals, may be required to gain
approval for the use of a product for clinical indications other than those for
which the product was initially approved or cleared or for significant changes
to the product. In addition, for products with an approved Pre-Marketing
Approval (PMA), the FDA requires annual reports and may require post-approval
surveillance programs to monitor the products' safety and effectiveness. Results
of post-approval programs may limit or expand the further marketing of the
product.

Another risk of application to the FDA relates to the regulatory classification
of new products or proposed new uses for existing products. In the filing of
each application, we make a legal judgment about the appropriate form and
content of the application. If the FDA disagrees with our judgment in any
particular case and, for example, requires us to file a PMA application rather
than allowing us to market for approved uses while we seek broader approvals or
requires extensive additional clinical data, the time and expense required to
obtain the required approval might be significantly increased or approval might
not be granted.
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Approved products are subject to continuing FDA requirements relating to quality
control and quality assurance, maintenance of records, reporting of adverse
events and product recalls, documentation, and labeling and promotion of medical
devices.

The FDA and foreign regulatory authorities require that our products be
manufactured according to rigorous standards. These regulatory requirements may
significantly increase our production or purchasing costs and may even prevent
us from making or obtaining our products in amounts sufficient to meet market
demand. If we or a third-party manufacturer change our approved manufacturing
process, the FDA may require a new approval before that process may be used.
Failure to develop our manufacturing capability may mean that even if we develop
promising new products, we may not be able to produce them profitably, as a
result of delays and additional capital investment costs. Manufacturing
facilities, both international and domestic, are also subject to inspections by
or under the authority of the FDA. In addition, failure to comply with
applicable regulatory requirements could subject us to enforcement action,
including product seizures, recalls, withdrawal of clearances or approvals,
restrictions on or injunctions against marketing our product or products based
on our technology, cessation of operations and civil and criminal penalties.

We are also subject to the regulatory requirements of countries outside of the
United States where we do business. For example, Japan is in the process of
reforming its medical device regulations. A recent amendment to Japan's
Pharmaceutical Affairs Law went into effect on April 1, 2005. New regulations
and requirements exist for obtaining approval of medical devices, including new
requirements governing the conduct of clinical trials, the manufacturing of
products and the distribution of products in Japan. Significant resources also
may be needed to comply with the extensive auditing of and requests for
documentation relating to all manufacturing facilities of our company and our
vendors by the Ministry of Health, Labor and Welfare in Japan to comply with the
amendment to the Pharmaceutical Affairs Law. These new regulations may affect
our ability to obtain approvals of new products for sale in Japan.

Certain Of Our Products Contain Materials Derived From Animal Sources And May
Become Subject To Additional Regulation.

Certain of our products, including our dermal regeneration products, our
duraplasty products and our nerve repair products, contain material derived from
bovine tissue. Products that contain materials derived from animal sources,
including food as well as pharmaceuticals and medical devices, are increasingly
subject to scrutiny in the press and by regulatory authorities. Regulatory
authorities are concerned about the potential for the transmission of disease
from animals to humans via those materials. This public scrutiny has been
particularly acute in Japan and Western Europe with respect to products derived
from animal sources, because of concern that materials infected with the agent
that causes bovine spongiform encephalopathy, otherwise known as BSE or mad cow
disease, may, if ingested or implanted, cause a variant of the human
Creutzfeldt-Jakob Disease, an ultimately fatal disease with no known cure.
Recent cases of BSE in cattle discovered in Canada and the United States have
increased awareness of the issue in North America.

We take great care to provide that our products are safe and free of agents that
can cause disease. In particular, the collagen used in the products that Integra
manufactures is derived only from the deep flexor tendon of cattle less than 24
months old from New Zealand, a country that has never had a case of BSE, or the
United States. The collagen used in a product that we sell, but do not
manufacture, is derived from bovine pericardium. We are also qualifying sources
of collagen from other countries that are considered BSE-free. The World Health
Organization classifies different types of cattle tissue for relative risk of
BSE transmission. Deep flexor tendon and bovine pericardium are in the lowest
risk categories for BSE transmission (the same category as milk, for example),
and are therefore considered to have a negligible risk of containing the agent
that causes BSE (an improperly folded protein known as a prion). Nevertheless,
products that contain materials derived from animals, including our products,
may become subject to additional regulation, or even be banned in certain
countries, because of concern over the potential for prion transmission.
Significant new regulation, or a ban of our products, could have a material
adverse effect on our current business or our ability to expand our business.

In addition, we have been notified that Japan has issued new regulations
regarding medical devices that contain tissue of animal origin. Among other
regulations, Japan may require that the tendon used in the manufacture of
medical devices sold in Japan originate in a country that has never had a case
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of BSE. Currently, we purchase our tendon from the United States and New
Zealand. If we cannot continue to use or qualify a source of tendon from New
Zealand or another country that has never had a case of BSE, we will not be
permitted to sell our collagen hemostatic agents and products for oral surgery
in Japan. We do not currently sell our dural or skin repair products in Japan.

Lack Of Market Acceptance For Our Products Or Market Preference For
Technologies That Compete With Our Products Could Reduce Our Revenues And
Profitability.

We cannot be certain that our current products or any other products that we may
develop or market will achieve or maintain market acceptance. Certain of the
medical indications that can be treated by our devices can also be treated by
other medical devices or by medical practices that do not include a device. The
medical community widely accepts many alternative treatments, and certain of
these other treatments have a long history of use. For example, the use of
autograft tissue is a well-established means for repairing the dermis, and it
competes for acceptance in the market with the INTEGRA(R) Dermal Regeneration
Template. In addition, the acceptance of our Newdeal products, which previously
were distributed by third parties, faces similar competition.

We cannot be certain that our devices and procedures will be able to replace
those established treatments or that either physicians or the medical community
in general will accept and utilize our devices or any other medical products
that we may develop.

In addition, our future success depends, in part, on our ability to develop
additional products. Even if we determine that a product candidate has medical
benefits, the cost of commercializing that product candidate may be too high to
justify development. Competitors may develop products that are more effective,
achieve more favorable reimbursement status from third-party payors, cost less
or are ready for commercial introduction before our products. If we are unable
to develop additional commercially viable products, our future prospects could
be adversely affected.

Market acceptance of our products depends on many factors, including our ability
to convince prospective collaborators and customers that our technology is an
attractive alternative to other technologies, to manufacture products in
sufficient quantities and at acceptable costs, and to supply and service
sufficient quantities of our products directly or through our distribution
alliances. In addition, unfavorable reimbursement methodologies of third-party
payors could harm acceptance of our products. The industry is subject to rapid
and continuous change arising from, among other things, consolidation and
technological improvements. One or more of these factors may vary unpredictably,
which could have a material adverse effect on our competitive position. We may
not be able to adjust our contemplated plan of development to meet changing
market demands.

Our Intellectual Property Rights May Not Provide Meaningful Commercial
Protection For Our Products, Which Could Enable Third Parties To Use Our
Technology Or Very Similar Technology And Could Reduce Our Ability To Compete
In The Market.

Our ability to compete effectively depends in part, on our ability to maintain
the proprietary nature of our technologies and manufacturing processes, which
includes the ability to obtain, protect and enforce patents on our technology
and to protect our trade secrets. We own or have licensed patents that cover
aspects of some of our product lines. However, you should not rely on our
patents to provide us with any significant competitive advantage. Others may
challenge our patents and, as a result, our patents could be narrowed,
invalidated or rendered unenforceable. Competitors may develop products similar
to ours that our patents do not cover. In addition, our current and future
patent applications may not result in the issuance of patents in the United
States or foreign countries. Further, there is a substantial backlog of patent
applications at the U.S. Patent and Trademark Office, and the approval or
rejection of patent applications usually takes approximately two years.

Our Competitive Position Depends, In Part, Upon Unpatented Trade Secrets Which
We May Be Unable To Protect.

Our competitive position also depends upon unpatented trade secrets. Trade
secrets are difficult to protect. We cannot assure you that others will not
independently develop substantially equivalent proprietary information and
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techniques or otherwise gain access to our trade secrets, that our trade secrets
will not be disclosed or that we can effectively protect our rights to
unpatented trade secrets.

In an effort to protect our trade secrets, we require our employees, consultants
and advisors to execute proprietary information and invention assignment
agreements upon commencement of employment or consulting relationships with us.
These agreements provide that, except in specified circumstances, all
confidential information developed or made known to the individual during the
course of their relationship with us must be kept confidential. We cannot assure
you, however, that these agreements will provide meaningful protection for our
trade secrets or other proprietary information in the event of the unauthorized
use or disclosure of confidential information.

Our Success Will Depend Partly On Our Ability To Operate Without Infringing Or
Misappropriating The Proprietary Rights Of Others.

We may be sued for infringing the intellectual property rights of others. In
addition, we may find it necessary, if threatened, to initiate a lawsuit seeking
a declaration from a court that we do not infringe the proprietary rights of
others or that their rights are invalid or unenforceable. If we do not prevail
in any litigation, in addition to any damages we might have to pay, we would be
required to stop the infringing activity or obtain a license for the proprietary
rights involved. Any required license may be unavailable to us on acceptable
terms, or at all. In addition, some licenses may be nonexclusive and allow our
competitors to access the same technology we license. If we fail to obtain a
required license or are unable to design our product so as not to infringe on
the proprietary rights of others, we may be unable to sell some of our products,
which could have a material adverse effect on our revenues and profitability.

We May Be Involved In Lawsuits Relating To Our Intellectual Property Rights And
Promotional Practices, Which May Be Expensive.

To protect or enforce our intellectual property rights, we may have to initiate
legal proceedings, such as infringement suits or interference proceedings,
against third parties. For example, in December 2005 our Newdeal subsidiary sued
Wright Medical Group, Inc. and Wright Medical's French subsidiary alleging that
certain products within Wright Medical's "Charlotte System" of foot and ankle
products infringe upon Newdeal's foot-and-ankle system. In addition, we may have
to institute proceedings regarding our competitors' promotional practices.
Litigation is costly, and, even if we prevail, the cost of that litigation could
affect our profitability. In addition, litigation is time consuming and could
divert management attention and resources away from our business. We may also
provoke these third parties to assert claims against us.

It May Be Difficult To Replace Some Of Our Suppliers.

Outside vendors, some of whom are sole-source suppliers, provide key components
and raw materials used in the manufacture of our products. Although we believe
that alternative sources for many of these components and raw materials are
available, any supply interruption in a limited or sole source component or raw
material could harm our ability to manufacture our products until a new source
of supply is identified and qualified. In addition, an uncorrected defect or
supplier's variation in a component or raw material, either unknown to us or
incompatible with our manufacturing process, could harm our ability to
manufacture products. We may not be able to find a sufficient alternative
supplier in a reasonable time period, or on commercially reasonable terms, if at
all, and our ability to produce and supply our products could be impaired. We
believe that these factors are most likely to affect the following products that
we manufacture:

o0 our collagen-based products, such as the INTEGRA(R) Dermal Regeneration
Template and wound dressing products, the DuraGen(R) family of
products, and our Absorbable Collagen Sponges;

o our products made from silicone, such as our neurosurgical shunts and
drainage systems and hemodynamic shunts; and

0 products which use many different electronic parts from numerous
suppliers, such as our intracranial monitors and catheters.

If we were suddenly unable to purchase products from one or more of these
companies, we would need a significant period of time to qualify a replacement,
and the production of any affected products could be disrupted. While it is our
policy to maintain sufficient inventory of components so that our production
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will not be significantly disrupted even if a particular component or material
is not available for a period of time, we remain at risk that we will not be
able to qualify new components or materials quickly enough to prevent a
disruption if one or more of our suppliers ceases production of important
components or materials.

If Any Of Our Manufacturing Facilities Were Damaged And/Or Our Manufacturing Or
Business Processes Interrupted, We Could Experience Lost Revenues And Our
Business Could Be Seriously Harmed.

We manufacture our products in a limited number of facilities. Damage to our
manufacturing, development or research facilities due to fire, natural disaster,
power loss, communications failure, unauthorized entry or other events could
cause us to cease development and manufacturing of some or all of our products.
In particular, our San Diego, California facility that manufactures our
Camino(R), Ventrix(R) and LICOX(R) catheter product lines is as susceptible to
earthquake damage, wildfire damage and power losses from electrical shortages as
are other businesses in the Southern California area. Our Anasco, Puerto Rico
plant, where we manufacture collagen, silicone and our private label products,
is vulnerable to hurricane, storm and wind damage. Although we maintain property
damage and business interruption insurance coverage on these facilities, our
insurance might not cover all losses under such circumstances and we may not be
able to renew or obtain such insurance in the future on acceptable terms with
adequate coverage or at reasonable costs.

In addition, we began implementing an enterprise business system in 2004, which
we intend to use in all of our facilities. This system, the hosting and
maintenance of which we outsource, replaces several systems on which we
previously relied and will be implemented in several stages. We have outsourced
our product distribution function in the United States and in the fourth quarter
of 2005 began to outsource our European product distribution function. A delay
or other problem with the system or in our implementation schedule for any of
these initiatives could have a material adverse effect on our operations.

We Are Exposed To A Variety Of Risks Relating To Our International Sales And
Operations, Including Fluctuations In Exchange Rates, Local Economic Conditions
And Delays In Collection Of Accounts Receivable.

We generate significant revenues outside the United States in euros, British
pounds and in U.S. dollar-denominated transactions conducted with customers who
generate revenue in currencies other than the U.S. dollar. For those foreign
customers who purchase our products in U.S. dollars, currency fluctuations
between the U.S. dollar and the currencies in which those customers do business
may have an impact on the demand for our products in foreign countries where the
U.S. dollar has increased in value compared to the local currency.

Because we have operations based in Europe and we generate revenues and incur
operating expenses in euros and British pounds, we experience currency exchange
risk with respect to those foreign currency-denominated revenues and expenses.
In 2004 and 2005, the cost of products we manufactured in our European
facilities or purchased in foreign currencies exceeded our foreign
currency-denominated revenues. We expect this imbalance to continue.
Accordingly, a weakening of the dollar against the euro and British pound could
negatively affect future gross margins and operating margins.

Currently, we do not use derivative financial instruments to manage operating
foreign currency risk. As the volume of our business transacted in foreign
currencies increases, we expect to continue to assess the potential effects that
changes in foreign currency exchange rates could have on our business. If we
believe that this potential impact presents a significant risk to our business,
we may enter into derivative financial instruments to mitigate this risk.

In general, we cannot predict the consolidated effects of exchange rate
fluctuations upon our future operating results because of the number of
currencies involved, the variability of currency exposure and the potential
volatility of currency exchange rates.

Our international operations subject us to customs and import-export laws. These
laws restrict, and in some cases prohibit, United States companies from directly
or indirectly selling goods, technology or services to people or entities in
certain countries. These laws also prohibit transactions with certain designated
persons.

Our sales to foreign markets also may be affected by local economic conditions,
legal, regulatory or political considerations, the effectiveness of our sales
representatives and distributors, local competition and changes in local medical
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practice. Relationships with customers and effective terms of sale frequently
vary by country, often with longer-term receivables than are typical in the
United States.

Changes In The Health Care Industry May Require Us To Decrease The Selling Price
For Our Products Or May Reduce The Size Of The Market For Our Products, Either
Of Which Could Have A Negative Impact On Our Financial Performance.

Trends toward managed care, health care cost containment and other changes in
government and private sector initiatives in the United States and other
countries in which we do business are placing increased emphasis on the delivery
of more cost-effective medical therapies that could adversely affect the sale
and/or the prices of our products. For example:

o major third-party payors of hospital services and hospital outpatient
services, including Medicare, Medicaid and private health care
insurers, annually revise their payment methodologies, which can result
in stricter standards for reimbursement of hospital charges for certain
medical procedures;

0 Medicare, Medicaid and private health care insurer cutbacks could
create downward price pressure on our products;

o potential legislative proposals have been considered that would result
in major reforms in the U.S. health care system that could have an
adverse effect on our business;

o there has been a consolidation among health care facilities and
purchasers of medical devices in the United States who prefer to limit
the number of suppliers from whom they purchase medical products, and
these entities may decide to stop purchasing our products or demand
discounts on our prices;

0 we are party to contracts with group purchasing organizations, which
negotiate pricing for many member hospitals, that require us to
discount our prices for certain of our products and limit our ability
to raise prices for certain of our products, particularly surgical
instruments;

o there is economic pressure to contain health care costs in domestic and
international markets;

o there are proposed and existing laws, regulations and industry policies
in domestic and international markets regulating the sales and
marketing practices and the pricing and profitability of companies in
the health care industry;

o proposed laws or regulations that will permit hospitals to provide
financial incentives to doctors for reducing hospital costs (known as
gainsharing) and to award physician efficiency (known as physician
profiling) could reduce prices; and

o there have been initiatives by third-party payors to challenge the
prices charged for medical products that could affect our ability to
sell products on a competitive basis.

Both the pressures to reduce prices for our products in response to these trends
and the decrease in the size of the market as a result of these trends could
adversely affect our levels of revenues and profitability of sales.

Regulatory Oversight Of The Medical Device Industry Might Affect The Manner In
Which We May Sell Medical Devices

There are laws and regulations that regulate the means by which companies in the
health care industry may market their products to health care professionals and
may compete by discounting the prices of their products. Although we exercise
care in structuring our sales and marketing practices and customer discount
arrangements to comply with those laws and regulations, we cannot assure you
that:

o government officials charged with responsibility for enforcing those
laws will not assert that our sales and marketing practices or customer
discount arrangements are in violation of those laws or regulations; or

o government regulators or courts will interpret those laws or
regulations in a manner consistent with our interpretation.

In January 2004, ADVAMED, the principal U.S. trade association for the medical
device industry, put in place a model "code of conduct" that sets forth

standards by which its members should abide in the promotion of their products.
We have in place policies and procedures for compliance that we believe are at
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least as stringent as those set forth in the ADVAMED Code, and we provide
routine training to our sales and marketing personnel on our policies regarding
sales and marketing practices. Nevertheless, the sales and marketing practices
of our industry has been the subject of increased scrutiny from government
agencies, and we believe that this trend will continue.

Our Private Label Business Depends Significantly On Key Relationships With Third
Parties, Which We May Be Unable To Establish And Maintain.

Our private label business depends in part on our entering into and maintaining
collaborative or alliance agreements with third parties concerning product
marketing, as well as research and development programs. Our most important
alliance is our agreement with the Wyeth BioPharma division of Wyeth for the
development of collagen matrices to be used in conjunction with Wyeth
BioPharma's recombinant bone protein, a protein that stimulates the growth of
bone in humans. The third parties with whom we have entered into agreements
might terminate these agreements for a variety of reasons, including developing
other sources for the product supplied by us. Termination of any of our
alliances would require us to develop other means to distribute the affected
products and could adversely affect our expectations for the growth of private
label products.

We May Have Significant Product Liability Exposure And Our Insurance May Not
Cover All Potential Claims.

We are exposed to product liability and other claims in the event that our
technologies or products are alleged to have caused harm. We may not be able to
obtain insurance for the potential liability on acceptable terms with adequate
coverage or at reasonable costs. Any potential product liability claims could
exceed the amount of our insurance coverage or may be excluded from coverage
under the terms of the policy. Our insurance may not be renewed at a cost and
level of coverage comparable to that then in effect.

We Are Subject To Regulatory Requirements Relating To The Use Of Hazardous
Substances Which May Impose Significant Compliance Costs On Us.

Our research, development and manufacturing processes involve the controlled use
of certain hazardous materials. We are subject to federal, state and local laws
and regulations governing the use, manufacture, storage, handling and disposal
of these materials and certain waste products. Although we believe that our
safety procedures for handling and disposing of those materials comply with the
standards prescribed by the applicable laws and regulations, the risk of
accidental contamination or injury from these materials cannot be eliminated. In
the event of such an accident, we could be held liable for any damages that
result and any related liability could exceed the limits or fall outside the
coverage of our insurance and could exceed our resources. We may not be able to
maintain insurance on acceptable terms or at all.

The Loss Of Key Personnel Could Harm Our Business.

We believe our success depends on the contributions of a number of our key
personnel, including Stuart M. Essig, our President and Chief Executive Officer.
If we lose the services of key personnel, those losses could materially harm our
business. We maintain key person life insurance on Mr. Essig and two other
members of management.

ITEM 1B. UNRESOLVED STAFF COMMENTS
None.
ITEM 2. PROPERTIES

Our principal executive offices are located in Plainsboro, New Jersey. Principal
manufacturing and research facilities are located in New Jersey, Massachusetts,
Ohio, California, Puerto Rico, England and France. Our instrument procurement
operations are located in Germany. Our primary distribution centers are located
in Nevada, New York, England, France and Belgium. In addition, we lease several
smaller facilities to support additional administrative, assembly, and
distribution operations. The Sparkes, Nevada and Ghent, Belgium facilities are
owned and operated by third parties. We lease all of our facilities other than
our facilities in England, and Biot, France, which we own.
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All of our manufacturing facilities (other than one outside of the United
States) are registered with the FDA. Our facilities are subject to FDA
inspection to assure compliance with Quality System Regulations. We believe that
our manufacturing facilities are in substantial compliance with Quality System
Regulations, suitable for their intended purposes and have capacities adequate
for current and projected needs for existing products. Some capacity of the
plants is being converted, with any needed modification, to meet the current and
projected requirements of existing and future products.

ITEM 3. LEGAL PROCEEDINGS

In July 1996, we filed a patent infringement lawsuit in the United States
District Court for the Southern District of California (the "Trial Court")
against Merck KGaA, a German corporation, Scripps Research Institute, a
California nonprofit corporation, and David A. Cheresh, Ph.D., a research
scientist with Scripps, seeking damages and injunctive relief. The complaint
charged, among other things, that the defendant Merck KGaA willfully and
deliberately induced, and continues willfully and deliberately to induce,
defendants Scripps Research Institute and Dr. Cheresh to infringe certain of our
patents. These patents are part of a group of patents granted to The Burnham
Institute and licensed by us that are based on the interaction between a family
of cell surface proteins called integrins and the arginine-glycine-aspartic acid
("RGD") peptide sequence found in many extracellular matrix proteins. The
defendants filed a countersuit asking for an award of defendants' reasonable
attorney fees.

In March 2000, a jury returned a unanimous verdict in our favor and awarded us
$15.0 million in damages, finding that Merck KGaA had willfully infringed and
induced the infringement of our patents. The Trial Court dismissed Scripps and
Dr. Cheresh from the case.

In October 2000, the Trial Court entered judgment in our favor and against Merck
KGaA in the case. In entering the judgment, the Trial Court also granted to us
pre-judgment interest of $1.4 million, bringing the total award to $16.4
million, plus post-judgment interest. Merck KGaA filed various post-trial
motions requesting a judgment as a matter of law notwithstanding the verdict or
a new trial, in each case regarding infringement, invalidity and damages. In
September 2001, the Trial Court entered orders in favor of us and against Merck
KGaA on the final post-judgment motions in the case, and denied Merck KGaA's
motions for judgment as a matter of law and for a new trial.

Merck KGaA and we each appealed various decisions of the Trial Court to the
United States Court of Appeals for the Federal Circuit (the "Circuit Court"). In
June 2003, the Circuit Court affirmed the Trial Court's finding that Merck KGaA
had infringed our patents. The Circuit Court also held that the basis of the
jury's calculation of damages was not clear from the trial record, and remanded
the case to the Trial Court for further factual development and a new
calculation of damages consistent with the Circuit Court's decision. In
September 2004, the Trial Court ordered Merck KgaA to pay us $6.4 million in
damages following the Circuit Court's order. Merck KgaA filed a writ for
certiorari with the United States Supreme Court seeking review of the Circuit
Court's decision, and the Supreme Court granted the writ in January 2005.

On June 13, 2005, the Supreme Court vacated the June 2003 judgment of the
Circuit Court. The Supreme Court held that the Circuit Court applied an
erroneous interpretation of 35 U.S.C. ss.271(e)(1) when it rejected the
challenge of Merck KGaA to the jury's finding that Merck KGaA failed to show
that its activities were exempt from claims of patent infringement under that
statute. On remand, the Circuit Court will review the evidence under a
reasonableness test that does not provide categorical exclusions of certain
types of activities.

Further enforcement of the Trial Court's order has been stayed. We have not
recorded any gain in connection with this matter, pending final resolution and
completion of the appeals process.

Three of our French subsidiaries that were acquired from the neurosciences
division of NMT Medical, Inc. received a tax reassessment notice from the French
tax authorities seeking in excess of 1.7 million euros in back taxes, interest
and penalties. NMT Medical, the former owner of these entities, has agreed to
indemnify us against direct damages and liability arising from
misrepresentations in connection with these tax claims. In April 2005, NMT
Medical, Inc. negotiated a settlement agreement with the French authorities that
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satisfied the outstanding tax assessments. In connection with this settlement,
we recognized net operating loss carryforwards in France and recorded this
benefit as a $0.5 million tax benefit in 2005.

In addition to these matters, we are subject to various claims, lawsuits and
proceedings in the ordinary course of our business, including claims by current
or former employees, distributors and competitors and with respect to our
products. In the opinion of management, such claims are either adequately
covered by insurance or otherwise indemnified, or are not expected, individually
or in the aggregate, to result in a material adverse effect on our financial
condition. However, it is possible that our results of operations, financial
position and cash flows in a particular period could be materially affected by
these contingencies.

ITEM 4. SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS

No matters were submitted to a vote of security holders during the fourth
quarter of the fiscal year covered by this report.

ADDITIONAL INFORMATION:

The following information is furnished in this Part I pursuant to Instruction 3
to Item 401(b) of Regulation S-K.

Executive Officers of the Company

Our executive officers are appointed annually and serve at the discretion of the
Board of Directors. The only family relationship between any of our executive
officers and directors is that Mr. Holtz is the nephew of Richard E. Caruso,
Ph.D., the Chairman of the Board of Directors. The following information
indicates the position and age of our executive officers as of the date of this
report and their previous business experience.

NAME AGE POSITION
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