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PART 1
CAUTIONARY NOTE CONCERNING FORWARD-LOOKING STATEMENTS

This Annual Report on Form 10-K contains forward-looking statements within the meaning of the
Private Securities Litigation Reform Act of 1995, Section 27A of the Securities Act of 1933, as amended
(the “Securities Act”), and Section 21E of the Securities Exchange Act of 1934, as amended (the “Exchange
Act”). All statements other than statements of historical fact are forward-looking statements. We have
tried to identify forward-looking statements by using words such as “believe,” “may,” “might,” “could,”
“will,” “aim,” “estimate,” “continue, ”
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” “anticipate,” “intend,” “expect,” “plan” and similar words. These
forward-looking statements are based on our current assumptions, expectations and estimates of future
events and trends. Forward-looking statements are only predictions and are subject to many risks,
uncertainties and other factors that may affect our businesses and operations and could cause actual results
to differ materially from those predicted. These risks and uncertainties include, but are not limited to,
factors affecting our quarterly results, our ability to manage our growth, our ability to sustain our profitability,
demand for our products, our ability to compete successfully (including without limitation our ability to
convince surgeons to use our products and our ability to attract and retain sales and other personnel), our
ability to rapidly develop and introduce new products, our ability to develop and execute on successful
business strategies, our ability to comply with changes and applicable laws and regulations that are applicable
to our businesses, our ability to safeguard our intellectual property, our success in defending legal
proceedings brought against us, trends in the medical device industry, and general economic conditions,
and other risks set forth throughout this Annual Report, including under “Item 1, Business,” “Item 1A,
Risk Factors,” and “Item 7, Management’s Discussion and Analysis of Financial Condition and Results
of Operations,” and those discussed in other documents we file with the Securities and Exchange
Commission (the “SEC”). Moreover, we operate in an evolving environment. New risk factors and
uncertainties emerge from time to time and it is not possible for us to predict all risk factors and uncertainties,
nor can we assess the impact of all factors on our business or the extent to which any factor, or combination
of factors, may cause actual results to differ materially from those contained in any forward-looking
statements.

Giventhese risks and uncertainties, readers are cautioned not to place undue reliance on any forward-
looking statements. Forward-looking statements contained in this Annual Report speak only as of the date
of this Annual Report. We undertake no obligation to update any forward-looking statements as a result
of new information, events or circumstances or other factors arising or coming to our attention after the
date hereof.

Item 1. Business
Overview

Globus Medical, Inc. (“Globus,” “we,” “us” or “our”) is a medical device company focused
exclusively on the design, development and commercialization of products that promote healing in patients
with spine disorders. We are an engineering-driven company with a history of rapidly developing and
commercializing products that assist surgeons in effectively treating their patients, respond to evolving
surgeon needs and address new treatment options. Since our inception in 2003, we have launched over
110 products and offer a comprehensive portfolio of innovative and differentiated products addressing a
broad array of spinal pathologies, anatomies and surgical approaches. We were formed in 2003 and have
grown our sales to $386.0 million in 2012. We have been able to achieve our success while maintaining
strong profit margins. For the year ended December 31, 2012, we had $136.6 million of Adjusted EBITDA,
representing an Adjusted EBITDA margin of 35.4%, and $73.8 million of net income.
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All of our products fall into one of two categories: Innovative Fusion or Disruptive Technologies.
Our Innovative Fusion products address a broad range of spinal fusion surgical procedures. Spinal fusion
is a surgical procedure to correct problems with the individual vertebrae, the interlocking bones making
up the spine, by preventing movement of the affected bones. We believe our Innovative Fusion products
demonstrate features and characteristics that provide advantages for surgeons and contribute to better
outcomes for patients as compared to traditional fusion products. These advantages have enabled us to
grow our sales at a faster rate than the broader spine industry. We define Disruptive Technologies as those
that represent a significant shift in the treatment of spine disorders by allowing for novel surgical procedures,
improvements to existing surgical procedures, the treatment of spine disorders by new physician specialties,
and surgical intervention earlier in the continuum of care. We expect the increased use of Disruptive
Technologies to improve patient outcomes and reduce costs given the expected lower morbidity rates,
shorter patient recovery times and shorter hospital stays associated with these procedures. Our current
portfolio of approved and pipeline products includes a variety of Disruptive Technology products, which
we believe offer material improvements to fusion procedures, such as minimally invasive surgical (“MIS”)
techniques, as well as new treatment alternatives including motion preservation technologies, such as
dynamic stabilization, total disc replacement and interspinous process spacer products and advanced
biomaterials technologies, as well as interventional pain management solutions, including treatments for
vertebral compression fractures. For the year ended December 31, 2012, our sales were $238.7 million
from Innovative Fusion products and $147.3 million from Disruptive Technology products, representing
year-over-year growth rates of 6.4% and 37.5%, respectively.

We expect the market for Disruptive Technologies to grow faster than the traditional fusion market
and to expand the overall addressable population of patients seeking surgical treatment for spine disorders.
We believe we are well positioned to capitalize on this higher-growth segment of the spine market given
our multiple existing commercialized products and several products in various stages of development. In
addition, we believe we are well positioned to increase sales of our Innovative Fusion products at a rate
faster than the broader spine industry because of the advantages our products offer compared to traditional
fusion products.

Our product development engine is the name we give to our particular approach to product
development, which we believe is unique and highly efficient. It employs an integrated team approach to
product development that involves collaboration among surgeons, our engineers, our dedicated researchers,
our highly-skilled machinists, and our clinical and regulatory personnel. We believe that utilizing these
integrated teams, as well as our extensive in-house facilities, enables us to design, test, and obtain regulatory
approvals of our products at a faster rate than our competitors. We emphasize the importance of developing
new products that are improvements to existing technologies and offerings, including our own, which we
believe results in superior offerings that drive the demand for our products.

Our product development engine allows us to develop products that we believe provide advantages
for surgeons and contribute to better outcomes for patients. We also believe the use of our products reduces
costs as a result of lower morbidity rates, shorter patient recovery times and shorter hospital stays.

We market and sell our products through our exclusive global sales force. As of December 31,
2012, we had a direct or distributor sales presence in the United States and in 24 countries outside the
United States. In addition, we have hired a separate sales force to market and sell our current and planned
interventional pain management products, including our existing AFFIRM® kyphoplasty product, which
we market under the trade name Algea Therapies®. We expect to continue to increase the number of our
direct and distributor sales representatives, both in the United States and internationally, to expand into
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new geographic territories and to deepen our penetration in existing territories. We believe the planned
expansion of our U.S. and international sales forces provides us with significant opportunities for future
growth as we continue to penetrate existing geographic markets and enter new ones.

Recent Developments

During the year ended December 31, 2012, we launched 14 new products, achieved a new milestone
and completed an acquisition, all in furtherance of our strategic initiatives. In September 2012, we received
our first U.S. Food and Drug Administration (“FDA”) pre-market approval (“PMA”™), for our SECURE®-
C Cervical Artificial Disc (see “Item 7. Management's Discussion and Analysis of Financial Condition
and Results of Operations - Recent Developments” below). Clinical data from a 380 patient
investigational device exemption (“IDE”) study demonstrated that SECURE-C® is statistically superior to
anterior cervical discectomy and fusion in terms of overall success, subsequent surgery at the index level,
device-related adverse events, and patient satisfaction at 24 months.

In July 2012, we acquired the assets of a small company with operations in the United States and
Germany, including a new product designed to treat vertebral compression fractures (“VCFs”). For more
information about this acquisition, see “Item 8. Financial Statements and Supplementary Data; Notes
to Consolidated Financial Statements; Note 3. Business Acquisitions.”

Industry Overview
Overview of Spine Anatomy

The spine consists of interlocking bones, called vertebrae, stacked on top of one another. Vertebrae
are separated from each other by intervertebral discs, which act as shock absorbers, and are connected to
each other by facet joints, which provide flexibility. Supportive soft tissues including ligaments, tendons
and muscles are attached to two laminae, which provide stability to the vertebral segment. The spinal cord
runs through the center of the spine, or spinal canal, carrying nerves that exit through openings between the
vertebrae, referred to as foramen, and deliver sensation and control to the entire body.

The spine is comprised of five regions, of which there are three primary regions: the cervical, thoracic
and lumbar regions. The cervical region consists of the first seven vertebrae (C1-C7) extending from the
base ofthe skull to the shoulders and facilitates movement of the head and neck. The thoracic region consists
of'the 12 vertebrae in the middle of the back (T1-T12) and each vertebra is connected to two ribs that protect
the body’s vital organs. The lumbar region consists of five vertebrae in the lower back (L1-L5) and is the
primary load-bearing region of the spine. The final two regions of the spine, the sacrum (S1-S5) and coccyzx,
consist of naturally fused vertebrae connected to the hip bones to provide support and protect organs in the
pelvic area. With regard to anatomical terms of surgical location, anterior refers to access from the front,
posterior refers to access from the back and lateral refers to access from the side.

Overview of Spine Disorders

Spine disorders are a leading driver of healthcare costs worldwide. Spine disorders range in severity
from mild pain and loss of feeling to extreme pain and paralysis. These disorders are primarily caused by
degenerative disc disease (“DDD”), stenosis, deformity, osteoporosis, tumors and trauma.

DDD describes the most common type of spine disorder, which primarily results from repetitive
stresses experienced during the normal aging process. Disc degeneration occurs as the inner cores of
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intervertebral discs lose elasticity and shrink. Over time, these changes can cause the discs to lose their
normal height and shock-absorbing characteristics, which leads to back pain and reduced flexibility.
Herniated discs are a common form of degenerative disc disease and occur when the intervertebral disc
material protrudes from the annulus. Symptomatic cervical disc disease (“SCDD”) is a gradual deterioration
of the spongy discs in the neck leading to problems related to nerve function that can cause pain and limit
movement.

Spinal stenosis is a condition attributed to the narrowing of the space around the nerves in the lumbar
spine. The resulting compression can lead to back and leg pain. This condition is often caused by the
degenerative process in the spine and facet joints. Lumbar stenosis is a condition whereby either the spinal
canal or vertebral foramen becomes narrowed in the lower back. If the narrowing is substantial, it causes
compression of the nerves and the painful symptoms of lumbar spinal stenosis.

Spine deformity is a term used to describe any variation in the natural curvature of the spine. Natural
curves help the upper body maintain proper balance and alignment over the pelvis. Common forms of
deformity include scoliosis, which is a lateral or side-to-side curvature of the spine, extreme lordosis, which
is an abnormal convex curvature of the lumbar spine, and extreme kyphosis, which is an abnormal concave
curvature leading to a rounded back.

VCFs are fractures of the vertebrae that result in the collapse of the vertebral body. These fractures,
which can be very painful to the patient, are often the result of osteoporosis, which causes the vertebrae to
weaken and become brittle, or spine tumors, but can also result from trauma.

Spine tumors are relatively rare. Benign tumors are typically removed surgically while malignant
tumors are more difficult to treat and often originate in other areas of the body such as the lungs, thyroid or
kidneys.

Treatments for Spine Disorders

Treatment alternatives for spine disorders range from non-operative conservative therapies to surgical
interventions. Conservative therapies include bed rest, medication and physical therapy. When conservative
therapies fail to provide adequate quality of life improvements, surgical interventions may be used to address
pain. Surgical treatments for spine disorders can be instrumented, which include the use of implants, or non-
instrumented, which forego the use of any such implants. The most common surgical interventions include
non-instrumented treatments such as discectomy, which is the removal of all or part of a damaged disc, and
laminectomy, which is the removal of all or part of a lamina. Non-instrumented treatments have typically
been used to treat patients earlier in the continuum of care than instrumented treatments. The most common
instrumented treatment is spinal fusion, where two or more adjacent vertebrae are fused together with implants
to restore disc height and provide stability. As Disruptive Technologies continue to gain acceptance, we
expect that they will allow surgeons to use instrumented treatments earlier in the continuum of care as a
preferred alternative to non-instrumented surgical intervention or conservative therapies.

Fusions are typically performed on the cervical or lumbar regions of the spine, and implants may
include devices such as plates, pedicle screw and rod systems and interbody spacers.

Disruptive Technologies are designed to provide better patient outcomes in certain situations through
the use of MIS techniques, by allowing the patient to retain some motion in the affected area, or by using
biomaterials or interventional pain management solutions, such as treatments for VCFs to speed healing time
or improve patient outcomes. Disruptive Technologies may enable treatment with implants earlier in the
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continuum of care by addressing the shortcomings of traditional surgical interventions, which often include
soft tissue disruption, long operating times, extended hospital stays and lengthy patient recovery times.
Additionally, Disruptive Technologies may help a patient avoid progression of spinal disc disease sometimes
caused by traditional surgical options such as spinal fusion. As a result, we expect the market for Disruptive
Technologies to grow faster than the market for traditional fusion and expand the addressable patient
population for spine surgery.

Growth Drivers

We believe the spine market will continue to experience growth as a result of the following market
influences:

»  Favorable patient demographics. The number of people over the age of 65 is large and growing.
Improvements in healthcare have led to increasing life expectancies worldwide and the
opportunity to lead more active lifestyles at advanced ages. These trends are expected to generate
increased demand for spine surgeries.

» Improving technologies leading to increased use of fusion procedures. Due to the longevity of
its practice and acceptable clinical outcomes, fusion has become a standard treatment option for
patients presenting more advanced stages of spine disease. We expect that the development of
improved fusion products will continue to contribute to spinal fusion as a leading treatment for
advanced stages of spine disease.

» Disruptive Technologies driving earlier interventions and creating an expanded patient base.
Disruptive Technologies are gaining increasing acceptance among patients and surgeons because
they allow for novel surgical procedures, improvements to existing surgical procedures, the
treatment of spine disorders by new physician specialties, and surgical intervention earlier in the
continuum of care, all of which can result in better outcomes for patients. We believe surgeons
and patients who would otherwise choose more conservative nonsurgical treatment plans with
sub-optimal results may elect a surgical option utilizing Disruptive Technologies to treat spine
disorders. As a result, Disruptive Technologies are expected to drive accelerated growth and
increase the size of the addressable patient population for spine surgery.

*  Continued market penetration internationally. While the United States comprises approximately
5% of the worldwide population, we believe that approximately half of all spine surgeries occur
in the United States. We believe that improvements to the standard of care, including the
introduction of new products and the expansion of international sales forces, will increase demand
for spine products outside of the United States.

Our Competitive Strengths

We are focused exclusively on the spine market, and our senior leadership team has over 200 years
of collective experience in the spine and medical device industries. We believe that this focus and experience,
combined with the following principal competitive strengths, will allow us to grow our sales faster than our
competitors and the overall spine industry:

«  Comprehensive and broad portfolio of Innovative Fusion products. We have a comprehensive
portfolio of Innovative Fusion products that addresses a broad array of spinal pathologies,
anatomies and surgical approaches. We believe our Innovative Fusion products demonstrate
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features and characteristics that provide advantages for surgeons and contribute to better outcomes
for patients as compared to traditional fusion products. Our differentiated product portfolio allows
us to offer a wide variety of treatment options and effectively market our entire product portfolio
to surgeons who may initially be familiar with only a subset of our products. In addition, because
surgeons and hospitals typically prefer to deal with a limited number of vendors with broad product
offerings, our portfolio of products enables us to compete effectively.

*  Well-positioned Disruptive Technology products. We expect the market for Disruptive
Technologiesto grow faster than the traditional fusion market. We currently have a comprehensive
and broad portfolio of MIS, motion preservation and advanced biomaterials products, with two
additional products addressing motion preservation in clinical trials and other pipeline products
in various stages of development. We believe our current portfolio and pipeline of Disruptive
Technology products provide improved patient outcomes, reduce overall costs and position us to
capitalize on the growth in this market.

* Integrated product development engine. We believe that we have a unique and highly efficient
approachto product development that significantly reduces the time required to advance a potential
product from concept to commercialization. We have historically utilized our product
development engine to bring substantially all of our products to market and have not relied upon
acquisitions to grow our business. Our integrated teams of surgeons, engineers, dedicated
researchers, highly-skilled machinists, and clinical and regulatory personnel work together to
conceptualize, evaluate, and develop potential new products through an iterative process that
allows for rapid product development. In addition, our regulatory and clinical affairs teams have
a proven ability to work effectively with regulatory agencies worldwide to obtain approvals to
market our products. The combination of our research, development, clinical and regulatory
expertise allows us to react quickly to evolving surgeon and patient needs, address new treatment
options, and introduce several new products annually.

*  Exclusive U.S. sales force with broad geographic scope. We have made, and intend to continue
to make, significant investments in our exclusive U.S. sales force. Our direct and distributor sales
representatives are highly trained in the clinical benefits of our products and frequently consult
with surgeons and surgical staff inside the operating room regarding the use of our products. We
believe the size, expertise and exclusive nature of our U.S. sales force enable us to maximize our
market penetration and continue to expand our geographic presence.

*  Demonstrated track record of profitability with established scale. We have made investments in
our infrastructure that have allowed us to accelerate development and commercialization of our
products, and maintain strong profit margins typically associated with our larger competitors. We
have launched over 110 products and experienced significant growth in sales since our founding
in 2003, while remaining focused on generating operating cash flow and net income. We were
formed in 2003 and have grown our sales to $386.0 million in 2012. Our disciplined approach
has contributed to Adjusted EBITDA of $136.6 million and net income of $73.8 million for the
year ended December 31, 2012.

Our Strategy

Our goal is to become the leader in providing innovative solutions across the continuum of care in
the spine market. To achieve this goal, we are employing the following business strategies:
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»  Leverage our product development engine. We plan to continue to develop both Innovative Fusion
products and Disruptive Technology products using what we believe to be a unique and highly
efficient product development engine. We believe our team-oriented approach, active surgeon
input and demonstrated product development and commercialization capabilities position us to
maintain a rapid rate of new product launches. As of the date of this Annual Report, we had over
30 potential new products in various stages of development and we expect to launch approximately
five to ten new products in each of the next three years.

» Increase the size, scope and productivity of our exclusive U.S. sales force. We believe there is
significant opportunity to further penetrate existing markets and to enter new markets by
increasing the size and geographic scope of our U.S. sales force. We expect to continue to increase
the number of our direct and distributor sales representatives in the United States to expand into
new geographic territories and to deepen our penetration in existing territories. We also intend
to continue recruiting additional sales representatives strategically to grow our Algea Therapies®
sales force. In addition to focusing our recruitment efforts on individuals with previous spine
industry experience and demonstrated sales success, we will continue to provide our sales
representatives with specialized development programs designed to improve their productivity.

» Continue to expand into international markets. We have historically focused our
commercialization efforts primarily on the U.S. market. However, we began selling our products
in international markets in 2005 and sales generated from outside the United States of $30.4
million for the year ended December 31,2012, a48.6% increase from 2011. We expect to continue
to increase our international presence through the commercialization of additional products and
through the expansion of our direct and distributor sales force. As of December 31, 2012, we
had an existing direct or distributor sales presence in 24 countries outside the United States.

»  Pursue strategic acquisitions and alliances. We intend to selectively pursue acquisitions and
alliances in the future that will provide us with new or complementary technologies, personnel
with significant relevant experience, or increased market penetration. We are currently evaluating
a number of possible acquisitions or strategic relationships and believe that our resources and
experience make us an attractive acquirer or partner.

Products

We currently offer over 110 Innovative Fusion and Disruptive Technology products. We summarize
below a selection of these products.

Innovative Fusion

Our products address the entire spine with Innovative Fusion products for use in cervical,
thoracolumbear, sacral, and interbody/corpectomy fusion procedures to treat degenerative, deformity, tumor,
and trauma conditions. We believe that our Innovative Fusion products demonstrate features and
characteristics that enable us to provide advantages over traditional fusion products that help improve surgical
techniques and may contribute to better outcomes for patients. For example, our comprehensive REVERE®
pedicle screw and rod system incorporates a convenient non-threaded locking cap design that eases building
of thoracolumbar fixation constructs to readily adapt to the patient’s anatomy and condition, for a range of
clinical applications. Certain other of our products, such as our XPAND® and FORTIFY® corpectomy
devices that incorporate smooth expansion capability, have a range of size options for optimal fit, and are
manufactured from radiolucent polyetheretherketone (“PEEK”) to allow for postoperative radiographic
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visualization. Certain of our other products, such as our COALITION® and INDEPENDENCE® stand-
alone interbody fusion devices, simplify the surgical technique by reducing steps and hardware while
providing confident stabilization. The depth of our Innovative Fusion portfolio encompasses treatment
modalities from the occiput to the sacrum, with novel designs and features that provide key improvements
to the standards of care. We also build on proven technologies to continuously upgrade our offerings,
including multiple cervical plating systems, both top-loading and posted screw systems, and a range of
interbody implant and approach options.

Disruptive Technologies

We believe we are well positioned to capitalize on this higher-growth segment of the spine market
given our multiple existing commercialized products and several products in various stages of development.
We have a comprehensive and broad product portfolio and pipeline of Disruptive Technologies, including
MIS, motion preservation, and advanced biomaterials technologies, as well as interventional pain
management solutions, including treatments for VCFs. Our MIS products enable a surgeon to perform a
procedure less invasively to minimize tissue disruption and maximize native anatomy, which may lead to
better patient recovery and fewer approach-related complications. For example, our MARS™ 3V retractor
system facilitates smaller incisions with the use of positionable radiolucent retractor blades to access the
surgical site and to allow both direct and radiographic visualization. Our CALIBER®, RISE® and
SIGNATURE?® interbody spacers are designed for reliable delivery through smaller MIS incisions with
streamlined implants and instruments. Our REVOLVE® pedicle screw system is designed for MIS screw
and rod insertion through small incisions, and utilizes a convenient non-threaded locking cap design. Other
Disruptive Technology products, such as TRANSITION®, provide for stabilization that is less rigid than
traditional pedicle screw systems for more natural load distribution to help promote fusion while maintaining
stability. Similarly, our motion preservation products, such as SECURE®-C and SECURE®-CR, are next-
generation arthroplasty devices that allow segmental motion, are semi-constrained to enhance stability, and
provide alternatives to fusion in the treatment of degenerative conditions. Our advanced biomaterials
products, including MICROFUSE® resorbable bone void filler and CONDUCT® ceramic-collagen, are
well suited for posterolateral fusion procedures in which our innovative stabilization systems are also used.
Our AFFIRM® product allows for the treatment of painful VCFs earlier in the continuum of care.
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A selection of the 14 new products we launched in 2012 is presented below:

Selected Product Description Region
MARS"™ Anterior Retractor ~ Retractor system for a minimal access retroperitoneal approach .- United States
International
RISE® Expandable lumbar interbody fusion device that may be implanted using United States
open or endoscopic techniques International
CALIBER®-L Expandable lateral lumbar interbody fusion device with PEEK endplat United States
= International
AFFIRM® Minimally invasive vertebral augmentation system for the treatment of VCFs  United States
International
CANOPY™ s Plate and spacer'system for posterior laminoplasty i : : ~ “United States
: - International
SECURE®-C Selectively constrained dual articulating cervical disc replacement device United States
International
XEMPLIFI® DBM :. Osteoinductive and osteoconductive demineralized bone matrix in several
g forms i
PLYMOUTH® Minimally invasive cervical plate system designed to provide stabilization United States
through a lateral approach. International
FORTIFY® i PEEK and titanium self—locking?expandablé;qorpéémmy device with modular United'
endplates :
REVERE® 4.5 Comprehensive pedicle screw and rod system with non-threaded locking United States

mechanism, to treat complex spinal deformities in pediatric and small stature,  International
skeletally mature patients.

Clinical Development Programs

In addition to the products we currently market, we continue to develop and test novel spine products.
As we focus our attention on developing more Disruptive Technologies, we are required to conduct clinical
trials in order to obtain FDA approval or clearance to market some of those Disruptive Technologies. We
recently received our first FDA PMA for our SECURE®-C cervical artificial disc and are currently
conducting various clinical trials under FDA-approved IDEs, including the following:

ACADIA" Facet Replacement System

The current treatment for spinal stenosis calls for removal of bone around the affected nerve
including the facet joints and fusing the posterior of the spine to ensure the segments remain stable. The
ACADIA® Facet Replacement System allows for an anatomic reconstruction of the facet joint after the
degenerated facet is decompressed and removed.

ACADIA® has been designed on the principles that have allowed other total joint replacement
procedures to provide significant patient benefits. These guiding principles include an anatomically based
implant design, a reproducible surgical technique, and the preservation of motion while addressing the
clinical concern. Like the original facet joint, the replacement implant is designed to reproduce facet motion
while restoring normal stability and motion.

We acquired the assets of Facet Solutions, developers of ACADIA®, in January 2011. Two U.S.
IDE studies are in progress to study the use of ACADIA® in patients suffering from spinal stenosis. A 20-
patient pilot study was enrolled prior to the acquisition, and a pivotal study was underway with 130 patients
enrolled at the time of the acquisition. The prospective randomized pivotal study of ACADIA® may enroll
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and treat up to 750 patients randomly selected for the treatment or control arm in a 2:1 ratio. As of
December 31, 2012, 214 patients have been enrolled and treated in the study. Postoperative follow-up data
isobtained at six weeks, three months, six months, 12 months, 24 months and annually thereafter. ACADIA®
is CE marked and is available for sale in certain jurisdictions outside the United States.

TRIUMPH® Lumbar Disc

The TRIUMPH® Lumbar Disc, which is used in the treatment of lumbar DDD, is a posterolateral
artificial disc that permits motion and is the first device of its kind to be inserted from a posterolateral
approach.

TRIUMPH® is an articulating device comprised of two cobalt-chrome alloy components with
multiple serrated keels for fixation, and titanium plasma spray coating to promote bony ingrowth. The two
endplate surfaces are biconvex to conform to the vertebral endplates. The device allows for motion in all
planes regardless of insertion angle, which can vary depending on surgical needs. This approach enables
a surgeon to address the patient’s posterior pathology, as needed, and to maintain important anterior
anatomical structures. The device is placed obliquely across the disc space, and has features that guide
alignment in the anteroposterior and lateral planes.

An IDE pilot study is being conducted on TRIUMPH® in patients suffering from back and/or leg
pain associated with DDD. A total of 20 patients have been enrolled and treated with TRIUMPH®. We
plan to submit the required data obtained through the IDE pilot study to the FDA to gain support for a larger
randomized pivotal study comparing TRIUMPH?® to traditional fusion in the control arm. TRIUMPH® is
CE marked and is available for sale in certain jurisdictions outside the United States.

Product Development and Research

The markets in which we operate are subject to rapid technological advancements. We must
constantly improve our existing products and introduce new products in order to continue to succeed.
Accordingly, we have made significant investments in our product development and research capabilities.
For the years ended December 31, 2012, 2011 and 2010, we spent $27.9 million, $23.5 million and $21.3
million, respectively, on research and development.

Our senior management team founded Globus with a goal of leveraging their experience in the
spine industry to develop a distinctive product development process that could significantly reduce the
length of time between a product’s concept stage and commercialization. We have created what we believe
to be a unique and highly efficient product development engine that employs an integrated team approach
to product development that involves collaboration between surgeons, our engineers, our dedicated
researchers and our highly-skilled machinists, as well as our clinical and regulatory personnel. This product
development team formulates a design for the product and then builds and tests prototypes in our in-house
prototype development and testing facility. As part of the development process, spine surgeons test the
implantation of the product in our cadaveric laboratory to ensure it meets the needs of both surgeon and
patient. Our team quickly refines or redesigns the prototype as necessary based on the results of the product
testing, allowing us to perform rapid iterations of the design-prototype-test development cycle. We believe
that our product development engine allows us to provide solutions that effectively respond to the needs
of spine surgeons and their patients.

Ourregulatory and clinical affairs department works in parallel with our product development teams,
allowing us to anticipate and resolve issues at early stages in the development cycle. Our regulatory and
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clinical affairs personnel are committed to timely and responsive communication with regulatory agencies.
Though regulatory requirements are constantly changing and continued success cannot be assured, we have
demonstrated an ability to gain rapid regulatory approvals of our Innovative Fusion products and Disruptive
Technologies. We have demonstrated success in rapid product development, as we have successfully
introduced over 110 products since we were founded in 2003 and intend to continue to launch five to ten
new products in each of the next three years.

Our product development efforts are supported by our in-house research capabilities. We believe
that centralizing and consolidating the critical elements of the product development and commercialization
process in one facility allows us to bring products from the concept stage to the market rapidly in order to
respond to surgeon and patient needs. We have the following resources at our corporate headquarters:

* Amechanical testing laboratory that provides a modern, fully-equipped facility for product testing.
This capability is critical to our rapid product development process that relies on multiple iterations
of the design-build-test cycle.

Our clinical research group gathers and performs postmarket clinical research and collects data
that supports our product development and sales efforts.

» A spinal kinematics laboratory contains our proprietary six degrees of freedom machine that we
developed to biomechanically test cadaveric specimens. The six degrees of freedom machine
enables us to simulate accurately and replicate the movement of the human spine. This enables
spine surgeons and engineers to study the kinematics and kinetics of the human spine and the
effects of various treatments and surgical techniques using our products.

+ A tribology laboratory with machines that study the wear behavior of various bearing surfaces.
This research is critical to the development of the next generation of Disruptive Technology
products using newer bearing surfaces.

* Acadaveric laboratory simulates the operating room environment for product testing and training.
This allows our product development team, including surgeons, to ensure our products meet all
of their specifications and enables surgeons to develop a high level of comfort and aptitude in
using the products.

* A materials characterization laboratory including a scanning electron microscope, energy
dispersive spectroscopy and differentiated scanning calorimetry that allows us to view images of
a device’s surface to determine certain of its properties, such as topography and composition.
This laboratory enables us to model and analyze failures of certain device mechanisms, such as
a material’s stress points, in order to improve our products.

* A computational laboratory built around a high-powered computer that conducts detailed
mathematical modeling of discrete elements of a device in order to determine that device’s
behavior under various loading conditions. We use this mathematical modeling as a supplement
to other testing methods in the design process.

Spine Community Involvement and Education

One of the defining elements of our business is the extent of our involvement in the spine surgeon
community. Spine surgeons participate in various aspects of our strategy, research, product development
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and education through formal programs such as our Medical Board of Directors and our Strategic Advisory
Board. We also have extensive informal contact with spine surgeons. For example, surgeons are invited
to our corporate headquarters to interface with our executive team, review our product portfolio, participate
in bioskills labs, observe surgical procedures and interact with our product development teams. Members
of all product development groups and other executives routinely conduct field visits with our spine surgeon
constituency. Feedback from these interactions helps us understand practitioners’ needs and positions us
to see key trends ahead of the competition.

We are committed to the advancement of spine care through our support of numerous educational
and research programs geared towards spine surgeons, such as:

» national and regional educational courses;

* intensive hands-on cadaveric training on new products and new techniques;
» research collaboration and support;

» educational support; and

+ fellowship support.

We devote significant resources to training and educating surgeons in the safe and effective use of
our products and techniques. In 2012, for example, we sponsored over 40 such programs in which over
500 surgeons participated. We have also made significant investments in the creation, staffing and
program offerings of our Musculoskeletal Education and Research Center (“MERC”). Through MERC
we offer educational and training programs both internally in our modern bioskills laboratory and 100
person lecture facility and externally through regionally-based didactic education and cadaveric bioskills
training programs.

We are highly focused on the training of Disruptive Technologies through programs such as our
Skin-to-Skin® Series programs that feature intensive two day MIS training programs on thoracolumbar
interbody fusion procedures and our lateral lumbar interbody fusion labs. To complement these intensive
cadaveric bioskills training programs, we also conduct a large number of product-based programs providing
surgeons with informative didactic sessions coupled with hands-on-lab segments to allow surgeons to learn
and experience new instrumentation and techniques.

We have a strong commitment to research performed in conjunction with surgeons from around the
world. Many surgeons, particularly in non-academic settings, lack the resources to pursue academic
investigation of areas of interest, and we actively support these research opportunities as well as
opportunities in collaboration with leading academic institutions. Supported by a large, focused research
team, these efforts range from basic biomechanical testing conducted internally with our six degrees of
freedom machine to support major clinical outcomes studies. We are committed to providing the spine
surgeon community with high quality research to support the new surgical techniques and novel product
designs that we develop.

In addition to the programs offered by MERC, we actively participate in trade and industry
organizations, including the North American Spine Society, the American Association of Neurological
Surgeons and the International Society for the Advancement of Spine Surgery. We annually provide support
to such professional organizations in the form of restricted educational grants and support of specific product
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workshop programs. Promising spine surgeons routinely seek educational fellowships as an important part
of building strong clinical skills. We annually support these fellowships through academic institutions
throughout the United States.

Sales and Marketing

We market and sell our products through our exclusive global sales force. As of December 31,
2012, we had a direct or distributor sales presence in the United States and in 24 countries outside the
United States. In addition, we have hired a new sales force to market and sell our current and planned
interventional pain management products, which we market under the trade name Algea Therapies®. Algea
Therapies has a separate sales force because the physicians who use interventional pain management
solutions are not limited to the neurosurgeons and orthopedic surgeons to whom our existing sales force
currently markets our other products. In addition to these surgeons, our Algea Therapies® sales force will
also call on interventional radiologists and pain management physicians to sell these new products. We
intend to recruit additional sales representatives strategically to grow that business. We expect to continue
to increase the number of our direct and distributor sales representatives, both in the U.S. and internationally,
to expand into new geographic territories and to deepen our penetration in existing territories. We believe
the expansion of our U.S. and international sales forces provides us with significant opportunities for future
growth as we continue to penetrate existing geographic markets and enter new ones.

We have developed an intensive training program that all members of our direct and independent
sales force are required to attend. We expect that they will continue to develop a depth of knowledge and
understanding of our products that will allow them to more effectively and efficiently generate sales.

Our sales representatives are present in the operating room during most surgeries in the United
States and in many, but not all, of the other countries in which our products are sold. Our representatives
have the responsibility to confirm that all of the items needed in the surgery are sterilized and available to
the surgeon and surgical staff. Various sizes and quantities of implants are made available to be able to
satisfy varying surgical requirements and patient anatomy, along with numerous surgical instruments and
cases needed to safely perform the surgery and implantation. As our products are used in surgeries, we
ship replacement items to our sales representatives and hospitals to replenish their supply.

All of our independent distributors are compensated solely on commission. Most of our new direct
sales representatives start with a compensation arrangement that is largely based on salary. Our goal is to
have members of our direct sales force move toward a compensation model based solely on commission
as they become familiar with our products and drive higher sales.

Suppliers and Inventory

Our products are generally manufactured through a network of over 100 international and domestic
third-party suppliers. Our suppliers utilize state-of-the-art, high precision, computer-aided manufacturing
equipment to manufacture our products. We have focused on developing a strong supplier base as part of
our manufacturing strategy. Our relationship with our suppliers enables significant interaction between
our design engineers and project managers and the suppliers' engineers and schedulers to work through
issues arising during the entire product development cycle. Many of our suppliers, including our largest
suppliers, are located within a 100-mile radius of the Philadelphia area, which affords our engineers and
other members of our product development team the opportunity to work closely with them to commercialize
our products.
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We select our suppliers carefully. Our internal quality assurance group evaluates the potential
vendor through formal vendor approval process before we enter into a relationship with it. Suppliers that
meet our internal quality assurance standards are added to our approved supplier list. All of our suppliers
who provide us with implants or human tissue are ISO-13485 certified, meaning they meet the International
Organization for Standardization, or ISO, requirements for the manufacture of medical devices, and/or
accredited by the American Association of Tissue Banks. Our quality assurance group conducts periodic
audits to ensure continued compliance with our standards. With every shipment of inventory that we
receive, our suppliers provide a certificate of compliance with our quality control standards. Our receiving
group also performs inspections, packaging and labeling onsite at our headquarters facility.

We generally use a small number of suppliers for each of our key products for added reliability. A
small percentage of our products, chiefly some of our advanced biomaterials, are manufactured in-house
at our headquarters. We also use our facilities for inspection, packaging and labeling a large percentage
of our inventory. A majority of our product inventory is held primarily with our sales representatives and
at hospitals throughout the United States. We believe our supplier relationships and facilities will support
our potential capacity needs for the foreseeable future.

We work closely with our suppliers to ensure that our inventory needs are met while maintaining
high quality and reliability. To date, we have not experienced significant difficulty in locating and obtaining
the materials necessary to fulfill our production requirements, and we have not experienced a meaningful
backlog of sales orders.

We stock inventory in our warehouse facilities and retain title to consigned inventory which is
maintained with our field representatives and hospitals in sufficient quantities so that products are available
when needed for surgical procedures. Safety stock levels are determined based on a number of factors,
including demand, manufacturing lead times and quantities required to maintain service levels.

Intellectual Property

We proactively protect our innovations by filing numerous U.S. and foreign patent applications and
our growing intellectual property portfolio reflects significant investment. Complementing our internally-
developed intellectual property holdings, we have also acquired intellectual property via the strategic purchase
of patents in areas in which we have wished to commercialize products. We employ in-house intellectual
property lawyers who oversee the maintenance of our intellectual property assets. As of December 31,2012,
we owned 135 issued U.S. patents (122 utility patents; 13 design patents) and had applications pending for
279 U.S. patents (272 utility patent applications; seven design patent applications), and we owned 51 issued
foreign patents and had applications pending for 94 foreign patents. One of our issued patents expires in
March 2015 and the rest of our issued patents expire between November 2019 and October 2031.

Our trademark portfolio contains 87 registered trademarks and 45 pending trademarks. Our portfolio
includes domestic and foreign trademarks with associated logos and tag lines. The following list includes
all registered marks and pending marks. All other trademarks or trade names referred to in this Annual
Report are the property of their respective owners.

We also rely upon trade secrets, know-how, continuing technological innovation, and may in the
future rely upon licensing opportunities, to develop and maintain our competitive position. We protect our
proprietary rights through a variety of methods, including confidentiality agreements and proprietary
information agreements with suppliers, employees, consultants and others who may have access to
proprietary information.
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Although we believe our patents are valuable, we also believe that our knowledge and experience
and our trade secret information with respect to development and manufacturing processes, materials and
product design have been equally important in maintaining our proprietary product lines. As a condition
of employment, we generally require employees to execute a confidentiality agreement relating to
proprietary information and assigning patents and other intellectual property to us.

Competition

We believe that our significant competitors are Medtronic, the DePuy Synthes Companies (a division
of Johnson & Johnson), Stryker and NuVasive, which together represent a significant portion of the spine
market. We also compete with smaller spine participants such as Alphatec Spine, Orthofix International,
and Zimmer. At any time, these or other market participants may develop alternative treatments, products
or procedures for the treatment of spine disorders that compete directly or indirectly with our products.
They may also develop and patent processes or products earlier than we can or obtain regulatory clearance
or approvals for competing products more rapidly than we can.

We compete in the marketplace to recruit and retain qualified scientific, management and sales
personnel, as well as in acquiring technologies and technology licenses complementary to our products or
advantageous to our business.

Our currently marketed products are, and any future products we commercialize will be, subject to
intense competition. Many of our current and potential competitors are major medical device companies
that have substantially greater financial, technical and marketing resources than we do, and they may
succeed in developing products that would render our products obsolete or noncompetitive. In addition,
many of these competitors have significantly longer operating history and more established reputations
than we do. The spine market is intensely competitive, subject to rapid change and highly sensitive to the
introduction of new products or other market activities of industry participants. Our ability to compete
successfully will depend on our ability to develop proprietary products that reach the market in a timely
manner, receive adequate coverage and reimbursement and are safer, less invasive and more effective than
alternatives available for similar purposes. Because of the size of the potential market, we anticipate that
companies will dedicate significant resources to developing competing products.

Government Regulation

Ourbusiness is subject to extensive federal, state, local and foreignregulations. Some ofthe pertinent
laws have not been definitively interpreted by the regulatory authorities or the courts, and their provisions
are open to a variety of subjective interpretations. In addition, these laws and their interpretations are
subject to change.

Both federal and state governmental agencies continue to subject the healthcare industry to intense
regulatory scrutiny, including heightened civil and criminal enforcement efforts. We believe that we have
structured our business operations and relationships with our customers to comply with all applicable legal
requirements. However, it is possible that governmental entities or other third parties could interpret these
laws differently and assert otherwise. We discuss below the statutes and regulations that are most relevant
to our business.
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U.S. Food and Drug Administration Regulation

Our products are medical devices and tissues subject to extensive regulation by the FDA and other
federal, state, local and foreign regulatory bodies. FDA regulations govern, among other things, the
following activities that we or our partners perform and will continue to perform:

» product design and development;

+ product testing;

+ product manufacturing;

* product safety;

» post-market adverse event reporting;

» post-market surveillance;

» product labeling;

» product storage;

» record keeping;

» pre-market clearance or approval;

» post-market approval studies;

* advertising and promotion; and

+ product sales and distribution.
EFDA’s Pre-market Clearance and Approval Requirements

Unless an exemption applies, each medical device we wish to commercially distribute in the United
States will require either prior 510(k) clearance or prior approval of a PMA application from the FDA. The
FDA classifies medical devices into one of three classes. Devices deemed to pose lower risk are placed in
either Class1or I, which requires the manufacturer to submit to the FDA a pre-market notification requesting
permission for commercial distribution. This process is known as 510(k) clearance. Some low risk devices
are exempt from this requirement. Devices deemed by the FDA to pose the greatest risk, such as life-
sustaining, life-supporting or implantable devices, or devices deemed not substantially equivalent to a
previously cleared 510(k) device are placed in Class III, requiring approval of a PMA application. Both
pre-market clearance and PMA applications are subject to the payment of user fees, paid at the time of

submission for FDA review. The FDA can also impose restrictions on the sale, distribution or use of devices
at the time of their clearance or approval, or subsequent to marketing.
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510(k) Clearance Pathway

To obtain 510(k) clearance, we must submit a pre-market notification demonstrating that the
proposed device is substantially equivalent to a previously cleared 510(k) device or a device that was in
commercial distribution before May 28, 1976 for which the FDA has not yet called for the submission of
PMA applications. The FDA’s 510(k) clearance pathway usually takes from three to 12 months from the
date the application is completed, but it can take significantly longer and clearance is never assured.
Although many 510(k) pre-market notifications are cleared without clinical data, in some cases, the FDA
requires significant clinical data to support substantial equivalence. In reviewing a pre-market notification,
the FDA may request additional information, including clinical data, which may significantly prolong the
review process. After a device receives 510(k) clearance, any modification that could significantly affect
its safety or effectiveness, or that would constitute a major change in its intended use, will require a new
510(k) clearance or could require a PMA application. The FDA requires each manufacturer to make this
determination initially, but the FDA can review any such decision and can disagree with a manufacturer’s
determination. If the FDA disagrees with a manufacturer’s determination regarding whether a new pre-
market submission is required for the modification of an existing device, the FDA can require the
manufacturer to cease marketing and/or recall the modified device until 510(k) clearance or approval of a
PMA application is obtained. If the FDA requires us to seek 510(k) clearance or approval of a PMA
application for any modifications to a previously cleared product, we may be required to cease marketing
or recall the modified device until we obtain this clearance or approval. Also, in these circumstances, we
may be subject to significant regulatory fines or penalties for failure to submit the requisite PMA application.
We have made and plan to continue to make minor additional product enhancements that we believe do
not require new 510(k) clearances. In addition, the FDA is currently evaluating the 510(k) process and
may make substantial changes to industry requirements, including which devices are eligible for 510(k)
clearance, the ability to rescind previously granted 510(k)s and additional requirements that may
significantly impact the process.

Pre-market Approval Pathway

A PMA application must be submitted if the device cannot be cleared through the 510(k) process
and requires proof of the safety and effectiveness of the device to the FDA'’s satisfaction. Accordingly, a
PMA application must be supported by extensive data including, but not limited to, technical information
regarding device designand development, preclinical and clinical trials, dataand manufacturing and labeling
to support the FDA’s determination that the device is safe and effective for its intended use. After a PMA
application is complete, the FDA begins an in-depth review of the submitted information, which generally
takes between one and three years, but may take significantly longer. During this review period, the FDA
may request additional information or clarification of information already provided. Also during the review
period, an advisory panel of experts from outside the FDA may be convened to review and evaluate the
application and provide recommendations to the FDA as to the approvability of the device. In addition,
the FDA will conduct a preapproval inspection of the manufacturing facility to ensure compliance with
Quality System Regulations (“QSRs”) which impose elaborate design development, testing, control,
documentation and other quality assurance procedures in the design and manufacturing process. The FDA
may approve a PMA application with post-approval conditions intended to ensure the safety and
effectiveness of the device including, among other things, restrictions on labeling, promotion, sale and
distribution and collection of long-term follow-up data from patients in the clinical study that supported
approval. Failure to comply with the conditions of approval can result in materially adverse enforcement
action, including the loss or withdrawal of the approval. New PMA applications or PMA application
supplements are required for significant modifications to the manufacturing process, labeling and design
of a device that is approved through the PMA process. PMA supplements often require submission of the
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same type of information as a PMA application, except that the supplement is limited to information needed
to support any changes from the device covered by the original PMA application, and may not require as
extensive clinical data or the convening of an advisory panel.

Clinical Trials

A clinical trial is almost always required to support a PMA application and may be required for a
510(k) pre-market notification. These trials generally require submission of an application for an IDE to
the FDA. The IDE application must be supported by appropriate data, such as animal and laboratory testing
results, showing that it is safe to evaluate the device in humans and that the testing protocol is scientifically
sound. The IDE application must be approved in advance by the FDA for a specified number of subjects,
unless the product is deemed a non-significant risk device and eligible for more abbreviated IDE
requirements. Clinical trials for a significant risk device may begin once the IDE application is approved
by the FDA and the responsible institutional review boards. There can be no assurance that submission of
an IDE will result in the ability to commence clinical trials. Additionally, after a trial begins, the FDA may
place it on hold or terminate it if, among other reasons, it concludes that the clinical subjects are exposed
to an unacceptable health risk. During a study, we are required to comply with the FDA’s IDE requirements
for investigator selection, trial monitoring, reporting, record keeping and prohibitions on the promotion of
investigational devices or making safety or efficacy claims for them. We are also responsible for the
appropriate labeling and distribution of investigational devices. The investigators must also obtain patient
informed consent, rigorously follow the investigational plan and study protocol, control the disposition of
investigational devices, and comply with all reporting and record keeping requirements. The FDA’s grant
of permission to proceed with clinical testing does not constitute a binding commitment that the FDA will
consider the study design adequate to support clearance or approval. In addition, there can be no assurance
that the data generated during a clinical study will meet chosen safety and effectiveness endpoints or
otherwise produce results that will lead the FDA to grant marketing clearance or approval. ACADIA® and
TRIUMPH® are currently in human clinical trials under IDEs. We expect to launch additional clinical trials
under IDEs for devices which we also expect will be required to undergo the PMA process. Our clinical
trials must be conducted in accordance with FDA regulations and other federal regulations and state laws
concerning human subject protection and privacy. The results of our clinical trials may not be sufficient
to obtain clearance or approval of our product.

Human Cell, Tissue and Cellular and Tissue Based Products

We currently distribute MAINTAIN® machined allograft and XEMPLIFI® demineralized bone
matrix, both of which are manufactured by third-party suppliers. Tissue-only products are regulated by
the FDA as Human Cell, Tissue and Cellular and Tissue Based Products. FDA regulations do not currently
require 510(k) clearance or approval of a PMA application before marketing these products. Tissue banks
must register their establishments, list products with the FDA and comply with Current Good Tissue
Practices for Human Cell, Tissue and Cellular and Tissue Based Product Establishments.

The FDA periodically inspects tissue processors to determine compliance with these requirements.
Violations of applicable regulations noted by the FDA during facility inspections could adversely affect
the continued marketing of our products. We believe we comply with all aspects of the Current Good
Tissue Practices (“CGTPs”), although there can be no assurance that we will comply, or will comply on a
timely basis, in the future. Entities that provide us with allograft bone tissue are responsible for performing
donor recovery, donor screening and donor testing and our compliance with those aspects of the CGTPs
regulations that regulate those functions are dependent upon the actions of these independent entities.
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The procurement and transplantation of allograft bone tissue is subject to U.S. federal law pursuant
to the National Organ Transplant Act (“NOTA”), a criminal statute which prohibits the purchase and sale
of human organs used in human transplantation, including bone and related tissue, for “valuable
consideration.” NOTA permits reasonable payments associated with the removal, transportation,
processing, preservation, quality control, implantation and storage of human bone tissue. With the exception
of removal and implantation, we provide services in all of these areas. We make payments to vendors in
consideration for the services they provide in connection with the recovery and screening of donors. Failure
to comply with the requirements of NOTA could result in enforcement action against us.

The procurement of human tissue is also subject to state anatomical gift acts and some states have
statutes similar to NOTA. In addition, some states require that tissue processors be licensed by that state.
Failure to comply with state laws could also result in enforcement action against us.

Pervasive and Continuing FDA Regulation

After a device is placed on the market, regardless of its classification or pre-market pathway,
numerous regulatory requirements apply. These include, but are not limited to:

+ establishing registration and device listings with the FDA;

* quality system regulation, which requires manufacturers to follow stringent design, testing,
process control, documentation and other quality assurance procedures;

* labeling regulations, which prohibit the promotion of products for uncleared or unapproved, i.e.
“off-label,” uses and impose other restrictions on labeling;

» medical device reporting regulations, which require that manufacturers report to the FDA if their
device may have caused or contributed to a death or serious injury or malfunctioned in a way that
would likely cause or contribute to a death or serious injury if it were to recur;

 corrections and removal reporting regulations, which require that manufacturers report to the
FDA field corrections and product recalls or removals if undertaken to reduce a risk to health
posed by the device or to remedy a violation of the U.S. Federal Food, Drug, and Cosmetic Act
(“FDCA”) that may present a risk to health; and
* requirements to conduct post-market surveillance studies to establish continued safety data.
The FDA enforces these requirements by inspection and market surveillance. Failure to comply
with applicable regulatory requirements can result in enforcement action by the FDA, which may include
any of the following sanctions:

« untitled letters or warning letters;

+ fines, injunctions and civil penalties;

recall or seizure of our products;

+ operating restrictions, partial suspension or total shutdown of production;
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* refusing our request for 510(k) clearance or PMA of new products;
* withdrawing 510(k) clearance or PMAs that are already granted; and
* criminal prosecution.

We are subject to unannounced device inspections by the FDA, the Office of Compliance, the Center
for Devices and Radiological Health, and the Center for Biologics Evaluation and Research, as well as
other regulatory agencies overseeing the implementation and adherence of applicable state and federal
tissue licensing regulations. These inspections may include our suppliers’ facilities.

International

International sales of medical devices are subject to foreign government regulations, which vary
substantially from country to country. In order to market our products in other countries, we must obtain
regulatory approvals and comply with extensive safety and quality regulations in other countries. The time
required to obtain approval by a foreign country may be longer or shorter than that required for FDA
clearance or approval, and the requirements may differ. The European Union/European Economic Area
(“EU/EEA”) requires CE conformity mark in order to market medical devices. Many other countries, such
as Australia, India, New Zealand, Pakistan and Sri Lanka, accept CE or FDA clearance or approval although
others, such as Brazil, Canada and Japan require separate regulatory filings.

In the EEA, our devices are required to comply with the essential requirements of the EU Medical
Device Directive. Compliance with these requirements entitles us to affix the CE conformity mark to our
medical devices, without which they cannot be commercialized in the EEA. To demonstrate compliance
with the essential requirements and obtain the right to affix the CE conformity mark we must undergo a
conformity assessment procedure, which varies according to the type of medical device and its classification.
Except for low risk medical devices (Class I), where the manufacturer can issue an EC Declaration of
Conformity based on a self-assessment of the conformity of its products with the essential requirements
of the Medical Device Directive, a conformity assessment procedure requires the intervention of a Notified
Body, which is an organization accredited by a Member State of the EEA to conduct conformity assessments.
The Notified Body would typically audit and examine the quality system for the manufacture, design and
final inspection of our devices before issuing a certification demonstrating compliance with the essential
requirements. Based on this certification we can draw up an EC Declaration of Conformity which allows
us to affix the CE mark to our products. We have now successfully passed several Notified Body audits
since our original certification in February 2006, granting us ISO registration and allowing the CE
conformity marking to be applied to certain of our devices under the EU Medical Device Directive.

Additionally in the EEA, the procurement, testing, processing, preservation, storage and distribution
of human tissues and cells is subject to the requirements of the laws of individual EEA Member States
implementing Directive 2004/23/EC, Directive 2006/17/EC and Directive 2006/86/EC.

Further, the advertising and promotion of our products in the EEA is subject to the laws of individual
EEA Member States implementing the EU Medical Device Directive, Directive 2006/114/EC concerning
misleading and comparative advertising, and Directive 2005/29/EC on unfair commercial practices, as well
as other EEA Member State laws governing the advertising and promotion of medical devices. These laws
may limit or restrict the advertising and promotion of our products to the general public and may impose
limitations on our promotional activities with healthcare professionals.
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Sales and Marketing Commercial Compliance

Federal anti-kickback laws and regulations prohibit, among other things, persons from knowingly
and willfully soliciting, receiving, offering or paying remuneration, directly or indirectly, in exchange for,
or to induce either the referral of an individual, or the purchase, order or recommendation of, any good or
service paid for under federal healthcare programs such as the Medicare and Medicaid programs. Possible
sanctions for violation of these anti-kickback laws include monetary fines, civil and criminal penalties,
exclusion from Medicare and Medicaid programs and forfeiture of amounts collected in violation of such
prohibitions.

In addition, federal false claims laws prohibit any person from knowingly presenting, or causing
to be presented, a false claim for payment to the federal government, or knowingly making, or causing to
be made, a false statement to get a false claim paid. Off-label promotion has been pursued as a violation
of the federal false claims laws. Pursuant to FDA regulations, we can only market our products for cleared
or approved uses. Although surgeons are permitted to use medical devices for indications other than those
cleared or approved by the FDA based on their medical judgment, we are prohibited from promoting
products for such off-label uses. Additionally, the majority of states in which we market our products have
similar anti-kickback, false claims. anti-fee splitting and self-referral laws, which may apply to items or
services reimbursed by any third-party payor, including commercial insurers, and violations may result in
substantial civil and criminal penalties.

To enforce compliance with the federal laws, the U.S. Department of Justice (“DOJ”) has increased
its scrutiny of interactions between healthcare companies and healthcare providers which has led to an
unprecedented level of investigations, prosecutions, convictions and settlements in the healthcare industry.
Dealing with investigations can be time- and resource-consuming. Additionally, if a healthcare company
settles an investigation with the DOJ or other law enforcement agencies, the company may be required to
agree to additional compliance and reporting requirements as part of a consent decree or corporate integrity
agreement.

The United States and foreign government regulators have increased regulation, enforcement,
inspections and governmental investigations of the medical device industry, including increased U.S.
government oversight and enforcement of the U.S. Foreign Corrupt Practices Act (“FCPA”). Whenever a
governmental authority concludes that we are not in compliance with applicable laws or regulations, that
authority can impose fines, delay or suspend regulatory clearances, institute proceedings to detain or seize
our products, issue a recall, impose operating restrictions, enjoin future violations and assess civil penalties
against us or our officers or employees and can recommend criminal prosecution. Moreover, governmental
authorities can ban or request the recall, repair, replacement or refund of the cost of devices we distribute.

Additionally, the commercial compliance environment is continually evolving in the healthcare
industry as some states, including California, Massachusetts and Vermont, mandate implementation of
corporate compliance programs, along with the tracking and reporting of gifts, compensation and other
remuneration to physicians. The Patient Protection and Affordable Care Act, as amended by the Health Care
and Education Affordability Reconciliation Act (collectively “PPACA™) also imposes new reporting and
disclosure requirements on device manufacturers for any “transfer of value” made or distributed to prescribers
and other healthcare providers, effective August 1, 2013. Such information will be made publicly available
in a searchable format beginning September 30, 2014. Device manufacturers will also be required to report
and disclose any investment interests held by physicians and their family members during the preceding
calendar year. Failure to submit required information may result in civil monetary penalties of up to an
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aggregate of $150,000 per year (and up to an aggregate of $1 million per year for “knowing failures™), for
all payments, transfers of value or ownership or investment interests not reported in an annual submission.
The shifting compliance environment and the need to build and maintain robust and expandable systems to
comply in multiple jurisdictions with different compliance and/or reporting requirements increases the
possibility that a healthcare company may run afoul of one or more of the requirements.

Third-Party Coverage and Reimbursement

We expect that, in the future, sales volumes and prices of our products may grow to be more dependent
on the availability of coverage and reimbursement from third-party payors, such as governmental programs
including Medicare and Medicaid, private insurance plans and managed care programs. Reimbursement
is contingent on established coding for a given procedure, coverage of the codes by the third-party payors
and adequate payment for the resources used.

Physician coding for procedures is established by the American Medical Association. For coding
related to spine surgery, the North American Spine Society is the primary liaison to the American Medical
Association. The Centers for Medicare and Medicaid Services (“CMS”), the agency responsible for
administering Medicare and the National Center for Health Statistics, are jointly responsible for overseeing
changes and modifications to billing codes used by hospitals for reporting inpatient procedures, and many
private payors use coverage decisions and payment amounts determined by CMS for Medicare as guidelines
in setting their coverage and reimbursement policies. All physician and hospital coding is subject to change
which could impact coverage and reimbursement and physician practice behavior.

Independent of the coding status, third-party payors may deny coverage based on their own criteria,
such as if they believe that the clinical efficacy of a device or procedure is not well established and is
deemed experimental or investigational, is not the most cost-effective treatment available, or is used for
an unapproved indication. We will continue to provide the appropriate resources to patients, physicians,
hospitals and insurers in order to promote the best inpatient care and clarity regarding reimbursement and
work to reverse any non-coverage policies. For some governmental programs, such as Medicaid, coverage
and reimbursement differ from state to state, and some state Medicaid programs may not pay an adequate
amount for the procedures performed with our products, if any payment is made at all. As the portion of
the U.S. population over the age of 65 and eligible for Medicaid continues to grow, we may be more
vulnerable to coverage and reimbursement limitations imposed by CMS. National and regional coverage
policy decisions are subject to unforeseeable change and have the potential to impact physician behavior.

In international markets, reimbursement and healthcare payment systems vary significantly by
country and many countries have instituted price ceilings on specific product lines. There can be no
assurance that our products will be accepted by third-party payors, that coverage and reimbursement will
be available or, if available, that the third-party payors’ coverage and reimbursement policies will not
adversely affect our ability to sell our products profitably.

Particularly in the United States, third-party payors carefully review, and increasingly challenge,
the prices charged for procedures and medical products as well as any technology that they, in their own
judgment, consider experimental or investigational. In addition, an increasing percentage of insured
individuals are receiving their medical care through managed care programs, which monitor and often
require pre-approval or pre-authorization of the services that a member will receive. For example, certain
insurers, such as Cigna, Blue Cross Blue Shield of North Carolina and First Coast (the administrator of
Medicare in Florida), have changed their coverage policies such that they will no longer cover and reimburse
for vertebral fusions in the lumbar spine to treat multilevel DDD or initial primary laminectomy/discectomy
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for nerve root decompression or spinal stenosis without documented spondylolisthesis. Many managed
care programs are paying their providers on a capitated basis, which puts the providers at financial risk for
the services provided to their patients by paying them a predetermined amount per member per month.
The percentage of individuals covered by managed care programs is expected to grow in the United States
over the next decade.

We believe that the overall escalating cost of medical products and services has led to, and will
continue to lead to, increased pressures on the healthcare industry to reduce the costs of products and
services. There can be no assurance that third-party coverage and reimbursement will be available or
adequate, or that future legislation, regulation, or coverage and reimbursement policies of third-party payors
will not adversely affect the demand for our products or our ability to sell these products on a profitable
basis. The unavailability or inadequacy of third-party payor coverage or reimbursement could have a
material adverse effect on our business, operating results and financial condition.

Healthcare Fraud and Abuse

Healthcare fraud and abuse laws apply to our business when a customer submits a claim for an item
or service that is reimbursed under Medicare, Medicaid or most other federally-funded healthcare programs.
The federal Anti-Kickback Law prohibits unlawful inducements for the referral of business reimbursable
under federally-funded healthcare programs, such as remuneration provided to physicians to induce them
to use certain tissue products or medical devices reimbursable by Medicare or Medicaid. The Anti-Kickback
Law is subject to evolving interpretations. For example, the government has enforced the Anti-Kickback
Law to reach large settlements with healthcare companies based on sham consultant arrangements with
physicians. The majority of states also have anti-kickback laws which establish similar prohibitions that
may apply to items or services reimbursed by any third-party payor, including commercial insurers. Further,
the PPACA, among other things, amends the intent requirement of the federal anti-kickback and criminal
healthcare fraud statutes. A person or entity no longer needs to have actual knowledge of this statute or
specific intent to violate it. In addition, the PPACA provides that the government may assert that a claim
including items or services resulting from a violation of the federal anti-kickback statute constitutes a false
or fraudulent claim for purposes of the false claims statutes.

If a governmental authority were to conclude that we are not in compliance with applicable laws
and regulations, we, our officers and employees could be subject to severe criminal and civil penalties
including, for example, exclusion from participation as a supplier of product to beneficiaries covered by
Medicare or Medicaid.

Additionally, the civil False Claims Act prohibits knowingly presenting or causing the presentation
ofa false, fictitious or fraudulent claim for payment to the U.S. government. Actions under the False Claims
Act may be brought by the Attorney General or as a qui tam action by a private individual in the name of
the government. Violations of the False Claims Act can result in very significant monetary penalties and
treble damages. The federal government is using the False Claims Act, and the accompanying threat of
significant liability, in its investigations of healthcare providers and suppliers throughout the country for a
wide variety of Medicare billing practices, and has obtained multi-million and multi-billion dollar
settlements in addition to individual criminal convictions. Given the significant size of actual and potential
settlements, it is expected that the government will continue to devote substantial resources to investigating
healthcare providers” and suppliers’ compliance with the healthcare reimbursement rules and fraud and
abuse laws.
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Environmental Matters

The manufacture of certain of our products, including our allograft implants and products, and the
handling of materials used in the product testing process, including in our cadaveric laboratory, involve
the controlled use of biological, hazardous and/or radioactive materials and wastes. Our business and
facilities and those of our suppliers are subject to foreign, federal, state and local laws and regulations
relating to the protection of human health and the environment, including those governing the use,
manufacture, storage, handling and disposal of, and exposure to, such materials and wastes. In addition,
under some environmental laws and regulations, we could be held responsible for costs relating to any
contamination at our past or present facilities and at third-party waste disposal sites even if such
contamination was not caused by us.

We are not, however, currently aware of any material costs or liabilities relating to environmental
matters, including any claims or actions under environmental laws or obligations to perform any cleanups
at any of our facilities or any third-party waste disposal sites, that we expect to have a material adverse
effect on our business, financial condition or operating results. However, it is possible that material
environmental costs or liabilities may arise in the future.

Employees

As of December 31, 2012, we had approximately 810 employees, including sales and marketing,
product development, general administrative and accounting, both domestically and internationally. None
of our employees is subject to a collective bargaining agreement and we consider our relationship with our
employees to be good.

Facilities

Our headquarters are located in Audubon, Pennsylvania, which comprise approximately 245,000
square feet of owned space, of which 112,000 square feet was acquired in December 2012 for $4.2 million.
Our headquarters houses our research, product development, education, administration, warehouse and
shipping functions, as well as our in-house manufacturing facility. Research, product development and
education activities occupy approximately 50,000 square feet of our headquarters. We believe our facilities
are adequate and suitable for our current needs.

Financial Information about Geographic Areas

For financial information about the geographic areas in which we derive revenues, see “Item 8.
Financial Statements and Supplementary Data; Notes to Consolidated Financial Statements; Note
17. Segment and Geographic Information” below.

Corporate and Available Information

We were incorporated in Delaware in March 2003. Our principal executive offices are located at
2560 General Armistead Avenue, Audubon, Pennsylvania 19403, and our telephone number at that location
is (610) 930-1800. Our corporate website address is Attp.//www.globusmedical.com. The information
contained in or accessible through our website or contained on other websites is not deemed to be part of
this Annual Report on Form 10-K.
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We are subject to the filing requirements of the Exchange Act. Therefore, we file annual reports,
periodic reports, proxy statements and other information with the SEC. Such reports, proxy statements
and other information may be obtained by visiting the Public Reference Room ofthe Securities and Exchange
Commission at 100 F Street, NE, Washington, D.C. 20549. You may obtain information regarding the
operation of the Public Reference Room by calling the SEC at 1-800-SEC-0330. In addition, the SEC
maintains a website (www.sec.gov) that contains reports, proxy and information statements, and other
information regarding issuers that file electronically.

We make our annual reports on Form 10-K, quarterly reports on Form 10-Q, current reports on
Form 8-K and all amendments to such reports filed or furnished pursuant to Section 13(a) or 15(d) of the
Exchange Act available free of charge through a link on the Investors section of our website located at
http://www.globusmedical.com (under “SEC Filings”) as soon as reasonably practicable after they are filed
with or furnished to the SEC.

Item 1A. Risk Factors

Risk factors that could cause our actual results to differ from our expectations andthat couldnegatively
impact our business, results of operations and financial condition are discussed below and elsewhere in this
Annual Report on Form 10-K. If any of these risks actually occurs, our business, results of operations,
financial condition and future growth prospects could be materially and adversely affected. You should
carefully read and consider each of these risks, together with all of the other information set forth in this
Annual Report on Form 10-K. The risks and uncertainties described below are not the only ones we face.
Additional risks and uncertainties not presently known to us or that we currently believe are immaterial may
also materially adversely affect our business, results of operations, financial condition and future growth
prospects, and our stock price.

Risks Related to Qur Business and Our Industry

To be commercially successful, we must convince spine surgeons that our Innovative Fusion products are
an attractive alternative to our competitors’products and that our Disruptive Technologies are an attractive
alternative to existing surgical treatments of spine disorders.

Spine surgeons play a significant role in determining the course of treatment and, ultimately, the type
of product that will be used to treat a patient, so we rely on effectively marketing to them. In order for us to
sell our Innovative Fusion products, we must convince spine surgeons that they are attractive alternatives to
competing products for use in spine fusion procedures. Acceptance of our Innovative Fusion products depends
on educating spine surgeons as to the distinctive characteristics, perceived benefits, safety and cost-
effectiveness of our Innovative Fusion products as compared to our competitors’ products and on training
spine surgeons in the proper application of our Innovative Fusion products. If we are not successful in
convincing spine surgeons of the merit of our Innovative Fusion products or educating them on the use of
our products, they may not use our products and we will be unable to increase our sales and sustain growth
or profitability. '

Furthermore, we believe spine surgeons will not widely adopt our Disruptive Technology products
unless they determine, based on experience, clinical data and published peer-reviewed journal articles, that
MIS techniques and our motion preservation and advanced biomaterials technologies provide benefits or are
an attractive alternative to conventional treatments of spine disorders and incorporate improved technologies
that permit novel surgical procedures. Surgeons may be hesitant to change their medical treatment practices
for the following reasons, among others:
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» lack of experience with MIS or our motion preservation or advanced biomaterials technologies;
» lack or perceived lack of evidence supporting additional patient benefits;

+ perceived liability risks generally associated with the use of new products and procedures;

+ limited or lack of availability of coverage and reimbursement within healthcare payment systems;
* costs associated with the purchase of new products and equipment; and

» the time commitment that may be required for training.

We have also recently implemented plans to begin selling our existing and planned interventional
pain management products, including our existing AFFIRM® kyphoplasty product. We have limited
experience selling these types of products and selling to certain physician specialists who use them. If we
are unable to market these products to physicians successfully, we will not achieve expected sales, and our
financial condition and results of operation may be adversely affected.

In addition, we believe recommendations and support of our products by influential spine surgeons
are essential for market acceptance and adoption. If we do not receive support from such surgeons or long-
term data does not show the benefits of using our products, surgeons may not use our products. In such
circumstances, we may not achieve expected sales and may be unable to maintain profitability.

Pricing pressure fromour competitors and changes in third-party coverage and reimbursement may impact
our ability to sell our products at prices necessary to support our current business strategies.

The spine market has attracted numerous new companies and technologies, and encouraged more
established companies to intensify competitive pricing pressure. As a result of this increased competition,
we believe there will be increased pricing pressure in the future. Because the hospital and other healthcare
provider customers that purchase our products typically bill various third-party payors to cover all or a portion
of the costs and fees associated with the procedures in which our products are used, including the cost of the
purchase of our products, changes in the amount such payors are willing to reimburse our customers for
procedures using our products could create pricing pressure for us. If competitive forces drive down the
prices we are able to charge for our products, our profit margins will shrink, which will adversely affect our
ability to invest in and grow our business.

Additionally, even if our customers are currently able to obtain coverage and reimbursement for
procedures using our products, adverse changes in payors’ coverage and reimbursement policies that affect
our products could harm our ability to market and sell our products. For example, some payors, (e.g., Cigna,
Blue Cross Blue Shield of North Carolina and First Coast (the administrator of Medicare in Florida)) have
changed their coverage policies to be more restrictive as to the criteria under which they will cover and
reimburse for vertebral fusions in the lumbar spine to treat multilevel DDD, initial primary laminectomy/
discectomy for nerve root decompression, or spinal stenosis. Although these coverage policy changes have
not had a material impact on our business, patients covered by these insurers, or other insurers who make
similar coverage decisions in the future, may be unwilling or unable to afford to have lumbar fusion surgeries
to treat these conditions, which could materially harm or limit our ability to sell our products designed for
lumbar fusion procedures. Our business would be negatively impacted if the trend by third-party payors
continues to reduce coverage of and/or reimbursement for procedures using our products.

Moreover, we are unable to predict what changes will be made to the reimbursement methodologies
used by third-party payors in the future. We cannot be certain that under current and future payment systems,
in which healthcare providers may be reimbursed a set amount based on the type of procedure performed on
a prospective basis, such as those utilized by Medicare and in many privately managed care systems, the
cost of our products will be justified and incorporated into the overall cost of the procedure.
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As we expand into international markets, we will face similar risks relating to adverse changes in
coverage and reimbursement procedures and policies in those markets. Reimbursement and healthcare
payment systems vary significantly among international markets. Our inability to obtain international
coverage and reimbursement approval, or any adverse changes in coverage and the reimbursement policies
of foreign third-party payors, could negatively affect our ability to sell our products.

If our hospital and other healthcare provider customers are unable to obtain adequate coverage and
reimbursement for their purchases of our products, it is unlikely that our products will gain widespread
acceptance.

Maintaining and growing sales of our products depends on the availability of adequate coverage and
reimbursement from third-party payors, including government programs such as Medicare and Medicaid,
private insurance plans and managed care programs. Hospitals and other healthcare providers that purchase
medical devices, such as the ones that we manufacture for treatment of their patients, generally rely on third-
party payors to pay for all or part of the costs and fees associated with the procedures performed with these
devices, including the cost to purchase the product. Our customers’ access to adequate coverage and
reimbursement for the procedures performed with our products by government and private insurance plans
is central to the acceptance of our current and future products. We may be unable to sell our products on a
profitable basis if third-party payors deny coverage or reduce their current levels of payment, or if our costs
of production increase faster than increases in reimbursement levels. Private payors may adopt coverage
decisions and payment amounts determined by the CMS which administers the Medicare program, as
guidelines in setting their coverage and reimbursement policies. Future action by CMS or other government
agencies may diminish payments to physicians, outpatient surgery centers and/or hospitals. Private payors
that do not follow the Medicare guidelines may adopt different coverage and reimbursement policies for
procedures performed with our products. For some governmental programs, such as Medicaid, coverage
and reimbursement differ from state to state, and some state Medicaid programs may not pay an adequate
amount for the procedures performed with our products, if any payment is made at all. As the portion of the
U.S. population over the age of 65 and eligible for Medicare continues to grow, we may be more vulnerable
to coverage and reimbursement limitations imposed by CMS. Furthermore, the healthcare industry in the
United States has experienced a trend toward cost containment as government and private insurers seek to
control healthcare costs by imposing lower payment rates and negotiating reduced contract rates with service
providers. Therefore, we cannot be certain that the procedures performed with our products will be reimbursed
at a cost-effective level.

To the extent we sell our products internationally, market acceptance may depend, in part, upon the
availability of coverage and reimbursement within prevailing healthcare payment systems. Reimbursement
and healthcare payment systems in international markets vary significantly by country, and include both
government-sponsored healthcare and private insurance. We may not obtain international coverage and
reimbursement approvals in a timely manner, if at all. Our failure to receive such approvals would negatively
impact market acceptance of our products in the international markets in which those approvals are sought.

If we are unable to maintain and expand our network of direct sales representatives and independent
distributors, we may not be able to generate anticipated sales.

Because we were formed in 2003, we have limited experience marketing and selling our products.
Our operating results are directly dependent upon the sales and marketing efforts of not only our employees,
but also our independent distributors. We expect our direct sales representatives and independent distributors
to develop long-lasting relationships with the surgeons they serve. If our direct sales representatives or
independent distributors fail to adequately promote, market and sell our products, our sales could significantly

decrease.
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We face significant challenges and risks in managing our geographically dispersed distribution
network and retaining the individuals who make up that network. If any of our direct sales representatives
were to leave us, or if any of our independent distributors were to cease to do business with us, our sales
could be adversely affected. Some of our independent distributors account for a significant portion of our
sales volume, and if any such independent distributor were to cease to distribute our products, our sales could
be adversely affected. In such a situation, we may need to seek alternative independent distributors or increase
our reliance on our direct sales representatives, which may not prevent our sales from being adversely affected.
If a direct sales representative or independent distributor were to depart and be retained by one of our
competitors, we may be unable to prevent them from helping competitors solicit business from our existing
customers, which could further adversely affect our sales. Because of the intense competition for their
services, we may be unable to recruit or retain additional qualified independent distributors or to hire additional
direct sales representatives to work with us. We may not be able to enter into agreements with them on
favorable or commercially reasonable terms, if at all. Failure to hire or retain qualified direct sales
representatives or independent distributors would prevent us from expanding our business and generating
sales.

As we launch new products and increase our marketing efforts with respect to existing products, we
will need to expand the reach of our marketing and sales networks. Our future success will depend largely
on our ability to continue to hire, train, retain and motivate skilled direct sales representatives and independent
distributors with significant technical knowledge in various areas, such as spinal care practices, spine injuries
and disease and spinal health. New hires require training and take time to achieve full productivity. If we
fail to train new hires adequately, or if we experience high turnover in our sales force in the future, we cannot
be certain that new hires will become as productive as may be necessary to maintain or increase our sales.

If we are unable to expand our sales and marketing capabilities domestically and internationally, we
may not be able to effectively commercialize our products, which would adversely affect our business, results
of operations and financial condition.

We operate in a very competitive business environment and if we are unable to compete successfully against
our existing or potential competitors, our sales and operating results may be negatively affected and we
may not grow.

Our currently marketed products are, and any future products we commercialize will be, subject to
intense competition. Many of our current and potential competitors are major medical device companies
that have substantially greater financial, technical and marketing resources than we do, and they may succeed
in developing products that would render our products obsolete or noncompetitive. In addition, many of
these competitors have significantly longer operating history and more established reputations than we do.
The spine industry is intensely competitive, subject to rapid change and highly sensitive to the introduction
of new products or other market activities of industry participants. Our ability to compete successfully will
depend on our ability to develop proprietary products that reach the market in a timely manner, receive
adequate coverage and reimbursement from third-party payors, and are safer, less invasive and more effective
than alternatives available for similar purposes. Because of the size of the potential market, we anticipate
that companies will dedicate significant resources to developing competing products.

We believe that our significant competitors are Medtronic, the DePuy Synthes Companies (a division
of Johnson & Johnson), Stryker and NuVasive, which together represent a significant portion of the spine
market. We also compete with smaller spine market participants such as Alphatec Spine, Orthofix
International and Zimmer. At any time, these or other industry participants may develop alternative
treatments, products or procedures for the treatment of spine disorders that compete directly or indirectly
with our products. They may also develop and patent processes or products earlier than we can or obtain
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regulatory clearance or approvals for competing products more rapidly than we can, which could impair our
ability to develop and commercialize similar processes or products. If alternative treatments are, or are
perceived to be, superior to our spine surgery products, sales of our products could be negatively affected
and our results of operations could suffer.

Many of our larger competitors enjoy several competitive advantages over us, including:

+ greater financial, human and other resources for product research and development, sales and
marketing and litigation;

+ significantly greater name recognition;

+ established relationships with spine surgeons, hospitals and other healthcare providers;

 large and established sales and marketing and distribution networks;

» products supported by long-term clinical data;

+ greater experience in obtaining and maintaining regulatory clearances or approvals for products
and product enhancements;

» more expansive portfolios of intellectual property rights; and

» greater ability to cross-sell their products or to incentivize hospitals or surgeons to use their
products.

The spine industry is becoming increasingly crowded with new participants. Many of these new
competitors specialize in a specific product or focus on a particular market segment, making it more difficult
for us to increase our overall market position. The frequent introduction by competitors of products that are
or claim to be superior to our products or that are alternatives to our existing or planned products may also
create market confusion that may make it difficult to differentiate the benefits of our products over competing
products. In addition, the entry of multiple new products and competitors may lead some of our competitors
to employ pricing strategies that could adversely affect the pricing of our products and pricing in the spine
market generally.

As a result, without the timely introduction of new products and enhancements, our products may
become obsolete over time. If we are unable to develop innovative new products, maintain competitive
pricing and offer products that spine surgeons perceive to be as reliable as those of our competitors, our sales
or margins could decrease, thereby harming our business.

We are dependent on a limited number of third-party suppliers for most of our products and components,
and the loss of any of these suppliers, or their inability to provide us with an adequate supply of materials,
could harm our business.

We rely on third-party suppliers to supply substantially all of our products. For us to be successful,
our suppliers must be able to provide us with products and components in substantial quantities, in compliance
with regulatory requirements, in accordance with agreed upon specifications, at acceptable costs and on a
timely basis. Our anticipated growth could strain the ability of our suppliers to deliver an increasingly large
supply of products, materials and components. Suppliers often experience difficulties in scaling up
production, including problems with production yields and quality control and assurance, especially with
products such as allograft, which is processed human tissue. Our supplier agreements set forth terms, such
as quality and delivery requirements, by which we would purchase products from the supplier if the supplier
were to accept a purchase order from us. Under our supplier agreements, however, we generally have no
obligation to buy any given quantity of products, and our suppliers have no obligation to manufacture for us
or sell to us any given quantity of products. As a result, we may face difficulties in obtaining acceptance for
our purchase orders, which could impair our ability to purchase adequate quantities of our products. If we
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are unable to obtain sufficient quantities of high quality components to meet demand on a timely basis, we
could lose customers, our reputation may be harmed and our business could suffer.

We generally use a small number of suppliers for each of our products. Our dependence on such a
limited number of suppliers exposes us to risks, including limited control over pricing, availability, quality
and delivery schedules. If any one or more of our suppliers cease to provide us with sufficient quantities of
manufactured products in a timely manner or on terms acceptable to us, or cease to manufacture components
of acceptable quality, we would have to seek alternative sources of supply. Because of the nature of our
internal quality control requirements, regulatory requirements and the custom and proprietary nature of the
parts, we cannot quickly engage additional or replacement suppliers for many of our critical components.
Failure of any of our third-party suppliers to deliver products at the level our business requires would limit
our ability to meet our sales commitments to our customers and could have a material adverse effect on our
business. We may also have difficulty obtaining similar components from other suppliers that are acceptable
to the FDA, the competent authorities or notified bodies of the Member States of the EEA, which is composed
of the 27 Member States of the EU, plus Norway, Iceland, and Liechtenstein, or other foreign regulatory
authorities, and the failure of our suppliers to comply with strictly enforced regulatory requirements could
expose us to regulatory action including warning letters, product recalls, termination of distribution, product
seizures or civil penalties. We could incur delays while we locate and engage qualified alternative suppliers,
and we may be unable to engage alternative suppliers on favorable terms or at all. Any such disruption or
increased expenses could harm our commercialization efforts and adversely affect our ability to generate
sales.

If we do not successfully implement our business strategy, our business and results of operations will be
adversely affected.

Our business strategy was formed based on assumptions about the spine market that might prove
wrong. We believe that various demographics and industry-specific trends, including the aging of the general
population, increasingly active lifestyles, improving fusion technologies and increasing acceptance of
Disruptive Technologies leading to earlier interventions, will help drive growth in the spine market and our
business, but these demographics and trends are uncertain. Actual demand for our products could differ
materially from projected demand if our assumptions regarding these factors prove to be incorrect or do not
materialize, or if alternative treatments to those offered by our products gain widespread acceptance.

We may not be able to successfully implement our business strategy. To implement our business
strategy we need to, among other things, develop and introduce new spine surgery products, find new
applications for and improve our existing products, obtain regulatory clearance or approval for new products
and applications and educate spine surgeons about the clinical and cost benefits of our products, all of which
we believe could increase acceptance of our products by spine surgeons. Our strategy of focusing exclusively
on the spine market may limit our ability to grow. In addition, we are seeking to increase our sales and, in
order to do so, will need to commercialize additional products and expand our direct and distributor sales
forces in existing and new territories, all of which could result in our becoming subject to additional or
different foreign and domestic regulatory requirements, with which we may not be able to comply. Moreover,
even if we successfully implement our business strategy, our operating results may not improve or may
decline. We may decide to alter or discontinue aspects of our business strategy and may adopt different
strategies due to business or competitive factors not currently foreseen, such as new medical technologies
that would make our products obsolete. Any failure to implement our business strategy may adversely affect
our business, results of operations and financial condition.
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The proliferation of physician-owned distributorships could result in increased pricing pressure on our
products or harm our ability to sell our products to physicians who own or are affiliated with those
distributorships.

Physician-owned distributorships (“PODs”) are medical device distributors that are owned, directly
or indirectly, by physicians. These physicians derive a proportion of their revenue from selling or arranging
for the sale of medical devices for use in procedures they perform on their own patients at hospitals that agree
to purchase from or through the POD, or that otherwise furnish ordering physicians with income that is based
directly or indirectly on those orders of medical devices.

We do not sell or distribute any of our products through PODs. The number of PODs in the spine
industry may continue to grow as economic pressures increase throughout the industry, as hospitals, insurers
and physicians search for ways to reduce costs, and, in the case of the physicians, search for ways to increase
their incomes. These companies and the physicians who own, or partially own, them have significant market
knowledge and access to the surgeons who use our products and the hospitals that purchase our products and
growth in this area may reduce our ability to compete effectively for business from surgeons who own such
distributorships.

We have a limited operating history and may face difficulties encountered by early stage companies in
new and rapidly evolving markets.

We were formed in 2003. Accordingly, we have a limited operating history upon which to base an
evaluation of our business and prospects. As an early stage company participating in new and rapidly evolving
markets, and, particularly, as a company engaged in the development and sales of medical devices, we face
risks that include our ability to:

* manage rapidly changing and expanding operations;

+ establish and increase awareness of our brand and strengthen customer loyalty;

« grow our direct sales force and increase the number of our independent distributors to expand
sales of our products in the United States and in targeted international markets;

+ implement and successfully execute our business and marketing strategy;

+ respond effectively to competitive pressures and developments;

+ continue to develop and enhance our products and product candidates;

« obtain regulatory clearance or approval to commercialize new products and enhance our existing
products;

+ expand our presence and commence operations in international markets;

« perform clinical research and trials on our existing products and current and future product
candidates; and

» attract, retain and motivate qualified personnel.

We can also be negatively affected by general economic conditions. Because of our limited operating
history, we may not have insight into trends that could emerge and negatively affect our business. As a result
of these or other risks, our business strategy might not be successful.

Our business could suffer if we lose the services of key members of our senior management, key advisors
or personnel.

We are dependent upon the continued services of key members of our senior management and a
limited number of key advisors and personnel. In particular, we are highly dependent on the skills and
leadership of our Chief Executive Officer (“CEO”), David C. Paul. The loss of any one of these individuals
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could disrupt our operations or our strategic plans. Additionally, our future success will depend on, among
other things, our ability to continue to hire and retain the necessary qualified scientific, technical and
managerial personnel, for whom we compete with numerous other companies, academic institutions and
organizations. The loss of members of our management team, key advisors or personnel, or our inability to
attract or retain other qualified personnel or advisors, could have a material adverse effect on our business,
results of operations and financial condition. Though members of our sales force generally enter into
noncompetition agreements that restrict their ability to compete with us, most of the members of our executive
management team are not subject to such agreements. Accordingly, the adverse effect resulting from the
loss of certain executives could be compounded by our inability to prevent them from competing with us.

The safety and efficacy of our products is not yet supported by long-term clinical data, which could limit
sales, and our products might therefore prove to be less safe and effective than initially thought.

All of the products we currently market in the United States, other than our SECURE®-C cervical
disc, have either received pre-market clearance under Section 510(k) of the FDCA or are exempt from pre-
market review. The FDA's 510(k) clearance process requires us to show that our proposed product is
“substantially equivalent” to another 510(k)-cleared product. This process is shorter and typically requires
the submission of less supporting documentation than other FDA approval processes and does not always
require long-term clinical studies. We also continue to gather long term follow-up data in our SECURE®-
C clinical trial. Additionally, to date, we have not been required to complete long-term clinical studies in
connection with the sale of our products outside the United States. As a result, we currently lack the breadth
of published long-term clinical data supporting the safety and efficacy of virtually all of our products and
the benefits they offer that might have been generated in connection with other approval processes. For these
reasons, spine surgeons may be slow to adopt our products, we may not have comparative data that our
competitors have or are generating, and we may be subject to greater regulatory and product liability risks.
Further, future patient studies or clinical experience may indicate that treatment with our products does not
improve patient outcomes. Such results would slow the adoption of our products by spine surgeons,
significantly reduce our ability to achieve expected sales, and could prevent us from sustaining our
profitability. Moreover, if future results and experience indicate that our products cause unexpected or serious
complications or other unforeseen negative effects, we could be subject to mandatory product recalls,
suspension or withdrawal of FDA clearance or approval, significant legal liability or harm to our business
reputation.

If we do not enhance our product offerings through our research and development efforts, we may be
unable to effectively compete.

In order to increase our market share in the spine market, we must enhance and broaden our product
offerings in response to changing customer demands and competitive pressures and technologies. We might
not be able to successfully develop, obtain regulatory approval or clearance for or market new products, and
our future products might not be accepted by the surgeons or the third-party payors who reimburse for many
of the procedures performed with our products. The success of any new product offering or enhancement
to an existing product will depend on numerous factors, including our ability to:

« properly identify and anticipate surgeon and patient needs;

» develop and introduce new products or product enhancements in a timely manner;

» adequately protect our intellectual property and avoid infringing upon the intellectual property
rights of third parties;

« demonstrate the safety and efficacy of new products; and

« obtain the necessary regulatory clearances or approvals for new products or product
enhancements.
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If we do not develop and obtain regulatory clearance or approval for new products or product
enhancements in time to meet market demand, or if there is insufficient demand for these products or
enhancements, our results of operations will suffer. Our research and development efforts may require a
substantial investment of time and resources before we are adequately able to determine the commercial
viability of a new product, technology, material or other innovation. In addition, even if we are able to
successfully develop enhancements or new generations of our products, these enhancements or new
generations of products may not produce sales in excess of the costs of development and they may be quickly
rendered obsolete by changing customer preferences or the introduction by our competitors of products
embodying new technologies or features.

If we fail to properly manage our anticipated growth, our business could suffer.

Our rapid growth has placed, and will continue to place, a significant strain on our management and
on our operational and financial resources and systems. Failure to manage our growth effectively could
cause us to over-invest or under-invest in infrastructure, and result in losses or weaknesses in our
infrastructure, which could materially adversely affect us. Additionally, our anticipated growth will increase
the demands placed on our suppliers, resulting in an increased need for us to carefully monitor for quality
assurance. Any failure by us to manage our growth effectively could have an adverse effect on our ability
to achieve our development and commercialization goals.

Our results of operations could suffer if we are unable to manage our planned international expansion
effectively.

Expansion into international markets is an element of our business strategy and involves risk. The
sale and shipment of our products across international borders, as well as the purchase of components and
products from international sources, subject us to extensive U.S. and foreign governmental trade, import and
export and customs regulations and laws. Compliance with these regulations and laws is costly and exposes
us to penalties for non-compliance. Other laws and regulations that can significantly affect us include various
anti-bribery laws, including the FCPA and anti-boycott laws. Any failure to comply with applicable legal
and regulatory obligations in the United States or abroad could adversely affect us in a variety of ways that
include, butare not limited to, significant criminal, civil and administrative penalties, including imprisonment
of individuals, fines and penalties, denial of export privileges, seizure of shipments and restrictions on certain
business activities. Also, the failure to comply with applicable legal and regulatory obligations could result
in the disruption of our distribution and sales activities.

In addition, many of the countries in which we sell our products are, to some degree, subject to
political, economic or social instability. Our international operations expose us and our independent
distributors to risks inherent in operating in foreign jurisdictions, including:

+ exposure to different legal and regulatory standards;
» lack of stringent protection of intellectual property;
+ obstacles to obtaining domestic and foreign export, import and other governmental approvals,
permits and licenses and compliance with foreign laws;
+ potentially adverse tax consequences and the complexities of foreign value-added tax systems;
» adverse changes in tariffs and trade restrictions;
+ limitations on the repatriation of earnings;
« difficulties in staffing and managing foreign operations;
 transportation delays and difficulties of managing international distribution channels;
 longer collection periods and difficulties in collecting receivables from foreign entities;
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» increased financing costs; and
» political, social and economic instability and increased security concerns.

These risks may limit or disrupt our expansion, restrict the movement of funds or result in the
deprivation of contractual rights or the taking of property by nationalization or expropriation without fair
compensation.

Our goal of succeeding as an international company depends, in part, on our ability to develop and
implement policies and strategies that are effective in anticipating and managing these and other risks in the
countries in which we do business. Failure to manage these and other risks may have a material adverse
effect on our operations in any particular country and on our business as a whole.

We may seek to grow our business through acquisitions of or investments in new or complementary
businesses, products or technologies, and the failure to manage acquisitions or investments, or the failure
to integrate them with our existing business, could have a material adverse effect on us.

From time to time we expect to consider opportunities to acquire or make investments in other
technologies, products and businesses that may enhance our capabilities, complement our current products
or expand the breadth of our markets or customer base. Potential and completed acquisitions and strategic
investments involve numerous risks, including:

» problems assimilating the purchased technologies, products or business operations;
 issues maintaining uniform standards, procedures, controls and policies;

* unanticipated costs associated with acquisitions;

+ diversion of management’s attention from o