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PARTI

This Form 10-K and certain information incorporated herein by reference contain forward-looking statements and
information within the “safe harbor” provisions of the Private Securities Litigation Reform Act of 1995, Section 27A of
the Securities Act of 1933, and Section 21E of the Securities Exchange Act of 1934. This information includes
assumptions made by, and information currently available to management, including statements regarding future
economic performance and financial condition, liquidity and capital resources, acceptance of the Company’s products
by the market, and management’s plans and objectives. In addition, certain statements included in this and our future
filings with the Securities and Exchange Commission (‘“SEC”), in press releases, and in oral and written statements
made by us or with our approval, which are not statements of historical fact, are forward-looking statements. Words
such as “may,” “could,” “should,” “would,” “believe,” “expect,” “expectation”, “anticipate,” “estimate,” “intend,” “seeks,
“continue,” “predict,” “will,” “should,” and other words or expressions of similar meaning are intended by us to identify
forward-looking statements, although not all forward-looking statements contain these identifying words. These
forward-looking statements are found at various places throughout this report and in the documents incorporated

herein by reference. These statements are based on our current expectations about future events or results and
information that is currently available to us, involve assumptions, risks, and uncertainties, and speak only as of the

date on which such statements are made.
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Forward-looking statements include, but are not limited to, the following:

the advantages of our products;
our ability to develop future products;
our belief regarding the growth of our direct sales force resulting in increased revenues;
expectations regarding government and other third-party reimbursement for our products;
our beliefs regarding our relationships with our two largest distributors;
expectations regarding future revenue growth;
our ability to procure sufficient quantities of donated placentas for our products and future products;
market opportunities for our products and future products;
prospects for obtaining additional patents covering our proprietary technology; and
our ability to compete effectively.

Our actual results may differ materially from those expressed or implied in these forward-looking statements. Factors

that may cause such a difference, include, but are not limited to those discussed in Part I, Item 1A, “Risk Factors,”

below. Except as expressly required by the federal securities laws, we undertake no obligation to update any such

factors, or to publicly announce the results of, or changes to any of the forward-looking statements contained herein to

reflect future events, developments, changed circumstances, or for any other reason.

As used herein, the terms “MiMedx,” “the Company,” “we,” “our” and “us” refer to MiMedx Group, Inc., a Florida corporatio
and its consolidated subsidiaries as a combined entity, except where it is clear that the terms mean only MiMedx

Group, Inc.

Item 1. Business

Overview

MiMedx® Group, Inc. is an integrated developer, manufacturer and marketer of patent protected regenerative
biomaterial products and allografts processed from human amniotic membrane. “Innovations in Regenerative

Biomaterials" is the framework behind our mission to give physicians products and tissues to help the body heal
itself. Our biomaterial platform technologies include the device technologies HydroFix® and CollaFixTM, and our
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tissue technologies, AmnioFix® and EpiFix®.

For financial information concerning our operating performance, please refer to Management’s Discussion and
Analysis of Financial Condition and Results of Operations in Part II, Item 7 of this report and our Consolidated
Financial Statements in Part II, Item 8 of this report.
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Our History

Our current business began on February 8, 2008, when Alynx Co., our predecessor company, acquired MiMedx, Inc.,

a Florida-based, privately-held, development-stage medical device company (“MiMedx”), the assets of which included
licenses to our HydroFix® and CollaFix™ technology platforms. On March 31, 2008, Alynx, Co. merged into MiMedx
Group, Inc., a Florida corporation and wholly-owned subsidiary that had been formed on February 28, 2008, for
purposes of the merger. MiMedx Group, Inc. was the surviving corporation in the merger. In January 2011, the
Company acquired all of the outstanding equity interests in Surgical Biologics, LLC (“Surgical Biologics™). The
acquisition of Surgical Biologics expanded our business by adding allografts and other products processed from

human amniotic membrane to our existing medical device product lines. In 2012, these tissue-based products
represented approximately 95% of our revenues.

Our Technology and Products
AmnioFix®, EpiFix® and other Tissue -Based Allografts

MiMedx is the leading supplier of allografts processed from amniotic tissue, having supplied over 120,000 allografts
to date for application in the Surgical, Orthopedic, Spinal, Wound Care, Ophthalmic, and Dental segments of
healthcare. Our tissue-based products include our own brands, AmnioFix® and EpiFix®, as well as products that we
supply on a private label or “OEM” basis. The Company continues to research new opportunities for amniotic tissue,
and currently has several additional offerings in various stages of conceptualization and development.

Amniotic membrane has long been known to have natural healing characteristics and has been used clinically for over
100 years. The first clinical uses of fresh amnion were for wound care patients and burn victims. There have been
over 150 publications on the use of amniotic membrane for uses ranging from wound care to gingival recession and
from pterygium repair to reduction of fibrous tissue following spinal surgery. The amniotic membrane has been
shown to reduce inflammation, down regulate scar tissue and promote the regeneration of soft tissues.

Amniotic membrane has been shown to lack certain HLA antigens that elicit an immune response. Amniotic
Membrane is considered immunoprivileged. Some dehydrated amniotic membranes include the epithelial layer,
which studies have shown contributes significant immunosuppressive properties to dehydrated amniotic membrane
products.

Natural human amniotic membrane is composed of multiple layers that contain:

. Structural proteins; including:
0 Collagen types IV, V, and VII
0 Elastin

. Specialized proteins; including:
o Fibrillin
o Fibronectin
0 Laminins
0 TIMPs 1,2.4, Tissue Inhibitor of Metalloproteinase 1, 2, 4

o Growth Factors; including:
o Epidermal Growth Factor (EGF)
0 Transforming Growth Factor Beta (TGF- )
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0 Fibroblast Growth Factor (FGF)
0 Platelet Derived Growth Factors A & B (PDGF A&B)

As discussed below under the subheading of “Tissue Processing and Recovery,” we believe our proprietary technique
for processing allografts from amniotic tissue preserves more of the natural characteristics of the tissue than the
processes used by our competitors.

Also as discussed below under the heading “Government Regulation,” we believe that all of our current tissue-based
products, as well as those we expect to introduce in the near term, qualify for regulation solely under Section 361 of
the Public Health Services Act. This means that AmnioFix® and EpiFix® are regulated differently than the other two
MiMedx platform technologies, CollaFixTM and HydroFix®, which are regulated as medical devices for which Food
and Drug Administration (“FDA”) clearances or approvals are required prior to marketing in the United

States. Products that are regulated solely under Section 361 of the Public Health Services Act do not need premarket
clearance or approval in the United States, which accelerates our ability to bring new products to market.

Tissue Processing and Recovery

We operate a licensed tissue bank that is registered as an establishment with the FDA. We are an accredited member
of the American Association of Tissue Banks (“AATB”). We partner with FDA registered tissue establishments,
physicians and hospitals to recover donated placental tissue. After consent for donation is obtained, donors are
screened for eligibility and the donated tissue is tested for safety in compliance with federal regulations and AATB
standards on communicable disease transmission. All donor records and test results are reviewed by our Medical
Director prior to the release of the tissue for processing.

Over several years, we have developed a unique and proprietary technique for processing allografts from the donated
placental tissue. Our Purion® process produces an allograft that is safe, effective, and minimally manipulated. Our
unique processing technique specifically focuses on maintaining the delicate multi-layered structure and collagen
matrix of the tissue. The Purion® process does not subject materials to ultra-low temperature conditions during
processing or storage. This technique helps maintain graft structure, provides optimal performance and allows the
allograft to be stored at room temperature and have a five year shelf life. Additionally, each allograft incorporates
specialized visual embossments that assist the surgeon with proper graft placement and orientation.

Our team is dedicated to providing safe, superior allografts that exceed customer expectations. To better satisfy the
requirements and expectations of our customers, the Company maintains strict control on quality from the time of
procurement. The Company has developed and implemented a Quality Management System in compliance with both
FDA and AATB standards. Using this Quality Management System, the Company maintains strict control over each
step of the manufacturing process.

EpiFix®

Our EpiFix® allograft is configured for external use. It is designed to enhance healing of wounds, as well as to reduce
inflammation and scarring. Currently, EpiFix® is being used to treat chronic wounds, including diabetic foot ulcers,
venous stasis ulcers, arterial ulcers and pressure ulcers, burns and surgical wounds (such as wounds following plastic

surgery).
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AmnioFix®

Our AmnioFix® allografts are configured for internal use. Currently, our AmnioFix® product line consists of three
configurations, AmnioFix®, AmnioFix® Wrap and AmnioFix® Injectable:

* AmnioFix® is provided in a sheet form. It is configured to enhance non-structural soft tissue healing and to
minimize scar tissue formation after primary surgical repair. It is being used currently in spine, general and urology
surgeries.

* AmnioFix® Wrap also is supplied in a sheet form and is configured for the same purposes and AmnioFix®, but is
optimized for use as a “wrap” for nerves, tendons or ligaments.

* AmnioFix® Injectable is supplied in micronized powder form designed for injection into soft tissue
areas. AmnioFix® is designed to reduce inflammation while enhancing healing of soft tissue micro
tears. Currently, AmnioFix® is used being used to treat conditions such as tendonitis, plantar fasciitis, lateral
epicondylitis, medial epicondylitis, bursitis, strains and sprains.

Ophthalmic Surgery and Dental

Currently, allografts for ophthalmic surgery and dental and oral maxilla facial applications are sold on an OEM basis
pursuant to agreements whereby we have granted third parties exclusive licenses to some of our technology for use in
those fields in specified markets.

Medical Devices- CollaFix™ and HydroFix®
CollaFix™

Our CollaFixTM technology combines an innovative means of creating fibers from soluble collagen and a specialized
cross-linking process. MiMedx utilizes two separate cross-linking technologies for various applications. Initial
laboratory and animal testing shows that the cross-linked collagen fibers produce a very strong, biocompatible, and
durable construct that can be transformed into biomechanical constructs intended to treat a number of orthopedic
soft-tissue trauma and disease disorders. The technology is licensed from Shriners Hospitals for Children and
University of South Florida Research Foundation, Inc. pursuant to an exclusive, world-wide license to practice and
use the technology and to manufacture, have manufactured, market, offer for sale and sell products incorporating the
technology.

Embodiments and benefits of products that we believe, based on preliminary studies, could be developed using this
licensed technology are:

eInitial tests of cross-linked fibers appear to demonstrate they are stronger than existing collagenous tissue, including
healthy tendons and ligaments. These fibers form the fundamental unit from which a variety of devices could be
configured as follows:

o Linear and braided arrays for tendon and ligament repair;
o Cross-helical arrays forming tubular structures that also can be cut to form flat patches;
. Woven meshes for general surgical use;
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¢ CollaFixTM biomaterials have been tested and results preliminarily suggest that the materials are biocompatible and
biodegradable;

¢ CollaFixTM Biomaterials coupled with MiMedx proprietary NDGA (nordihydroguaiaretic acid) polymerization can
be used to coat synthetic indwelling medical devices to improve their biocompatibility;

e NDGA treatment of xenograft (animal in origin) and allograft (human in origin) materials could make them more
biocompatible and possibly improve functional lifetime; and

o Cross-linked collagen-based biorivets have the potential to be used for bone fracture fixation.

Our core collagen technology is protected by patents, patent applications and trade secrets. The core patent covers the
polymerization chemistry of NDGA as applied to biological materials, bioprostheses, or devices created through its
application. It covers chemistries and compounds that have the reactive groups that are responsible for the
effectiveness of NDGA, including a variety of organically synthesized NDGA analogs and natural

compounds. Multiple medical products potentially could be developed and patented that are all tied to the core
patented technology. Our core fiber technology is a closely guarded trade secret.

In January 2012, the Company received the CE certification for its proprietary CollaFixTM Surgical Mesh CD, which
is a Class III product in Europe. The certification was issued by the Company’s notified body, AMTAC Certification
Services, Limited, based in the United Kingdom. The CE marking, also known as “CE Mark,” is a mandatory
conformity mark on medical devices placed on the market in the European Economic Area (EEA). The CE mark
certifies that a product is compliant with the European Council Directive 93/42/EEC concerning medical devices, also
known as the Medical Device Directive or MDD. To date, we have not yet received any U.S. clearances or approvals
for CollaFixTM.

We may license rights to specific aspects of our collagen technology to third parties for use in applications and
indications that we choose not to exploit ourselves.

The Company is required to pay a royalty of 3% on all commercial sales revenue from the sale of products
incorporating the licensed technology. The Company is also obligated to pay a $50,000 minimum annual royalty
payment over the life of the license. The license terminates upon the expiration of the patent.

We continue to evaluate how best to exploit this technology. We may license rights to specific aspects of our collagen
technology to third parties for use in applications and indications that we choose not to exploit ourselves.

10
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HydroFix®

We license certain patents and patent application rights to a PVA- based hydrogel, which is a water-based biomaterial
that can be manufactured with a wide range of mechanical properties, including those that appear to mimic closely the
mechanical and physical properties of natural, healthy human tissue. Our licenses allow us to manufacture, market,
use and sell medical devices and products incorporating the claimed technology for (i) all neurological and orthopedic
uses related to the human spine, (ii) neurological and orthopedic uses (including muscular and skeletal use) related to
the rotator cuff, but excluding the product SaluBridge (which is made from Salubria® biomaterial and is currently
cleared for use by the FDA) and (iii) for application as a surgical sheet anywhere in the body. Our licenses are
exclusive, world-wide and perpetual.

This hydrogel has been used in other orthopedic and general surgery device applications, and it has demonstrated
biocompatibility and durability inside the human body. Regulatory agencies both inside and outside the United States
have cleared the hydrogel material for use inside the body for several applications.

Protection of veins and arteries is a common issue associated with many types of surgeries. Protection of the aorta,
vena cava, iliac vessels and other anatomy is particularly important in anterior spine surgery. The HydroFix® Vaso
Shield was designed to help physicians protect vessels during anterior vertebral surgery. The FDA cleared the
HydroFix® Vaso Shield as a vessel guard or cover during anterior vertebral surgery, however, the safety and
effectiveness of this device for reducing the incidence, severity and extent of post-operative adhesion formation has
not been established. During 2011, the Company received two additional 510(k) clearances for its HydroFix® Vaso
Shield device; one for an expanded range of sizes and for a higher temperature exposure limit, and the second for
additional information to be included in the marketing materials.

We have a similar version of the product for the European market called HydroFix® Anterior Shield. The device,
which is classified as a post-surgical adhesion inhibiting barrier (Class IIb), received the CE Mark for only anterior
use with no contact with the central nervous system or central circulatory system. Our HydroFix® Spine Shield
product is CE marked for applications in contact with the central circulatory system and central nervous system (Class
I in Europe). The CE marked HydroFix® Anterior Shield and HydroFix® Spine Shield are not available in the
United States.

During 2011, the Company received 510(k) clearance for its HydroFix® Ortho Shield device, which is indicated for
the management and protection of tendon injuries in which there has been no substantial loss of tendon tissue. The
Ortho Shield device is a permanent, protective sheet that minimizes soft tissue attachments to the device providing a
protective environment for the repaired tendon to heal. The device is conformable, suturable, and biocompatible,
providing surgeons with an easy to use option for tendon protection. The device also provides a smooth inner gliding
surface for the tendon to move as part of normal motion.

In 2012, the Company received the CE mark for HydroFix® Crani Shield product. The device is intended to be used
as a dura cover to provide a plane of dissection during revision surgery in cranial applications and is classified as a
Class III device in Europe. The HydroFix® Crani Shield is not available in the United States.

Because the addressable market for our HydroFix® products is somewhat limited and we do not expect significant
expansion in the sales of this product line, we recognized an impairment charge in 2012 and reduced the carrying
value of the HydroFix® assets in our consolidated financial statements by $1,798,495. See Note 2 to Consolidated
Financial Statements “Significant Accounting Policies” under the subheading “Impairment of Long-lived Assets.”

11
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Intellectual Property

Our intellectual property includes licensed patents, owned and licensed patent applications and patents pending,
proprietary manufacturing processes and trade secrets, brands, trademarks and trade names associated with our
technology. Furthermore, we require employees, consultants and advisors to sign Proprietary Information and
Inventions Agreements, as well as Nondisclosure Agreements that assign to us and protect the intellectual property
existing and generated from their work or that we may otherwise use and own.

Patents and Patent Applications

On December 6, 2012, the Company announced receipt of its first issued patent ‘“Placental Tissue Grafts” related to
tissue grafts derived from the placenta. This patent relates to the AmnioFix® brand grafts.

On February 11, 2013, the Company announced that it had been issued four additional U.S. patents for placental tissue
grafts. The patents include “Placental Tissue Grafts,” “Improved Placental Tissue Grafts,” “Method For Inhibiting
Adhesion Formation” and “Method for Treating a Wound Using Improved Placental Tissue Graft.” The first three of
these patents relate to the AmnioFix® brand grafts and the last of these relates to the EpiFix® brand allografts.

More than twenty-five additional patent applications covering aspects of this technology are pending at the United
States Patent and Trademark Office and with various international patenting agencies.

Worldwide, our HydroFix® and CollaFix™ technologies are protected with 20 issued patents and 49 patent applications.

Of course, the pending patent applications may not result in issued patents and even if they do, the claims may be
substantially modified or reduced.

Trademarks & Trade Names

We also own the following trademarks MiMedx®, EpiFix®, AmnioFix®, HydroFix® and Purion®. We have filed
several intent to use applications as well, including an application for the name “CollaFix™.”

Market Opportunity

The Company is a regenerative biomaterials company with three platform technologies. Our largest addressable
market is in chronic wound care consisting of diabetic, venous and pressure ulcers. The Orthopedic, General Surgery,
Urology and OB/GYN soft tissue repair markets also represent significant market opportunities.

Each platform technology has competitive advantages that support our projected growth. Amniotic membrane has
unique “bio-active” properties that offer benefits that most competitive products cannot offer. MiMedx®’s tissues
provide anti-inflammatory, anti-scarring and barrier properties as well as enhanced healing at the surgical or wound
site. They can be stored at room temperature, with a five year shelf life and are easy for the physician to handle when
treating a patient. Our CollaFixTM platform is the first biological, biodegradable, biomimetic technology that
matches a human tendon in strength and stiffness. It also acts as a scaffold for cellular in-growth. Our HydroFix®
platform has a micro pore structure that prohibits cellular attachment and has a very low immunogenic response.

13
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The Company is focused primarily on the United States but will pursue other individual markets based upon the
specific opportunity. The adoption of the technologies may vary depending on each country’s regulations, but the
opportunities to help individuals in the different disease states remain similar and large.

In the US, the two key areas of focus for the products we market currently are the chronic wound care and surgical
markets. There are an estimated 6.5 million patients that have chronic wounds due to compromised health, such as
poor circulation or diabetes, and do not heal with traditional wound care therapies. An estimated three million people
need some type of restorative sports medicine or spinal treatment. Our tissue technologies have shown marked
improvements in healing these patients after short treatment periods. Our tissue platforms help reduce scar tissue
formation in a variety of applications, including the estimated two million patients annually undergoing elective
aesthetic procedures to reduce the signs of aging or the estimated almost one million patients annually undergoing
some type of abdominal surgery where scarring can limit the ability to reproduce, reduce sexual function, or generate
post-operative pain.

In Europe, the Company has similar opportunities to treat large populations of patients with our regenerative
biomaterials. We believe there is tremendous opportunity to treat a variety of conditions, including close to seven
million chronic wounds and burns, and close to one million tendon or ligament repair/reconstructions.

Market opportunity numbers derived from the following sources:

Wound Repair Regen. 2009 Nov-Dec;17(6):763-71. doi: 10.1111/j.1524-475X.2009.00543.x. Human skin wounds: a
major and snowballing threat to public health and the economy. Sen CK, Gordillo GM, Roy S, Kirsner R, Lambert L,
Hunt TK, Gottrup F, Gurtner GC, Longaker MT.

2010 Report of the 2009 Statistics, National Clearinghouse of plastic surgery statistics, American Society of Plastic
Surgeons

US Orthopedic Foot & Ankle and Hand, Wrist & Elbow Sports Medicine & Soft Tissue Device Market, Millennium
Research Report 2011

Worldwide Markets and Emerging Technologies for Tissue Engineering and Regenerative Medicine, 2009, Intellab
Wound Care

Physicians encounter a variety of wound types on a daily basis, including acute wounds caused by surgical
intervention, trauma and burns, as well as chronic wounds that are delayed in closing compared to healing in an
otherwise healthy individual. Chronic wounds include diabetic foot ulcers, venous leg ulcers, pressure ulcers, arterial
ulcers, and surgical wounds that become infected. The market revenue for biomaterials in wound care is expected to
rise at an accelerated compound annual growth rate of 16.5% from 2006-2013 according to the Frost and Sullivan US
Interactive Wound Care Markets Report for 2008.

14
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Approximately 6.7 million chronic wounds are treated in the US annually. Chronic wounds are defined as wounds
that are delayed in closing compared to healing in an otherwise healthy individual. Some of the most common types
of chronic wounds are diabetic foot ulcers, venous leg ulcers, pressure ulcers, arterial ulcers, and surgical wounds that
become infected.

The physician’s goal when treating traumatic wounds is to heal the wound while allowing the patient to retain natural
function in the area of the wound with minimal scaring and infection. If a wound becomes infected, it can lead to a
loss of limb or life, and physicians want to close the wound as quickly as possible to minimize this risk. Patients with
chronic wounds likely have comorbidities that complicate or delay the healing cascade.

EpiFix® Dehydrated Human Amniotic Membrane Allograft acts as a tissue regeneration graft that delivers essential
wound healing factors, extracellular matrix proteins and inflammatory mediators to help reduce inflammation,
enhance healing, and reduce scar tissue formation. EpiFix® is used for the treatment of all types of chronic and acute,
partial and full-thickness wounds. EpiFix® is not limited to a specific wound type by the FDA like other technologies
and is allowed to be used to heal all types of wounds. EpiFix® is a biologically active tissue allograft that stores at
room temperature (0°-38°C) for up to five years. Certain cultured skin substitutes currently on the market require
-80°C storage and expire only six months from time of processing. Another leading skin substitute is delivered on
demand and has strict temperature controls between 20° - 23° Celsius with a ten day shelf-life. These competitors’
logistics complications highlight the distinct advantages of EpiFix®.

In addition, our strategic move to supply multiple sizes of grafts (from 2cm?2 to 49cm?2) minimizes product

waste. Both of the two leading competitors’ products come in only one size each, 2 inch x 3 inch (38 cm2) and 75 mm
disc (42 cm?2). Since the majority of diabetic ulcers are less than 6cm?2, using one of the competitors’ products would
result in significant waste.

Chronic Sports/Work Tissue Injury

AmnioFix® Injectable addresses the chronic sports/work soft tissue injury market including but not limited to tennis
elbow, golfers elbow, plantar fasciitis, tendonitis, bursitis and sprains. Soft tissue injuries are often caused by either
trauma or overuse of the affected area. Micro-tears in the tissue form and become inflamed. Scar tissue may form and
impede a full recovery. Steroids are often used as a first line to help the patient cope with the pain and assist with
recovery. There are a number of patients that do not get relief with steroids or do not want to use steroids, and
over-use of steroids can cause long-term damage to the tissue. We believe AmnioFix® Injectable is the best option
for the patient to help to reduce inflammation and scar tissue formation, and enhance healing of micro-tears in soft
tissue.

Spine Repair and Vessel Protection

Our AmnioFix® technology also is used as a barrier membrane in procedures where scar tissue formation may be
problematic. AmnioFix® provides additional benefits including anti-inflammatory materials and growth factors that
may help with the soft tissue healing of the area. A reduction of scar tissue is necessary if the patient needs to have an
additional surgical procedure in the future, as it may facilitate the re-access to the surgical site as well as help with
scar attachment to the spinal dura. There are approximately 850,000 spinal surgeries per year(1) and most of them
potentially could use AmnioFix® to reduce scarring and inflammation during the primary procedure and may reduce
time during reoperations or follow-up surgeries.
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Our HydroFix® Vaso Shield sheet is FDA cleared as a vessel protector to protect the major vessels from the anterior
spinal column during an anterior spinal procedure. Outside the United States, HydroFix® Spine Shield is CE Marked.

Marketing and Sales

We have assembled a network of independent sales representatives and stocking distributors to sell our
MiMedx-labeled surgical products domestically, and we also have a network of stocking distributors for international
distribution.

In 2012, we established a direct sales force for Government accounts and are developing a direct sales force for
commercial wound care. While we incurred significant costs due to these initiatives in 2012 and expect to incur
significant additional costs in 2013, it is our expectation that this investment in the direct sales network will lead to
higher revenue in 2013 and beyond. No assurance can be given that these efforts will be successful.

We continue to pursue private label or “OEM” relationships, which allow us to leverage the sales and distribution
resources of our private label customers.

Reimbursement

In 2012, 40% of our products were purchased for government accounts, which do not depend on reimbursement from
third parties. With the exception of government accounts, most medical devices and tissue products are purchased by
doctors, hospitals or ambulatory surgery centers that are reimbursed by third-party payers. In the U.S., such payers
include governmental programs (e.g., Medicare and Medicaid), private insurance plans, managed care programs and
workers’ compensation plans. Governmental payment programs have prescribed reimbursement rates for procedures
and medical products. Similarly, private third-party payers often have negotiated payment levels for procedures and
medical products. In addition, in the United States, an increasing percentage of insured individuals are receiving their
medical care through managed care programs, which monitor and may require pre-approval of the services that a
member will receive. Accordingly, our growth substantially depends on adequate levels of third-party reimbursement
for our products.

In those countries outside the U.S. where our products are approved for sale, we expect that sales volumes and prices
of our products will be influenced by the availability of reimbursement from governments or third-party payers. If
adequate levels of reimbursement from governments or third-party payers outside of the U.S. are not obtained,
international sales of our products will be limited. Outside of the U.S., reimbursement systems vary significantly by
country. Many foreign markets have government-managed health care systems that govern reimbursement for
medical devices and procedures and often require special consideration for reimbursement for a new product.

Because EpiFix® is a new product, we often need to convince a payer of its safety, efficacy and cost effectiveness
before they will reimburse for EpiFix®. As of March 1, 2013, five of the nine Medicare Administrative Contractors
have agreed to cover our EpiFix® product for treatment of chronic wounds in the lower extremities. In addition to
having to convince private payers as to the efficacy and cost effectiveness of EpiFix®, coverage and reimbursement
by private payers also varies according to the patient’s benefit coverage with each individual payer. Payment may be
based on the contract between the physician provider and the payer, and varies according to each individual

contract. Therefore, we do not have reliable data as to how many commercial payers reimburse for EpiFix®, for
which indications or at what rate. We are devoting considerable resources to clinical trials to support reimbursement
of our products. We also have established a reimbursement support group to facilitate payments to providers as well
as to assist in educating payers about the merits of our products.

16



11

Edgar Filing: MIMEDX GROUP, INC. - Form 10-K

17



Edgar Filing: MIMEDX GROUP, INC. - Form 10-K

Our surgical products (AmnioFix® and HydroFix®) generally are bundled as part of a hospital’s bill for a
diagnosis-related group (DRG). In these cases, we also must convince the hospital that our products are both
efficacious and cost-effective.

At this time there can be no assurance that reimbursement policies will provide an acceptable return on our products.
Customer Concentration
The Company provides products to Government accounts, including the Veteran’s Administration, through a
distributor relationship. In 2012, sales to this distributor represented 40% of our revenues. The distribution
agreement has a term of three years ending in April 2015, and has the potential to be extended for two additional one
year terms. This distribution relationship is different than our other distribution relationships in that we have our own
sales force selling into those accounts with the distributor handling all the back-office paperwork and contracting
matters.
Another of our distributors represented an additional 21% of our total revenues in 2012. Our agreement with this
distributor initially had a one year term and has been renewed on an annual basis. The current term expires in
November 2013. We expect the agreement to be renewed.
Government Regulation
United States Regulation of Our Products
Human Amniotic Tissue
Our EpiFix® and AmnioFix® products are derived from human tissue. The FDA has specific regulations governing
human cells, tissues and cellular and tissue-based products, or HCT/Ps. An HCT/P is a product containing or
consisting of human cells or tissue intended for transplantation into a human patient. HCT/Ps that meets the criteria
for regulation solely under Section 361 of the Public Health Service Act (so-called “361 HCT/Ps”) are not subject to any
premarket clearance or approval requirements and are subject to less stringent post-market regulatory requirements.
To be a 361 HCT/P, a product generally must meet all four of the following criteria:

o It must be minimally manipulated;

o It must be intended for homologous use;

¢ [ts manufacture does not involve combination with another article, except for water, crystalloids or a sterilizing,
preserving or storage agent; and

e[t does not have a systemic effect and is not dependent upon the metabolic activity of living cells for its primary
function.

12
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If an HCT/P meets all the above criteria, no FDA review for safety and effectiveness under a drug, device, or
biological product marketing application is required. However, the processor of the tissue is required to register with
the FDA, comply with regulations regarding labeling, record keeping, donor eligibility, screening and testing, process
the tissue in accordance with established Good Tissue Practices, and report any adverse events. MiMedx continues to
comply with all applicable regulations, as demonstrated by several FDA and other agency on-site audits.

The American Association of Tissue Banks has issued operating standards for tissue banking. Compliance with these
standards is a requirement in order to become a licensed tissue bank. In addition, some states have their own tissue
banking regulations.

In addition, procurement of certain human organs and tissue for transplantation is subject to the restrictions of the
National Organ Transplant Act (“NOTA”), which prohibits the transfer of certain human organs, including skin and
related tissue for valuable consideration, but permits the reasonable payment associated with the removal,
transportation, implantation, processing, preservation, quality control and storage of human tissue and skin. We
reimburse tissue banks, hospitals and physicians for their services associated with the recovery, storage and
transportation of donated human tissue. If we were to be found to have violated NOTA’s prohibition on the sale or
transfer of human tissue for valuable consideration, we would potentially be subject to criminal enforcement
sanctions, which could materially and adversely affect our results of operations.

Medical Devices

Our HydroFix® and CollaFixTM product platforms are medical devices subject to regulation by the FDA, under the
Federal Food, Drug, and Cosmetic Act and they are also regulated in the European Economic Area by the Medical
Device Directive 93/42/EEC. Similar registration/licensing regulations apply in other countries. These regulations
govern, among other things, the following activities:
. Product design and development;
o Product testing;
o Product manufacturing;
o Product labeling;
° Product storage;
o Premarket clearance or approval;
o Advertising and promotion;
o Product sales and distribution; and
. Medical device reporting/Vigilance reporting.
Medical Devices are classed as I, II and III in the U.S. with Class II and III requiring either a 510(k) clearance or
Premarket Approval (“PMA”) from the FDA prior to marketing. Devices deemed substantially equivalent to legally
marketed devices are deemed to pose relatively less risk deemed Class II, which requires the manufacturer to submit a
premarket notification requesting clearance for commercial distribution. This is known as 510(k) clearance, which

indicates that the device is substantially equivalent to devices already legally on the market. Most Class I devices are
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considered very low risk and are exempted from this requirement. Devices deemed by the FDA to pose the greatest
risk, such as life-sustaining, life-supporting or devices deemed not substantially equivalent to a previously 510(k)
cleared device or a pre-amendment Class III device for which PMA applications have not been required, are placed in
Class 111, requiring PMA approval.
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We believe that the FDA will regulate our next generation products as medical devices, biologics or drugs. However,
the FDA may determine that some of our products are combination products comprised of a biologic and medical
device component. For a combination product, the FDA must determine which center or centers within the FDA will
review the products and under what legal authority the products will be reviewed. While we believe our products
would likely be regulated under the medical device authorities even if they are deemed “combination products,” there
can be no assurances that the FDA will agree. In addition, the review of combination products is often more complex
and more time consuming than the review of a product under the jurisdiction of only one center within the FDA.

510(k) Clearance Pathway

To obtain 510(k) clearance for our Next Generation products, we must submit a premarket notification demonstrating
that the proposed device is substantially equivalent in intended use and in safety and effectiveness to a previously
510(k) cleared device or a device that was in commercial distribution before May 28, 1976, for which the FDA has
not yet called for submission of PMA applications. The FDA’s 510(k) clearance pathway usually takes from three to
12 months, but it can take significantly longer for submissions that include clinical data.

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, technological characteristics, performance or labeling
requires a new 510(k) clearance or could require a PMA approval. The FDA requires each manufacturer to make this
determination in the first instance, but the FDA can review any such decision. If the FDA disagrees with a
manufacturer’s decision not to seek a new 510(k) clearance, the agency may retroactively require the manufacturer to
seek 510(k) clearance or PMA approval. The FDA typically inspects the manufacturer’s facilities for compliance with
21 CFR Part 820 Quality System Regulation (QSR) which define the requirements for a quality system. A Quality
System consists of organizational structure, responsibilities, procedures, processes and resources for implementing
controls and monitoring to ensure the quality and integrity of the product.

The FDA also can require the manufacturer to cease marketing and/or recall the modified device until 510(k)
clearance or PMA approval is obtained.

PMA Approval Pathway

If 510(k) clearance is unavailable for a product it must follow the PMA approval pathway, which requires proof of the
safety and effectiveness of the device to the FDA'’s satisfaction. The PMA approval pathway is much more costly,
lengthy and uncertain. It generally takes from one to three years and can take even longer.

A PMA application must provide extensive preclinical and clinical trial data and also information about the device and
its components regarding, among other things, device design, manufacturing and labeling. As mentioned above, in
conjunction with a PMA review, the FDA typically will inspect the manufacturer’s facilities for compliance with QSR
requirements.

Upon submission, the FDA determines if the PMA application is sufficiently complete to permit a substantive review,
and, if so, the application is accepted for filing. The FDA then commences an in-depth review of the PMA
application, which typically takes one to three years, but may take longer. The review time is often significantly
extended as a result of the FDA asking for more information or clarification of information already provided. The
FDA also may respond with a “not approvable” determination based on deficiencies in the application and require
additional clinical trials that are often expensive and time consuming and can delay approval for months or even
years. During the review period, an FDA advisory committee may be convened to review the application and
recommend to the FDA whether, or upon what conditions, the device should be approved. Although the FDA is not
bound by the advisory panel decision, the panel’s recommendation is important to the FDA’s overall decision making
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If the FDA’s evaluation of the PMA application is favorable, the FDA typically issues an “approvable letter” requiring
the applicant’s agreement to specific conditions (e.g., changes in labeling) or specific additional information (e.g.,
submission of final labeling) in order to secure final approval of the PMA application. Once the approvable letter is
satisfied, the FDA will issue a PMA for the approved indications, which can be more limited than those originally
sought by the manufacturer. The PMA can include post approval conditions that the FDA believes necessary to
ensure the safety and effectiveness of the device including, among other things, restrictions on labeling, promotion,
sale and distribution. Failure to comply with the conditions of approval can result in material adverse enforcement
action, including the loss or withdrawal of the approval. Even after approval of a PMA, a new PMA or PMA
supplement is required in the event of a modification to the device, its labeling or its manufacturing process.

Clinical Trials

A clinical trial is generally required to support a PMA, Biologic or Drug application and is sometimes required for a
premarket notification. Such trials generally require submission of an application for an Investigational Device
Exemption, or IDE. The IDE application must be supported by appropriate data, such as animal and laboratory testing
results, showing that it is safe to test the device in humans and that the testing protocol is scientifically sound. The
IDE must be approved in advance by the FDA for a specified number of patients (unless the product is deemed a
non-significant risk device eligible for more abbreviated IDE requirements). Clinical trials are subject to extensive
monitoring, record keeping and reporting requirements. Clinical trials may begin once the IDE application is
approved by the FDA and the appropriate institutional review boards, or IRBs, at the clinical trial sites, and must
comply with FDA regulations. T o conduct a clinical trial, we also are required to obtain the patients’ informed consent
that complies with both FDA requirements and state and federal privacy and human subject protection

regulations. We, the FDA or the IRB could suspend a clinical trial at any time for various reasons, including a belief
that the risks to study subjects outweigh the anticipated benefits. Even if a trial is completed, the results of clinical
testing may not adequately demonstrate the safety and efficacy of the device or may otherwise not be sufficient to
obtain FDA approval to market the product in the U.S.

Post Market

After a device is placed on the market, numerous regulatory requirements apply. These include: the Quality System
Regulation, which requires manufacturers to follow elaborate design, testing, control, documentation and other quality
assurance procedures during the manufacturing process; labeling regulations; the FDA’s general prohibition against
promoting products for unapproved or “off-label” uses; and the Medical Device Reporting regulation, which requires
that manufacturers report to the FDA if their device caused or contributed, or 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. Class II devices also can have special controls such as performance standards, post market surveillance,
patient registries, and FDA guidelines that do not apply to Class I devices.
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The manufacturer is subject to inspection and marketing surveillance by the FDA to determine our compliance with
regulatory requirements. If the FDA finds that we have failed to comply, it can institute a wide variety of enforcement
actions, ranging from a warning letter to more severe sanctions such as:

eFines, injunctions, and civil penalties;
eRecall or seizure of our products;
eOperating restrictions, partial suspension or total shutdown of production;
eRefusing our requests for 510(k) clearance or PMA approval of new products;
eWithdrawing 510(k) clearance or PMA approvals already granted; and
*Criminal prosecution.

The FDA also has the authority to require repair, replacement or refund of the cost of any medical device that we have
manufactured or distributed.

Fraud, Abuse and False Claims

The Company is directly and indirectly subject to various federal and state laws governing relationships with
healthcare providers and pertaining to healthcare fraud and abuse, including anti-kickback laws. In particular, the
federal healthcare program Anti-Kickback Statute prohibits persons from knowingly and willfully soliciting, offering,
receiving or providing remuneration, directly or indirectly, in exchange for or to induce either the referral of an
individual, or the furnishing, arranging for or recommending a good or service for which payment may be made in
whole or part under federal healthcare programs, such as the Medicare and Medicaid programs. Penalties for
violations include criminal penalties and civil sanctions such as fines, imprisonment and possible exclusion from
Medicare, Medicaid and other federal healthcare programs. The Anti-Kickback Statute is broad and prohibits many
arrangements and practices that are lawful in businesses outside of the healthcare industry. In implementing the
statute, the Office of Inspector General of the U.S. Department of Health and Human Services (“OIG”) has issued a
series of regulations, known as the “safe harbors.” These safe harbors set forth provisions that, if all their applicable
requirements are met, will assure healthcare providers and other parties that they will not be prosecuted under the
Anti-Kickback Statute. The failure of a transaction or arrangement to fit precisely within one or more safe harbors
does not necessarily mean that it is illegal or that prosecution will be pursued. However, conduct and business
arrangements that do not fully satisfy each applicable element of a safe harbor may result in increased scrutiny by
government enforcement authorities, such as the OIG. Many states have laws similar to the federal law.

The Federal False Claims Act (“FCA”) imposes civil liability on any person or entity that submits, or causes the
submission of, a false or fraudulent claim to the U.S. Government. Damages under the FCA can be significant and
consist of the imposition of fines and penalties. The FCA also allows a private individual or entity with knowledge of
past or present fraud against the federal government to sue on behalf of the government to recover the civil penalties
and treble damages. The U.S. Department of Justice (“DOJ”) on behalf of the government has previously alleged that
the marketing and promotional practices of pharmaceutical and medical device manufacturers included the off-label
promotion of products or the payment of prohibited kickbacks to doctors violated the FCA resulting in the submission
of improper claims to federal and state healthcare entitlement programs such as Medicaid. In certain cases,
manufacturers have entered into criminal and civil settlements with the federal government under which they entered
into plea agreements, paid substantial monetary amounts and entered into corporate integrity agreements that require,
among other things, substantial reporting and remedial actions going forward.
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Healthcare fraud and abuse laws are complex, and even minor, inadvertent violations can give rise to claims that the
relevant law has been violated. We make payments to physicians and hospitals for a variety of services, such as tissue
procurement services, research, serving on our medical advisory board, consulting, and speaking to payers about our
products in support of our reimbursement efforts. While these transactions were structured with the intention of
complying with all applicable laws, including state anti-referral laws and other applicable anti-kickback laws, it is
possible that regulatory or enforcement agencies or courts may in the future view these transactions as prohibited
arrangements that must be restructured or for which we would be subject to significant civil or criminal penalties.

AdvaMed is one of the primary voluntary U.S. trade associations for medical device manufacturers. This association
has established guidelines and protocols for medical device manufacturers in their relationships with healthcare
professionals on matters including research and development, product training and education, grants and charitable
contributions, support of third-party educational conferences, and consulting arrangements. Adoption of the
AdvaMed Code by a medical device manufacturer is voluntary, and while the OIG and other federal and state
healthcare regulatory agencies encourage its adoption and may look to the AdvaMed Code, they do not view adoption
of the AdvaMed Code as proof of compliance with applicable laws. As part of a Company-wide compliance plan
adopted by the Company in February 2013, MiMedx has incorporated the principles of the AdvaMed Code in its
standard operating procedures, sales force training programs, and relationships with health care professionals. Key to
the underlying principles of the AdvaMed Code is the need to focus the relationships between manufacturers and
healthcare professionals on matters of training, education and scientific research, and limit payments between
manufacturers and healthcare professionals to fair market value for legitimate services provided and payment of
modest meal, travel and other expenses for a healthcare professional under limited circumstances. The Company has
incorporated these principles into its relationships with healthcare professionals under its consulting agreements,
payment of travel and lodging expenses, research and educational grant procedures and sponsorship of third-party
conferences. In addition, the Company has conducted training sessions on these principles. However, the Company
cannot provide any assurance that regulatory or enforcement authorities will view these arrangements as being in
compliance with applicable laws or that one or more of its employees or agents will not disregard the rules established
by the Company.

See discussion below- “Risk Factors” under the heading “We and our sales representatives, whether employees or
independent contractors, must comply with various federal and state anti-kickback, self-referral, false claims and
similar laws, any breach of which could cause a material adverse effect on our business, financial condition and results
of operations.”

International

International sales of the Company’s products are subject to foreign government regulations, which vary substantially
from country to country. The time required to obtain approval by a foreign country may be longer or shorter than that
required for FDA approval, and the requirements may differ. In addition, the export of certain MiMedx Group
products that have not yet been cleared or approved for domestic distribution may be subject to FDA export
restrictions. There can be no assurance that we will receive on a timely basis, if at all, any foreign government or
United States export approvals necessary for the marketing of our products abroad.
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The primary regulatory environment in Europe is that of the European Union, which consists of twenty-seven
countries, encompassing most of the major countries in Europe. Other countries, such as Switzerland, have
voluntarily adopted laws and regulations that mirror those of the European Union with respect to medical

devices. The European Union has adopted numerous directives and standards regulating design, manufacture, clinical
trials, labeling, and adverse event reporting for medical devices. Devices that comply with the requirements of a
relevant directive will be entitled to bear a CE Mark and can be commercially distributed throughout Europe. For
tissue products, the Company must submit for approval and clearance with each individual country, supporting the
compliance of the product with the country’s directives and/or standards. Once approved, the tissue product can be
distributed within that particular country. The method of assessing conformity varies depending on the class of the
product, but normally involves a combination of self-assessment by the manufacturer and a third party assessment by
a “Notified Body.” This third party assessment may consist of an audit of the manufacturer’s quality system and specific
testing of the manufacturer’s product. A successful assessment by a Notified Body resident in one country within the
European Union is required in order for a manufacturer to commercially distribute the product throughout the
European Economic Area EEA.

Export of Uncleared or Unapproved Devices

Export of devices eligible for the 510(k) clearance process, but not yet cleared to market, is permitted without FDA
approval, provided that certain requirements are met. Unapproved devices subject to the PMA process can be
exported to any country without FDA approval provided that, among other things, they are not contrary to the laws of
the country to which they are intended for import, they are manufactured in substantial compliance with the Quality
System Regulations, and they have been granted valid marketing authorization by any member country of the
European Union, Australia, Canada, Israel, Japan, New Zealand, Switzerland or South Africa. If these conditions are
not met, FDA approval must be obtained, among other things, by demonstrating to the FDA that the product is
approved for import into the country to which it is to be exported and, in some cases, by providing safety data for the
device. There can be no assurance that the FDA will grant export approval when necessary or that countries to which
the device is to be exported will approve the device for import. Our failure to obtain necessary FDA export
authorization and/or import approval could have a material adverse effect on our business, financial condition and
results of operation.

Manufacturing

MiMedx Group performs all tissue processing in Kennesaw, Ga. The Company expanded production capacity from
one (1) to three (3) processing lines in the second quarter of 2012. The Company also performs research and early
stage product and process development activities in its Kennesaw, Georgia, location.

We are subject to the FDA’s quality system regulations, state regulations, and regulations promulgated by the
European Union. We are FDA registered, CE marked and ISO certified. Our facilities are subject to periodic
unannounced inspections by regulatory authorities, and may undergo compliance inspections conducted by the FDA
and corresponding state and foreign agencies.
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Suppliers

We have identified reliable sources and suppliers of collagen, source materials of NDGA, which we believe will
provide a product in compliance with FDA guidelines. We engage in the manufacture of our own hydrogel products
and accessibility to critical raw materials for the PV A-based biomaterial products is not inhibited by supply or market
constraints.

We have a comprehensive network of hospitals who participate in our placenta donation program. We have a
dedicated staff that works at these hospitals, collecting donated placentas from mothers who undergo Caesarian
section births and consent to donation. In addition, we have entered into agreements with certain third party
companies who also collect placenta donations in other hospitals. We believe that we will be able to procure an
adequate supply of tissue to meet anticipated demand.

Research and Development

Our research and development group has extensive experience in developing products related to our field of interest,
and works with our Medical Advisory Board to design products that are intended to improve patient outcomes,
simplify techniques, shorten procedures, reduce hospitalization and rehabilitation times and, as a result, reduce

costs. Clinical trials that demonstrate the safety, efficacy and cost effectiveness of our products are key to obtaining
broader reimbursement for our products. In addition to our internal staff we contract with outside labs and physicians
who aid us in our research and development process. See “Management’s Discussion and Analysis of Financial
Condition and Results of Operations” at Item 7 below for information regarding expenditures for research and
development in each of the last two fiscal years.

Environmental Matters

The Company’s tissue preservation activities generate some chemical and biomedical wastes, consisting primarily of
diluted alcohols and acids, human and animal pathological and biological wastes, including human and animal tissue
and body fluids removed during laboratory procedur