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SUBJECT TO COMPLETION
PRELIMINARY PROSPECTUS DATED SEPTEMBER 30, 2020
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+ Aziyo Biologics, Inc. is offering 2,941,176 shares. « This is our initial public offering and no public market currently

- - . . . . exists for our shares.
» We anticipate that the initial public offering price will be between

$16.00 and $18.00 per share. » Proposed Nasdaq Global Market trading symbol: “AZY0O.”

This investment involves risk. See “Risk Factors” beginning on page 20.

Following this offering, we will have two classes of common stock: Class A common stock and Class B common stock. The rights of the
holders of Class A common stock and Class B common stock are identical, except with respect to voting and conversion. Each share of
Class A common stock will be entitled to one vote and shares of Class B common stock will be non-voting, except as may be required by
law. Each share of Class B common stock may be converted at any time into one share of Class A common stock at the option of its holder,
subject to the ownership limitations provided for in our restated certificate of incorporation to become effective upon the closing of this
offering.

We are an “emerging growth company” and a “smaller reporting company” as defined under the federal securities laws and, as such, may
elect to comply with certain reduced public company reporting requirements in future reports after the completion of this offering. See
“Prospectus Summary — Implications of Being an Emerging Growth Company and a Smaller Reporting Company.”

Per Share Total
Initial public offering price $ $
Underwriting discount™ $ $
Proceeds, before expenses, to Aziyo Biologics, Inc. $ $

@ See “Underwriting” beginning on page 177 for additional information regarding underwriting compensation.

The underwriters have a 30-day option to purchase up to 441,176 additional shares from us at the initial public offering price less the
underwriting discount.

Certain of our existing stockholders, including entities affiliated with certain of our directors, have indicated an interest in purchasing an
aggregate of approximately $20 million in shares of our common stock in this offering at the initial public offering price. However, because
indications of interest are not binding agreements or commitments to purchase, the underwriters may determine to sell more, fewer or no
shares in this offering to any or all of these stockholders, or any or all of these stockholders may determine to purchase more, fewer or no
shares in this offering. The underwriters will receive the same underwriting discount on any shares purchased by these stockholders as they
will on any other shares sold to the public in this offering. To the extent shares of common stock offered hereby are purchased by entities
affiliated with Deerfield Private Design Fund III, L.P., such shares will be issued in the form of Class B common stock that will be
convertible into an equivalent number of shares of our Class A common stock. The public offering price of and underwriting discount on
such shares of Class B common stock will be identical to the shares of Class A common stock otherwise offered hereby. Unless otherwise
indicated or as the context otherwise requires, references to Class A common stock being offered hereby include the shares of Class A
common stock into which shares of our Class B common stock purchased in this offering are convertible.

prospectus is not an offer to sell these securities and it is not soliciting an offer to buy these securities in any jurisdiction

Pprospectus is not complete and may be changed. We may not sell these securities until the registration statement filed with the Securities and
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Neither we nor the underwriters have authorized anyone to provide any information or to make any
representations other than those contained in this prospectus or in any free writing prospectus prepared by or on
behalf of us or to which we have referred you. We take no responsibility for, and can provide no assurance as to
the reliability of, any other information that others may give you. This prospectus is an offer to sell only the
shares offered hereby, and only under circumstances and in jurisdictions where it is lawful to do so. The
information contained in this prospectus or in any applicable free writing prospectus is current only as of its date,
regardless of its time of delivery or any sale of shares of our common stock. Our business, financial condition,
results of operations and prospects may have changed since that date.

For investors outside the United States: Neither we nor the underwriters have done anything that would permit
this offering or possession or distribution of this prospectus in any jurisdiction where action for that purpose is
required, other than in the United States. Persons outside the United States who come into possession of this
prospectus must inform themselves about, and observe any restrictions relating to, the offering of the shares of
common stock and the distribution of this prospectus outside the United States.
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TRADEMARKS, TRADE NAMES AND SERVICE MARKS

2

This prospectus includes our trademarks, trade names and service marks, including, without limitation, “Aziyo ",
“CanGaroo®,” “ProxiCor®,” “Tyke®,” “VasCure®,” “FiberCel®,” “ViBone®,” “OsteGr0®,” “SirnpliDerm®” and
our logo, which are our property and are protected under applicable intellectual property laws. This prospectus
also contains trademarks, trade names and service marks of other companies, which are the property of their
respective owners. Solely for convenience, trademarks, trade names and service marks may appear in this
prospectus without the ® ™ gpd SM symbols, but such references are not intended to indicate, in any way, that
we or the applicable owner forgo or will not assert, to the fullest extent permitted under applicable law, our rights
or the rights of any applicable licensors to these trademarks, trade names and service marks. We do not intend our
use or display of other parties’ trademarks, trade names or service marks to imply, and such use or display should
not be construed to imply, a relationship with, or endorsement or sponsorship of us by, these other parties.

ii




TABLE OF CONTENTS

PROSPECTUS SUMMARY

This summary highlights, and is qualified in its entirety by, the more detailed information included elsewhere in
this prospectus. This summary does not contain all of the information that you should consider before deciding to
invest in our common stock. You should read the entire prospectus carefully, including “Risk Factors,”
“Management’s Discussion and Analysis of Financial Condition and Results of Operations,” and our financial
statements and notes to those financial statements included elsewhere in this prospectus, before making an
investment decision. Some of the statements in this summary constitute forward-looking statements, see “Special
Note Regarding Forward-Looking Statements.” In this prospectus, unless the context otherwise requires,
references to “we,” “us,” “our,” the “Company” and “Aziyo” refer to the consolidated operations of Aziyo
Biologics, Inc. and its consolidated subsidiaries.

Overview

We are a commercial-stage regenerative medicine company focused on creating the next generation of
differentiated products and improving outcomes in patients undergoing surgery, concentrating on patients
receiving implantable medical devices. From our proprietary tissue processing platforms, we have developed a
portfolio of advanced regenerative medical products that are designed to be very similar to natural biological
material. Our proprietary products, which we refer to as our Core Products, are designed to address the
implantable electronic device/cardiovascular, orthopedic/spinal repair and soft tissue reconstruction markets,
which represented a combined $3 billion market opportunity in the United States in 2019. To expand our
commercial reach, we have commercial relationships with major medical device companies, such as Boston
Scientific and Medtronic, to promote and sell some of our Core Products. We believe our focus on our unique
regenerative medicine platforms and our Core Products will ultimately maximize our probability of continued
clinical and commercial success and will create a long-term competitive advantage for us.

We estimate that more than two million patients were either implanted with medical devices, such as pacemakers,
defibrillators, neuro-stimulators, spinal fusion and trauma fracture hardware or tissue expanders for breast
reconstruction, in the United States in 2019. This number is driven by advances in medical device technologies
and an aging population with a growing incidence of comorbidities, including diabetes, obesity and
cardiovascular and peripheral vascular diseases. These comorbidities can exacerbate various immune responses
and other complications that can be triggered by a device implant.

Our Core Products are targeted to address unmet clinical needs with the goal of promoting healthy tissue
formation and avoiding complications associated with medical device implants, such as scar-tissue formation,
capsular contraction, erosion, migration, non-union of implants and implant rejection. We believe that we have
developed the only biological envelope, which is covered by a number of patents, that forms a natural,
systemically vascularized pocket for holding implanted electronic devices. We have a proprietary processing
technology for manufacturing bone regenerative products for use in orthopedic/spinal repair that preserves a
cell’s ability to regenerate bone and decelerates cell apoptosis, or programmed cell death. We have a patented cell
removal technology that produces undamaged extracellular matrices for use in soft tissue reconstruction. In pre-
clinical and clinical studies, our products have supported and, in some cases, accelerated tissue healing, and
thereby improved patient outcomes. Our Core and Non-Core product portfolio is highlighted in the table below.
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o Prod Description 0-To-Market Strategy
Brands )

Biological envelope that
remodels into systemically
connected, vascularized tissue
CanGaroo for the long-term pocket
protection of certain cardiac and
neurostimulator implantable
electronic devices
Portfolio of extracellular
matrices that retain the natural
composition of collagen, growth Direct and independent
factors and proteins for use in sales agents
vascular and cardiac repair and
pericardial closure
Variety of viable matrices,
. produced with a proprietary
Orthopedic FiberCel process that is designed to
and ViBone protect and preserve native bone Commercial partners
Spinal Repair OsteGro V cells and reduce programmable
cell death, for use in bone repair
and fusion procedures
Pre-hydrated, human acellular
dermal matrix, or HADM, that is
Soft Tissue SimpliDerm designed to enable rapid Direct and independent
Reconstruction integration, cellular repopulation sales agents
and rapid revascularization at the
surgical site
Contract manufacturing of
particulate bone, precision
milled bone, cellular bone
Contract matrix, acellular dermis, amnion
Manufacturing Various Products and other soft tissue products to Corporate customers
utilize fully our starting human
biological materials, leverage
our existing overhead and
improve our cash flow

Direct and supported by
commercial partners
Implantable
Electronic Devices

d
Cardiovascular

ProxiCor
Tyke
VasCure

CORE PRODU

Our growth strategy is focused on increasing penetration in our target markets. We believe we can expand our
commercial penetration in these markets and thereby grow our business by increasing our direct sales force and
developing and launching more clinically relevant products from our pipeline and, when possible and
appropriate, from acquisitions.

Our go-to-market strategy includes a hybrid of a direct sales force, commercial partners and independent sales
agents. As of June 30, 2020, we had 27 direct sales representatives who focus on gaining additional market
access and driving market penetration, not only by selling our products, but also, where appropriate, by managing
our commercial partners and providing technical assistance for selling our products. By growing our direct sales
force and leveraging our existing commercial partners, we believe we can expand our customer base and further
strengthen our existing customer relationships and increase penetration in our target markets.

We have a well-established and scalable manufacturing platform, consisting of two facilities that are supported by
our corporate headquarters. Our Silver Spring, Maryland location is our headquarters and functions as a research
and development and corporate support center. Our Roswell, Georgia location is our processing, production and
distribution facility for all our implantable electronic device/cardiovascular products. Our Richmond, California
location is our human tissue products facility. We believe we have sufficient operating capacity at both our
Roswell and Richmond facilities to support future growth.

We have a proven track record of growing our business. Net sales from our Core Products grew from
$22.7 million for the year ended December 31, 2018 to $30.9 million for the year ended December 31,
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2019, representing an annual growth rate of 36%. Our total net sales increased from $39.0 million for the year
ended December 31, 2018 to $42.9 million for the year ended December 31, 2019, representing an annual growth
rate of 10%. Our gross margins improved from 41% in the year ended December 31, 2018 to 46% in the year
ended December 31, 2019. Our gross margins, excluding intangible asset amortization, improved from 50% in
the year ended December 31, 2018 to 54% in the year ended December 31, 2019. We incurred a net loss of

$11.6 million for the year ended December 31, 2018, and a net loss of $11.9 million for the year ended
December 31, 2019.

Net sales from our Core Products grew from $13.7 million for the six months ended June 30, 2019 to $15.6
million for the six months ended June 30, 2020. Our total net sales decreased from $19.7 million for the six
months ended June 30, 2019 to $18.4 million for the six months ended June 30, 2020. Our gross margins
improved from 47% in the six months ended June 30, 2019 to 49% in the six months ended June 30, 2020. Our
gross margins, excluding intangible asset amortization, improved from 56% in the six months ended June 30,
2019 to 58% in the six months ended June 30, 2020. We incurred a net loss of $6.1 million for the six months
ended June 30, 2019, and a net loss of $9.7 million for the six months ended June 30, 2020.

Gross margin, excluding intangible asset amortization, is a non-GAAP financial measure. See “— Summary
Consolidated Financial Data— Non-GAAP Financial Measures” for a discussion regarding our use of gross
margin, excluding intangible asset amortization, including its limitations and a reconciliation to the most directly
comparable GAAP financial measure.

Our Competitive Strengths

Our mission is to provide advanced regenerative care products that improve the outcomes in patients primarily
undergoing implantable device-related surgery. To accomplish this mission, we intend to establish our Core
Products as the standard of care for treating patients undergoing such procedures. We believe our key competitive
strengths position us well to execute on our growth strategy. Our key competitive strengths are:

* Well-Positioned in Large, Attractive and Growing Markets. We believe that the implantable
electronic devices/cardiovascular, orthopedic/spinal repair and soft tissue reconstruction markets, which
represented a combined $3 billion market opportunity in the United States in 2019, will continue to
experience accelerated growth. We further believe there is growing adoption of regenerative medicine
products by the medical community as physicians become aware of the benefits of using natural products
during surgery.

+ Regenerative Medicine Technology Focus. Our scientific expertise and know-how in regenerative
medicine technology has allowed us to develop our proprietary platforms to create differentiated
biomaterials, including our Core Products: CanGaroo, ProxiCor, Tyke, VasCure, FiberCel, ViBone,
OsteGro V and SimpliDerm. These types of products, which are designed to more closely resemble
natural products than similar traditionally processed products, have enabled us to advance the science of
regenerative medicine as well as to process tissue and produce products at commercial scale.

* Broad Portfolio of Core Products to Address the Needs of Physicians, Patients and Providers.
Physicians use our broad portfolio of regenerative medicine products to meet the needs of individual
patients. The breadth of our current portfolio, which includes products used in implantable electronic
devices, orthopedic/spinal repair and soft tissue reconstructive procedures, gives us the flexibility to
target a broad set of procedures, each with a full suite of products to accommodate both the clinical and
economic factors that may affect purchasing decisions.

» Large and Growing Body of Clinical Data and FDA Cleared Products. We have significant
regulatory experience in obtaining U.S. Food and Drug Administration, or FDA, clearance for
regenerative medicine products requiring 510(k) clearance and in navigating the comprehensive
regulatory framework that applies to human cells, tissues and cellular and tissue-based products, or
HCT/Ps. We have and continue to develop a body of pre-clinical, clinical and patient outcomes data,
including third-party publications that reviewed the technical and clinical attributes of our products.
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Relationships with Care Providers. Our medical and commercial teams have established extensive
customer relationships in the healthcare industry. We have developed excellent relationships with
physicians, nurses and hospital administrators. We believe we are well-positioned to leverage these
relationships to increase our penetration in our target markets.

Commercial Relationships with Major Medical Device Companies. We have commercial agreements
with major medical device companies, including Boston Scientific, Biotronik, Medtronic, Surgalign
Holdings and others, which we collectively refer to as our commercial partners, to promote or
commercialize some of our products. Our commercial partners use their own network of more than 2,000
sales representatives, clinical specialists and independent sales agents.

Established and Scalable Manufacturing and Commercial Infrastructure. We have well-established
relationships to obtain the human and animal tissues, which we need to manufacture our products, in the
quantity needed and in a manner that preserves their integrity. We have sufficient capacity to increase the
scale of our manufacturing, and the required quality control and regulatory capabilities to ensure that our
products meet established specifications. Our established regulatory, operational and commercial
infrastructure provides a firm foundation for growth as we continue to scale our business.

Executive Management Team with Extensive Experience in Regenerative Medicine. Our executive
management team has extensive experience in the regenerative medicine and medical device industries.
This experience allows us to operate with a deep understanding of the underlying trends in regenerative
medicine and the intertwined scientific, clinical, regulatory, commercial and manufacturing functions that
drive success in this industry.

Our Growth Strategy

The key elements of our growth strategy are:

+ Increase Penetration in Our Target Markets. We believe that the potential for growth in regenerative

medicine in our target markets presents a long-term opportunity to increase the use of our products. We
plan to continue our growth and accelerate our penetration into these target markets by increasing the size
of our direct sales force and by leveraging our relationships with our commercial partners that have well-
established sales infrastructure and significant experience in our target markets.

Additional Growth through Selective Acquisitions. We have demonstrated our ability to identify
acquisition opportunities and integrate assets that complement our strategy and generate revenue and
incremental gross profits. We will continue to evaluate possible acquisitions that complement our existing
portfolio and leverage our established commercial and manufacturing infrastructure.

Robust Pipeline of Innovative Core Products from Our Proven Research and Development
Capabilities. We have brought to market four commercial Core Products in the past three years. In
addition to our current core commercial products, we have a pipeline of products being developed for the
implantable electronic devices/cardiovascular market, the orthopedic/spinal repair market and the soft
tissue reconstruction market that we expect to launch in the future. We will continue to conduct pre-
clinical studies and clinical trials, gather patient data and perform other research to support the further
adoption of our products in the marketplace.

Continuing to Expand the Reach of Our Direct Sales Force. As of June 30, 2020, we had 27 sales
representatives who focus on gaining additional market access and driving market penetration, not only
by selling our products, but also, where appropriate, by managing our commercial partners and providing
technical assistance for selling our products. We plan to grow our sales organization in order to expand
our network of hospital and physician customers, drive deeper penetration in current accounts and
provide additional technical assistance to our commercial partners.

Our Core Products/Solutions

Our portfolio of regenerative medicine Core Products has been developed to address the following specific
markets:
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IMPLANTABLE ELECTRONIC ORTHOPEDIC / SOFT TISSUE
DEVICES / CV SPINAL REPAIR RECONSTRUCTION

Implantable Electronic Devices/Cardiovascular Market

Market Opportunity

In 2019, we estimate, based on industry sources and other third-party estimates, that there were more than
600,000 procedures in the United States to install or replace implantable electronic devices, such as pacemakers,
pulse generators and defibrillators, as well as spinal cord neuromodulators and vagus nerve, deep brain and sacral
nerve stimulators, which represents an estimated $600 million opportunity.

Limitations of Existing Solutions

Implantable electronic devices are now the standard of care for patients suffering from cardiac arrhythmias and
heart failure. Such devices are implanted in soft tissue, which is not heavily vascularized, and its implantation
may trigger a biologic response that results in inflammation and fibrosis, leading to the device and its wire leads
being encased in dense or calcified fibrous material. In 2015, a group of third-party researchers published a
systematic review and meta-analysis of 60 published reports, consisting of 21 prospective, nine case-control and
30 retrospective cohort studies published between 1981 and 2013, each of which examined the rate of infection
associated with the implantation of electronic devices. The average rate of infection was between 1.0 and 1.3%
and the reported rates of infection ranged from 0.3 to 16.4%. In 2019, a different group of third-party researchers
published the results of a global, prospective randomized clinical trial focused on infection complications of
implantable electronic cardiovascular devices which identified a 1.2% mean infection rate during 12-month
follow-up in the control arm (3,488 patients), and this was later reported by other third-party researchers in 2020
to rise to 1.9% at the 36 months follow-up. However, infection is not the only significant complication associated
with implantation. Data from third party studies published in 2011 and 2016 indicated that migration occurred in
0.5 to 10.9% of such procedures, and data from third party studies published in 2001 and 2007 indicated that
erosion of the device through the skin occurred in 0.2 to 5.0% of such procedures. Thus, migration and erosion
have been shown to be similarly frequent and can result in infection or require replacement of the device. Other
complications include those associated with Twiddler’s syndrome, which is a malfunction of a pacemaker due to
manipulation of the device by the patient, and discomfort at the implant site.

Our Solution

CanGaroo was designed to mitigate complications deriving from implantable electronic devices and the
shortcomings of synthetic envelopes. We believe that CanGaroo is the only biological product that forms a
natural, systemically vascularized pocket that conforms to and securely holds implantable electronic devices.
CanGaroo is cleared for use with pacemaker pulse generators, defibrillators and other cardiac implantable
electronic devices as well as vagus nerve stimulators, spinal cord neuromodulators, deep brain stimulators and
sacral nerve stimulators.

The CanGaroo envelope is constructed from perforated, multi-laminate sheets of decellularized, non-crosslinked,
lyophilized small intestine submucosa (SIS) extracellular matrix (ECM), derived from porcine small intestinal
submucosa, a natural biomaterial, which is rich in natural growth factors, structural proteins and collagens. The
ECM is sewn into the shape of a pouch, into which the device is placed. We sell the biological envelope in a
variety of sizes, which allows it to accommodate various sized electronic devices, and it has a shelf life of

30 months.

CanGaroo is soft and pliable and is designed to conform to the implantable device for easy handling and
implantation. The SIS ECM is designed to mitigate the biologic foreign body response that normally
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occurs around the electronic device. CanGaroo is remodeled into a surrounding layer of vital, vascularized tissue,
potentially reducing the risk of capsular formation, migration and erosion of the implantable device through the
skin, and complications associated with Twiddler’s syndrome. CanGaroo may also facilitate the process of
implantation and of device removal during replacement, as well as enhance patient comfort.

Additional Cardiovascular Products

Through our direct sales force and independent sales agents, we also sell additional cardiovascular products
derived from our specialized SIS ECM, all of which received 510(k) regulatory clearance as medical devices.
Proxicor is cleared for use as an intracardiac patch or pledget, for tissue repair, i.e., atrial septal defect, ventricular
septal defect and suture-line buttressing, as well as for the reconstruction and repair of the pericardium. ProxiCor
enables cardiac and congenital heart surgeons to reestablish the essential native anatomical structures of the heart
and pericardium by providing a natural bio-scaffold that allows the patient’s own cells to form a new pericardial
layer. Tyke was developed based on a request by pediatric cardiovascular surgeons to deliver an ECM material
that maintained the biomechanical properties found in our existing products, but was thinner, more pliable and
better suited for intracardiac and branch pulmonary artery use in neonates and infants. Tyke is cleared for use in
neonates and infants for the repair of pericardial structures; as an epicardial covering for damaged or repaired
cardiac structures; and as a patch material for intracardiac defects, septal defect and annulus repair, suture-line
buttressing and cardiac repair. VasCure is cleared for use, and is used by cardiovascular, vascular and general
surgeons as, a patch material to repair or reconstruct the peripheral vasculature, including the carotid, renal, iliac,
femoral and tibial blood vessels and as a pledget or for suture line buttressing when repairing peripheral vessels.
VasCure can be modeled into site-specific tissue and conforms to repair defects easily.

Orthopedic/Spinal Repair Market
Market Opportunity

According to industry sources, in the United States in 2019, there were an estimated 1.5 million surgical
procedures for orthopedic and spinal repair, which, excluding the cost for spinal and orthopedic hardware, used
bone repair products valued at more than $2 billion. The number of such surgeries has increased over the last
several years, driven, in part, by a higher incidence of comorbidities and chronic inflammatory and degenerative
conditions, including osteoarthritis.

Spinal fusion, the leading application for bone fusion surgeries in the United States, involves the use of grafting
material to cause two vertebrae to grow together into one. In the United States in 2019, medical facilities
performed 695,000 spinal fusion surgeries, of which approximately 400,000 were lumbar operations. Lower
extremity applications, including ankle arthrodesis, or surgical immobilization of a joint by fusion of the adjacent
bones, now represent a bone fusion market of approximately 165,000 fusions. With improving fixation methods,
success rates have improved across these applications.

Limitations of Existing Solutions

Although success rates for orthopedic and spinal fusion have improved, inadequate bone healing remains one of
the leading causes of failure for any fusion procedure. Fusion is especially challenging in patients who have
underlying healing deficiencies because of such comorbidities as diabetes and obesity. Currently, autologous
bone, which is harvested from the patient, is considered the gold standard for bone fusions, as compared to bone
harvested from another individual, or an allograft. However, obtaining sufficient autologous material may not
always be possible, may not yield good quality material, may cause donor site morbidity and pain and has an
additional cost associated with its harvest. Other options, such as bone morphogenetic protein-2, or BMP-2, and
human graft products, both suffer from adverse effects that include, but are not limited to, bone resorption and
premature cellular death.

Our Solution

Our bone regenerative products are processed by a proprietary method designed to protect and preserve the native
bone cells (osteogenic) needed for bone formation and to decelerate cell apoptosis. Our products, besides being
osteogenic, are also osteoinductive (ability to recruit cells and to signal the need for bone formation) and
osteoconductive (three-dimensional scaffold appropriate for bone formation). These products, which have
handling properties that support their placement by the surgeon and their integration
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with the patient’s bone, are intended for use in patients mainly receiving orthopedic and spinal implants to
enhance the bone repair process and include FiberCel, ViBone and OsteGro V, all of which are viable, cellular
bone matrices.

FiberCel is a fiber-based bone repair product made from human tissue and engineered to be like natural tissue. It
is marketed for use in orthopedic or reconstructive bone grafting procedures in combination with autologous bone
or other forms of allograft bone or alone as a bone graft. FiberCel provides handling properties that are critical for
use as a bone void filler in various orthopedic and spinal procedures. FiberCel contains cancellous bone particles
with preserved living cells and demineralized cortical bone fibers to facilitate bone repair and healing.

ViBone is a particle-based bone repair product designed to perform and handle in a manner similar to an autograft
and is marketed for use as allograft bone. ViBone contains cancellous and demineralized cortical bone particles.

OsteGro V is our newest product leveraging our proprietary process designed to protect and preserve native bone
cells. OsteGro V is marketed for use for the repair, replacement or reconstruction of bone defects and contains
cancellous bone particles as well as demineralized cortical bone particles and fibers to enhance product handling.

Soft Tissue Reconstruction Market

Market Opportunity

According to certain third-party estimates, there were more than 100,000 procedures in the United States in 2019
using biologic matrices for plastic and reconstructive surgery, which constituted an approximately $500 million
market. Plastic and reconstructive surgery is performed to treat structures of the human body that are affected
aesthetically or functionally due to defects, abnormalities, trauma, infection, burns, tumors or disease. Plastic and
reconstructive surgery is generally performed to improve function and ability, but it may also be performed to
achieve a more natural appearance of the affected anatomical structure. Clinical practice of plastic and
reconstructive surgery includes: excision of tumors of the skin, vasculature, chest, oral and oropharyngeal cavities
and extremities and reconstructions of the same; debridement, skin grafting and skin flaps for burn
reconstructions; trauma surgery for the hands, upper and lower limbs and facial region; congenital or acquired
malformations related to the hands, face, skull and jaw; surgical removal of vascular abnormalities; a range of
aesthetic surgeries; and reconstructions of the breast, which is one of the most common applications of biologic
matrices.

Limitations of Existing Solutions

Autologous tissue repair procedures are options for stabilizing soft tissue defects in various applications.
However, these methods have limitations that include, but are not limited to, infection and extended healing
times. Synthetic products provide a substitute when autologous reconstruction is not feasible or desired. Yet, they
too have their limitations that include, but are not limited to, foreign body reaction which can lead to pain and
other complications. Human acellular dermal matrix, or HADM, products offer a biologic alternative for
reconstructive procedures, but they have their own limitations which can ultimately lead to issues with how
rapidly and to what extent an implant is integrated.

Our Solution

SimpliDerm was designed to offer improved biocompatibility and better functioning in the patient. It is marketed
for use for the repair or replacement of damaged or insufficient integumental tissue or for the repair,
reinforcement or supplemental support of soft tissue defects or any other homologous use of human integument.
SimpliDerm is a pre-hydrated, HADM manufactured with our patented cell removal technology, a process that
maintains the biological and structural integrity of the tissue’s extracellular matrix components and allows for
rapid integration, cellular repopulation and revascularization at the surgical site. Its structurally intact
extracellular matrix is designed to closely resemble that which occurs naturally.

Our Non-Core Products: Contract Manufacturing

We fulfill tissue processing contracts through our contract manufacturing services at our Richmond, California
facility in order to utilize as much as possible of the starting human biological material from
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which we produce our core orthopedic/spinal repair and soft tissue reconstruction products, leverage our existing
overhead and improve our cash flow. For the year ended December 31, 2019, our net sales from contract
manufacturing was approximately $12.0 million, representing approximately 27.9% of our total net sales.

Clinical Data

We have accumulated a substantial body of pre-clinical and clinical data for our Core Products. We believe that
the reported outcomes from our studies help to differentiate our Core Products in the marketplace.

Implantable Electronic Device

Pre-Clinical and Clinical Studies

In a pre-clinical rabbit model, the CanGaroo envelope was more successful in providing a barrier surrounding a
cardiovascular implantable electronic device, or CIED, compared to a pacemaker canister alone. To evaluate our
CanGaroo envelope, we have conducted two post-market studies involving 1,122 patients. We are also
conducting a retrospective study of approximately 600 patients, and are planning to initiate an additional 30-
patient retrospective study in the near term. The SECURE Study was a prospective, single arm, observational,
post-market study assessing patients who underwent the implantation of a CIED in a CanGaroo envelope. The
results of the SECURE Study provided evidence supporting the safety of the CanGaroo envelope when used for
the implantation of CIEDs in humans. The CARE Study was a retrospective, consecutive case series, post market
study. The low rates of CanGaroo envelope complications observed in the CARE Study support the safety of the
product when used in a human CIED implantation. The recently initiated CARE Plus Study is an ongoing
retrospective cohort study of the outcomes in patients who received a CanGaroo envelope, Medtronic’s synthetic
TYRX envelope or no envelope during their CIED implantation. The CARE Plus Study is being conducted at a
single site with an estimated 600 patients to be evaluated. The HEAL Study is a planned, retrospective cohort
study of 30 CIED patients who are presenting for their latest reoperation after a previous implantation. Patients
evaluated in the study will be from one of three cohorts based on whether a CanGaroo envelope, Medtronic’s
synthetic TYRX envelope or no envelope was used during the prior implantation.

Orthopedic/Spinal Repair

Pre-Clinical and Clinical Studies

Characterization studies were conducted to evaluate whether the manufacturing processes for our viable bone
matrices improve certain product characteristics affecting the key elements of bone formation, including
osteogenesis, osteoconduction and osteoinduction, versus traditional viable bone matrix manufacturing processes.
Our viable bone matrices showed improvements in all of these characteristics, as well as less cell death. A
prospective, post-market clinical study is being conducted to evaluate outcomes in patients undergoing cervical or
lumbar interbody fusion surgery using ViBone. This study is ongoing and interim results showed a decrease in
neck pain compared to the baseline. For the patients reviewed as of September 30, 2019, all patients displayed
either fusion or probable fusion at the surgery site.

Soft Tissue Reconstruction

Pre-Clinical and Clinical Studies

SimpliDerm was implanted in non-human primates and explanted at two weeks, four weeks and three months.
Tissue samples, characterized with staining, cytokine analysis and gene expression markers, showed a lower
inflammatory response than with the market-leading HADM. Currently, we are collecting clinical data in an
Investigational Review Board, or IRB, approved, retrospective, multi-center study evaluating patients who have
undergone breast reconstruction post-mastectomy with SimpliDerm and patients receiving other HADMs. These
data will inform us as to the design of future clinical feasibility and pivotal studies to support potential regulatory
applications for a breast reconstruction indication for SimpliDerm.

Preliminary Financial Results for the Third Quarter Ended September 30, 2020

We are currently finalizing our financial quarterly closing process for the three months ended September 30,
2020. While complete financial information and operating data are not yet available, set forth below are
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certain preliminary estimates of the results of operations that we expect to report for our third quarter of 2020.
However, our actual results may differ materially from these estimates due to the completion of our financial
closing procedures, final adjustments and other developments that may arise between now and the time the
financial results for the three months ended September 30, 2020 are finalized. All percentage comparisons to the
prior year comparable period are measured to the midpoint of the range provided below.

The following are our preliminary estimates for the three months ended September 30, 2020:

* Net sales is expected to be between $11.2 million and $11.4 million, a 1% increase from $11.1 million in

the corresponding prior year period. The estimated increase in net sales is due to the expected growth of
between $2.0 million and $2.2 million in net sales of our Core Products, largely offset by an expected
decline of between $1.9 million and $2.1 million in net sales of our Non-Core Products. Net sales
generated by our Core Products is expected to grow 27%, to between $9.9 million and 10.1 million in the
three months ended September 30, 2020 compared to $7.9 million in the three months ended

September 30, 2019. The estimated increase in net sales of our Core Products can be primarily attributed
to significant volume growth of our orthopedic/spinal repair products as well as SimpliDerm, the latter of
which was launched in the second half of 2019. The estimated increase in net sales of our
orthopedic/spinal repair products is due to a broadening of our commercial relationships. Net sales
generated by our Non-Core Products is expected to decrease by 60.0%, to between $1.2 million and

$1.4 million in the three months ended September 30, 2020 from $3.3 million in the three months ended
September 30, 2019. Despite initial shipments to three new customers during the three months ended
September 30, 2020, this estimated decrease is due largely to the reduction in the volume of products
purchased by one significant contract customer following the expiration of its contract with us in the first
half of 2020.

Gross margin is expected to be between 43% and 47%, a decline from 50% in the corresponding prior
year period. Gross margin, excluding intangible asset amortization, is expected to be between 50% and
54%, a decline from 57% in the corresponding prior year period. The estimated decline in gross margin is
due to an extended plant maintenance shutdown for two consecutive weeks during the third quarter of
2020. This shutdown caused idle capacity during the shutdown resulting in plant costs being charged
directly to cost of goods sold during this shutdown period rather than being a component of inventory. An
extended shutdown occurred in the fourth quarter of 2019 and as such, did not impact our gross margin in
the corresponding prior year period.

Loss from operations is expected to be between $2.2 million and $2.8 million, a 38.9% increase from
$1.8 million in the corresponding prior year period. The estimated increase in operating loss is due to the
gross margin impact of the extended plant shutdown noted above as well as various general and
administrative costs incurred in preparation for our initial public offering, including an estimated non-
cash charge of approximately $0.8 million related to the issuance of 375,000 shares of Series A
convertible preferred stock to an affiliate of HighCape Partners in exchange for the extinguishment of our
contingent obligation to pay them an advisory fee associated with the CorMatrix acquisition.

Because our financial quarterly closing procedures for the quarter ended September 30, 2020 are not yet
complete, we are unable to provide a preliminary estimate regarding our net loss at this time. However,
we expect to recognize a material amount of non-cash loss on extinguishment of debt during this period
resulting from the conversion of approximately $2.0 million in aggregate principal amount of convertible
bridge promissory notes into shares of our Series A convertible preferred stock in September 2020. We
also expect to recognize a material amount of non-cash preferred stock dividends during this period and
contingent and non-contingent beneficial conversion feature charges effecting net loss attributable to
common stockholders associated with the Series A convertible preferred stock issued in September 2020.

The estimates above represent the most current information available to management and do not present all
necessary information for an understanding of our financial condition as of and the results of operations for the
quarter ended September 30, 2020. We have provided a range for the preliminary results described above
primarily because our financial closing procedures for the quarter ended
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September 30, 2020 are not yet complete. As a result, there is a possibility that our final results will vary from
these preliminary estimates. We currently expect that our final results will be within the ranges described above.
It is possible, however, that our final results will not be within the ranges we currently estimate. The estimates for
the three months ended September 30, 2020 are not necessarily indicative of any future period and should be read
together with “Risk Factors,” “Special Note Regarding Forward-Looking Statements,” “Management’s
Discussion and Analysis of Financial Condition and Results of Operations,” “Selected Consolidated Financial
Data” and our financial statements and related notes included elsewhere in this prospectus.

The preliminary financial data included in this registration statement has been prepared by, and is the
responsibility of, our management. PricewaterhouseCoopers LLP has not audited, reviewed, compiled or applied
agreed-upon procedures with respect to the preliminary financial data. Accordingly, PricewaterhouseCoopers
LLP does not express an opinion or any other form of assurance with respect thereto.

We expect our closing procedures with respect to the three months ended September 30, 2020 to be completed in
November 2020. Accordingly, our financial statements as of and for the three months ended September 30, 2020
will not be available until after this offering is completed.

Risk Factors

Our business is subject to a number of risks that you should be aware of before making an investment decision.
You should carefully consider all of the information set forth in this prospectus and, in particular, should evaluate
the specific factors set forth under “Risk Factors” in deciding whether to invest in our common stock. Among
these important risks are the following:

* Our long-term growth depends on our ability to enhance our products, expand our product indications
and develop, acquire and commercialize additional product offerings.

» A substantial portion of our net sales is generated through our commercial partners and independent sales
agents, which subjects us to various risks.

+ Our revenue and profitability could be materially and adversely affected if we fail to maintain our
relationships with our existing contract manufacturing customers and enter into agreements with new
contract manufacturing customers, or if existing contract manufacturing customers reduce purchases of
our products. Our relationships with these customers also subject us to certain risks.

» We plan to expand our direct sales force, and if we are unable to successfully expand, manage and
maintain our direct sales force, we may not be able to generate greater market share and revenue growth.

*  We have incurred operating losses since our inception, expect to continue to incur significant expenses
and operating losses in the future, and may not be able to achieve or sustain profitability.

* Our business has been, and may continue to be, adversely affected by the outbreak of the novel strain of
coronavirus disease, COVID-19, and may be adversely affected by any future pandemic, epidemic or
outbreak of an infectious disease in the United States or worldwide.

» Adverse changes in general domestic and global economic conditions and instability and disruption of
credit markets, including as a result of the current COVID-19 pandemic or any other outbreak of an
infectious disease, could adversely affect our business, financial condition, results of operations and
liquidity.

* Our future growth depends on physician awareness of the distinctive characteristics, benefits, safety,
clinical efficacy and cost-effectiveness of our products.

* Our success depends on the continued and future acceptance of our products by the medical community.

*  We face significant and continuing competition from other companies, some of which have longer
operating histories, more established products and/or greater resources than we do, which could adversely
affect our business, financial condition and results of operations.
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* Pricing pressure, as a result of cost-containment efforts of our customers, purchasing groups, third-party
payors and governmental organizations, could adversely affect our sales and profitability.

» The processing of human tissue for our products is technically complex, requiring high levels of quality
control and precision, which subjects us to increased production risks.

» Because we depend upon a limited number of third-party suppliers and manufacturers and, in certain
cases, exclusive suppliers for raw materials essential to our business, we may incur significant product
development costs and experience material delivery delays if we lose any significant supplier, which
could materially and adversely affect our business, financial condition and results of operations.

+ If we are unable to obtain, maintain and adequately protect our intellectual property rights, our
competitive position could be harmed or we could be required to incur significant expenses to enforce or
defend our rights.

Corporate Information

We were incorporated in Delaware in August 2015 as a subsidiary of Tissue Banks International, Inc., or TBI
(now KeraLink International, or KeraLink). In November 2015, all of the assets and substantially all of the
liabilities of the musculoskeletal division of TBI were contributed to us and 75% of the ownership interests in us
were transferred to HighCape Partners QP, L.P., or HighCape Partners QP, certain of its affiliates, and Deerfield
Private Design Fund III, L.P., or Deerfield. Our offices are located at 12510 Prosperity Drive, Suite 370, Silver
Spring, Maryland 20904. Our telephone number is (240) 247-1170. Our corporate website is www.aziyo.com. The
information contained on, or that can be accessed through our website, is not incorporated by reference into this
prospectus, and you should not consider information on our website to be part of this prospectus or in deciding to
purchase our common stock.

Implications of Being an Emerging Growth Company and a Smaller Reporting Company

We are an “emerging growth company” as defined in the Jumpstart Our Business Startups Act of 2012, as
amended, or the JOBS Act, and a “smaller reporting company” as defined in Rule 12b-2 under the Securities
Exchange Act of 1934, as amended, or the Exchange Act. As such, we may take advantage of certain exemptions
from various reporting requirements that are applicable to other publicly traded entities that are not emerging
growth companies or smaller reporting companies. With respect to emerging growth companies, these
exemptions include:

« the option to present only two years of audited financial statements and only two years of related
Management’s Discussion and Analysis of Financial Condition and Results of Operations disclosure in
this prospectus;

 not being required to comply with the auditor attestation requirements of Section 404 of the Sarbanes-
Oxley Act of 2002, or the Sarbanes-Oxley Act;

» not being required to comply with any requirement that may be adopted by the Public Company
Accounting Oversight Board regarding mandatory audit firm rotation or a supplement to the auditor’s
report providing additional information about the audit and the financial statements (i.e., an auditor
discussion and analysis);

+ not being required to submit certain executive compensation matters to stockholder advisory votes, such
as “say-on-pay,” “say-on-frequency” and “say-on-golden parachutes;” and

» not being required to disclose certain executive compensation related items such as the correlation
between executive compensation and performance and comparisons of the chief executive officer’s
compensation to median employee compensation.

We have elected to take advantage of certain of these reduced disclosure obligations in the registration statement
of which this prospectus is a part and may elect to take advantage of some or all of these reduced reporting
requirements in the future. As a result, the information that we provide to our stockholders may be different than
the information you might receive from other public reporting companies in which you hold equity interests. See
“Risk Factors — Risks Related to Our Common Stock and this Offering — We are an ‘emerging growth
company’ and a ‘smaller reporting company,” and the reduced
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disclosure requirements applicable to emerging growth companies and smaller reporting companies may make
our common stock less attractive to investors.”

Section 107 of the JOBS Act also provides that an emerging growth company can take advantage of the extended
transition period, provided in Section 13(a) of the Exchange Act, for complying with new or revised accounting
standards. In other words, an emerging growth company can delay the adoption of certain accounting standards
until those standards would otherwise apply to private companies. We have elected to use this extended transition
period for complying with new or revised accounting standards until the earlier of the date we (i) are no longer an
emerging growth company or (ii) affirmatively and irrevocably opt out of the extended transition period provided
in the JOBS Act. As a result, our consolidated financial statements and the reported results of operations
contained therein may not be directly comparable to those of other public companies.

We will remain an emerging growth company until the earliest of: (i) the last day of the first fiscal year in which
our annual gross revenues are $1.07 billion or more; (ii) the last day of 2025; (iii) the date that we become a
“large accelerated filer” as defined in Rule 12b-2 under the Exchange Act, which would occur if the market value
of our common equity held by non-affiliates is $700 million or more as of the last business day of our most
recently completed second fiscal quarter; or (iv) the date on which we have issued more than $1.0 billion in non-
convertible debt securities during the previous three years.

Even after we cease to be an emerging growth company, we will remain a smaller reporting company until the
fiscal year following the earlier of (i) our determination that the market value of the voting and non-voting shares
held by non-affiliates is $250 million or more but less than $700 million as of the last business day of our second
fiscal quarter and our annual revenues are $100 million or more during our most recently completed fiscal year,
or (ii) the market value of the voting and non-voting shares held by non-affiliates is $700 million or more
measured on the last business day of our second fiscal quarter. If we are a smaller reporting company at the time
we cease to be an emerging growth company, we may continue to rely on exemptions from certain disclosure
requirements that are available to smaller reporting companies, including reduced financial and executive
compensation disclosure. In addition, even if we cease to be an emerging growth company, we will remain
exempt from the auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act provided we do not
qualify as an “accelerated filer” as defined in Rule 12b-2 under the Exchange Act, which would occur if our
annual revenue was $100 million or more during our most recently completed fiscal year and the market value of
our common equity held by non-affiliates is $75 million or more as of the last business day of our most recently
completed second fiscal quarter, and only after we have been subject to the reporting requirements of the
Exchange Act for a period of at least 12 calendar months.

12
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Class A common stock offered by us

Option to purchase additional
shares

Class A common stock to be
outstanding after this offering

Class B common stock to be
outstanding after this offering

Total Class A and Class B common
stock to be outstanding after this
offering

Use of proceeds

Voting rights

THE OFFERING
2,941,176 shares

The underwriters have a 30-day option to purchase up to 441,176
additional shares of our Class A common stock at the initial public
offering price less estimated underwriting discounts and
commissions.

7,827,031 shares (or 8,268,207 shares if the underwriters exercise
their option to purchase additional shares in full).

2,398,868 shares.

10,225,899 shares (or 10,667,075 shares if the underwriters exercise
their option to purchase additional shares in full).

We estimate that the net proceeds from this offering will be
approximately $43.0 million (or approximately $50.0 million if the
underwriters exercise in full their option to purchase additional
shares of our Class A common stock), at an assumed initial public
offering price of $17.00 per share, which is the midpoint of the
price range set forth on the cover page of this prospectus, after
deducting the estimated underwriting discount and commissions and
the estimated offering expenses payable by us. We anticipate that we
will use the net proceeds of this offering to hire additional sales
personnel and expand our marketing programs, to fund product
development and clinical research activities and the remainder for
working capital and other general corporate purposes. See “Use of
Proceeds” beginning on page 81 for additional information.

Following this offering, we will have two classes of common stock:
Class A common stock and Class B common stock. The rights of the
holders of Class A common stock and Class B common stock are
identical, except with respect to voting and conversion.

Each share of Class A common stock will be entitled to one vote and
shares of Class B common stock will be non-voting, except as may
be required by law.

Each share of Class B common stock may be converted into one
share of Class A common stock at the option of its holder, subject to
the ownership limitations provided for in our amended and restated
certificate of incorporation to become effective upon the closing of
this offering.

See “Description of Capital Stock” for additional information.
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Risk factors Investing in our common stock involves a high degree of risk. You
should carefully read the “Risk Factors” beginning on page 20 and
the other information included in this prospectus for a discussion of
factors you should consider carefully before deciding to invest in our
common stock.

Proposed Nasdaq Global Market
symbol “AZYO”

Certain of our existing stockholders, including entities affiliated with certain of our directors, have indicated an
interest in purchasing an aggregate of approximately $20 million in shares of our common stock in this offering
at the initial public offering price. However, because indications of interest are not binding agreements or
commitments to purchase, the underwriters may determine to sell more, fewer or no shares in this offering to any
or all of these stockholders, or any or all of these stockholders may determine to purchase more, fewer or no
shares in this offering. The underwriters will receive the same underwriting discount on any shares purchased by
these stockholders as they will on any other shares sold to the public in this offering. To the extent shares of
common stock offered hereby are purchased by entities affiliated with Deerfield, such shares will be issued in the
form of Class B common stock that will be convertible into an equivalent number of shares of our Class A
common stock. The public offering price of and underwriting discount on such shares of Class B common stock
will be identical to the shares of Class A common stock otherwise offered hereby. Unless otherwise indicated or
as the context otherwise requires, references to Class A common stock being offered hereby include the shares of
Class A common stock into which shares of our Class B common stock purchased in this offering are convertible,
and references to our "common stock" refer to shares of our Class A common stock and shares of our Class B
common stock or either, as the context may require.

The number of shares of our common stock that will be outstanding after this offering is based on 648,456 shares
of our Class A common stock and no shares of Class B common stock outstanding as of August 31, 2020,
assumes no issuance of Class B common stock in connection with this offering, and excludes:

+ 288,156 shares of our Class A common stock issuable upon exercise of stock options outstanding under
our 2015 Stock Option / Stock Issuance Plan, referred to as our 2015 Plan, as of August 31, 2020, at a
weighted-average exercise price of $6.43 per share;

* 740,957 shares of Class A common stock issuable upon the exercise of stock options and the settlement
of restricted stock units, or RSUs, to be granted in connection with this offering under our 2020 Incentive
Award Plan, referred to as our 2020 Plan, which will become effective in connection with this offering, to
certain of our executive officers, employees and consultants, at, with respect to such stock options, an
exercise price per share equal to the initial public offering price in this offering;

* 945,005 additional shares of our Class A common stock reserved for future issuance under our 2020 Plan,
which will become effective in connection with this offering, as well as any automatic increases in the
number of shares of our common stock reserved for future issuance under our 2020 Plan; and

* 143,150 shares of our Class A common stock that will become available for future issuance under our
2020 Employee Stock Purchase Plan, or our 2020 ESPP, which will become effective in connection with
this offering, and shares of our common stock that become available pursuant to provisions in the 2020
ESPP that automatically increase the share reserve under our 2020 ESPP.

Unless otherwise indicated, this prospectus reflects and assumes the following:

+ aone-for-13.9549 reverse stock split of our common stock, which became effective on September 29,
2020;

* the automatic conversion of all outstanding shares of our Series A convertible preferred stock into an
aggregate of 2,295,245 shares of our Class A common stock and of all outstanding shares of
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our Series A-1 convertible preferred stock into an aggregate of 1,317,425 shares of our Class B common
stock, in each case, upon the closing of this offering;

the issuance of an aggregate of 1,884,107 shares of our Class A common stock and 1,081,443 shares of
our Class B common stock to the holders of our Series A convertible preferred stock and Series A-1
convertible preferred stock, respectively, in respect of a liquidation preference payable to such holders in
kind immediately prior to the closing of this offering pursuant to our certificate of incorporation (as
currently in effect), based on an assumed initial public offering price of $17.00 per share (the midpoint of
the price range set forth on the cover page of this prospectus) (a $1.00 increase in the assumed initial
public offering price of $17.00 per share would decrease the number of shares of our Class A common
stock and Class B common stock issuable in respect of such liquidation preference by an aggregate of
104,672 shares and 60,080 shares, respectively; a $1.00 decrease in the assumed initial public offering
price of $17.00 per share would increase the number of shares of our Class A common stock and Class B
common stock issuable in respect of such liquidation preference by an aggregate of 117,757 shares and
67,590 shares, respectively);

the assumed net exercise of a warrant to purchase shares of our Class A common stock outstanding as of
August 31, 2020, which we refer to as the Common Stock Warrant, that will expire if not exercised prior
to the closing of this offering, and which will result in the issuance of 5,204 shares of our Class A
common stock, assuming the fair market value of our Class A common stock for purposes of such net
exercise will be equal to the assumed initial public offering price of $17.00 per share (the midpoint of the
price range set forth on the cover page of this prospectus) (a $1.00 increase in the assumed initial public
offering price of $17.00 per share would increase the number of shares of our Class A common stock
issuable in connection with such assumed net exercise by 137 shares; a $1.00 decrease in the assumed
initial public offering price of $17.00 per share would decrease the number of shares of our Class A
common stock issuable in connection with such assumed net exercise by 153 shares);

the assumed gross exercise, for an aggregate exercise price of approximately $0.4 million, of certain
warrants to purchase 405,000 shares of Series A preferred stock outstanding as of August 31, 2020, which
we refer to as the Preferred Stock Warrants, that will expire if not exercised prior to the closing of this
offering, which, assuming the automatic conversion of the shares of Series A preferred stock issued
pursuant to such exercise into shares of Class A common stock, will result in the issuance of 29,021
shares of our Class A common stock in respect of such conversion and an additional 23,822 shares of
Class A common stock in respect of the liquidation preference payable in kind to holders of our Series A
preferred stock immediately prior to the closing of this offering, in each case, upon the closing of this
offering;

the issuance and sale of an aggregate of (i) 5,039,427 shares of our Series A convertible preferred stock,
including 2,039,427 shares of our Series A convertible preferred stock issued upon the conversion of
approximately $2.0 million in aggregate principal amount of convertible promissory notes, which we
refer to as the 2020 Bridge Notes, together with accrued and unpaid interest thereon, and (ii) 375,000
shares of our Series A convertible preferred stock to an affiliate of HighCape Partners in exchange for the
extinguishment of our obligation to pay an advisory fee, in each case, in September 2020;

the filing and effectiveness of our current certificate of incorporation effecting a reclassification of our
then outstanding common stock to Class A common stock and authorizing our Series A-1 convertible
preferred stock and our Class B common stock and the issuance to Deerfield of 18,384,536 shares of
Series A-1 convertible preferred stock in exchange for an equal number of shares of Series A convertible
preferred stock pursuant to an exchange agreement, in each case, in September 2020;

no exercise of outstanding options or warrants after August 31, 2020, other than as described above;
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« the filing and effectiveness of our restated certificate of incorporation, which we refer to as our Post-IPO
Certificate of Incorporation, and the effectiveness of our amended and restated bylaws, which we refer to
as our Post-IPO Bylaws, which will occur upon the closing of this offering; and

* no exercise by the underwriters of their option to purchase additional shares of our Class A common
stock.
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SUMMARY CONSOLIDATED FINANCIAL DATA

The following tables set forth our summary consolidated financial data for the periods and as of the dates
indicated. We have derived the consolidated statements of operations data for the years ended December 31, 2018
and 2019 from our audited consolidated financial statements included elsewhere in this prospectus. We have
derived the consolidated statements of operations data for the six months ended June 30, 2019 and 2020 and the
consolidated balance sheet data as of June 30, 2020 from our unaudited consolidated financial statements
included elsewhere in this prospectus. We have prepared the unaudited consolidated financial information set
forth below on the same basis as our audited consolidated financial statements and have included all adjustments,
consisting only of normal recurring adjustments, that we consider necessary for a fair presentation of our
financial position and results of operations as of the applicable dates and for the applicable periods.

Our historical results are not necessarily indicative of the results that should be expected for any future period,
and our results for the interim period are not necessarily indicative of the results that should be expected for the
full year ending December 31, 2020. You should read the following summary consolidated financial data together
with the more detailed information contained in “Selected Consolidated Financial Data,” “Management’s
Discussion and Analysis of Financial Condition and Results of Operations” and our consolidated financial
statements and the related notes included elsewhere in this prospectus.

Year Ended Six Months Ended
December 31, June 30,
2018 2019 2019 2020

(in thousands, except share and per share data)
Consolidated Statements of Operations Data:

Net sales $ 39,038 $ 42,901 $ 19,709 $ 18,442
Cost of goods sold 23,093 23,133 10,376 9,443
Gross profit 15,945 19,768 9,333 8,999
Operating expenses:

Sales and marketing 13,165 16,161 7,157 8,297

General and administrative 8,520 9,616 4,293 5,699

Research and development 2,481 2,400 1,235 1,948

Total operating expenses 24,166 28,177 12,685 15,944

Loss from operations (8,221) (8,409) (3,352) (6,945)
Interest expense 5351119 5,381 2,686 2,783
Other (income) expense (2,200) (1,881) — —

Loss before provision for income taxes (11,540) (11,909) (6,038) (9,728)
Provision for income taxes 26 30 14 10
Net loss and net loss attributable to common

stockholders $ (11,566) $ (11,939) $ (6,052) $ (9,738)
Net loss per share attributable to common stockholders —

basic and diluted® $ (1837)$ (1848)$ (9.38)$  (15.02)

Weighted average shares of common stock outstanding used
to compute net loss per share attributable to common

stockholders — basic and diluted® 629,534 645,994 645,143 648,277
Pro forma net loss per share attributable to common
stockholders — basic and diluted (unaudited) (1.89) (1.48)

Pro forma weighted average shares of common stock
outstanding used to compute pro forma net loss per share
attributable to common stockholders — basic and diluted
(unaudited)™® 6,309,291 6,577,529

(1) See Notes 14 and 15 to our consolidated financial statements included elsewhere in this prospectus for an explanation of the method used
to calculate the historical and pro forma basic and diluted net loss per share attributable to common stockholders
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and the weighted average number of shares used in the computation of the per share amounts. All share and per share amounts set forth in
the table above have been adjusted to give retrospective effect to the one-for-13.9549 reverse stock split of our common stock effected on
September 29, 2020.

As of June 30, 2020

Pro Forma As
Actual Pro Forma®  Adjusted®®

(in thousands)

Consolidated Balance Sheet Data:

Cash $ 990 $ 4395 $ 47,395
Working capital® (3,310) 96 43,096
Total assets 42,195 46,590 88,600
Long-term debt, including current portion 26,061 24,061 24,061
Long-term revenue interest obligation, including current portion 19,433 19,433 19,433
Series A convertible preferred stock 44,899 — —
Total stockholders’ equity (deficit)(s) (64,723) (14,172) 28,827

() The pro forma consolidated balance sheet data gives effect to:

O Ref

the automatic conversion of all outstanding shares of our Series A convertible preferred stock into an aggregate of 2,295,245 shares
of our Class A common stock and of all outstanding shares of our Series A-1 convertible preferred stock into an aggregate of
1,317,425 shares of our Class B common stock, in each case, upon the closing of this offering;

the issuance of an aggregate of 1,884,107 shares of our Class A common stock and 1,081,443 shares of our Class B common stock
to the holders of our Series A convertible preferred stock and Series A-1 convertible preferred stock, respectively, in respect of a
liquidation preference payable to such holders in kind immediately prior to the closing of this offering pursuant to our certificate of
incorporation (as currently in effect), based on an assumed initial public offering price of $17.00 per share (the midpoint of the
price range set forth on the cover page of this prospectus);

the assumed net exercise of the Common Stock Warrant, which will result in the issuance of 5,204 shares of our Class A common
stock, assuming the fair market value of our Class A common stock for purposes of such net exercise will be equal to the assumed
initial public offering price of $17.00 per share (the midpoint of the price range set forth on the cover page of this prospectus);

the assumed gross exercise, for an aggregate exercise price of approximately $0.4 million, of our Preferred Stock Warrants, which,
assuming the automatic conversion of the shares of Series A preferred stock issued pursuant to such exercise into shares of Class A
common stock, will result in the issuance of 29,021 shares of our Class A common stock in respect of such conversion and an
additional 23,822 shares of Class A common stock in respect of the liquidation preference payable in kind to holders of our Series A
preferred stock immediately prior to the closing of this offering;

the issuance and sale of an aggregate of (i) 5,039,427 shares of our Series A convertible preferred stock, including 2,039,427 shares
of our Series A convertible preferred stock issued upon the conversion of approximately $2.0 million in aggregate principal amount
of the 2020 Bridge Notes, together with accrued and unpaid interest thereon, and (ii) 375,000 shares of our Series A convertible
preferred stock to an affiliate of HighCape Partners in exchange for the extinguishment of our obligation to pay an advisory fee, in
each case, in September 2020; and

the filing and effectiveness of our current certificate of incorporation effecting a reclassification of our then outstanding common
stock to Class A common stock and authorizing our Series A-1 convertible preferred stock and our Class B common stock and the
issuance to Deerfield of 18,384,536 shares of Series A-1 convertible preferred stock in exchange for an equal number of shares of
Series A convertible preferred stock pursuant to an exchange agreement, in each case, in September 2020.

The number of shares of common stock issuable to holders of our Series A and Series A-1 convertible preferred stock in respect of the
liquidation preference described above, the number of shares of Class A common stock issuable upon the net exercise of the Common
Stock Warrant and the number of shares of Series A convertible preferred stock issuable upon the assumed net exercise of the Preferred
Stock Warrants, in each case, as described above, will depend on the actual initial public offering price determined at pricing. See “—
The Offering” for information regarding the expected impact of a $1.00 increase or decrease in the assumed initial public offering price
per share on the number of shares issuable in connection with the events described in the foregoing sentence.

lects the pro forma adjustments described in footnote (1) and the issuance and sale of shares of common stock in this offering at an

assumed initial public offering price of $17.00 per share, which is the midpoint of the price range set forth on the cover page of this
prospectus, after deducting the estimated underwriting discount and commissions and estimated offering expenses payable by us.

®Each $1.00 increase (decrease) in the assumed initial public offering price of $17.00 per share, which is the midpoint of the price range set

fort

h on the cover page of this prospectus, would increase (decrease) the pro forma as adjusted amount of each of cash, working capital,

total assets, additional paid-in capital and total stockholders’ equity by $2.7 million, assuming that the number
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of shares offered by us, as set forth on the cover page of this prospectus, remains the same and after deducting the estimated underwriting
discount and commissions and estimated offering expenses payable by us. Similarly, each increase (decrease) of 1.0 million shares in the
number of shares offered by us at the assumed initial public offering price, after deducting the estimated underwriting discount and
commissions and estimated offering expenses payable by us, would increase (decrease) each of cash, working capital, total assets,
additional paid-in capital and total stockholders’ equity by $15.8 million. The pro forma information discussed above is illustrative only
and will be adjusted based on the actual initial public offering price and other terms of our initial public offering determined at pricing.

@ We define working capital as our total current assets less our total current liabilities. See our consolidated financial statements included
elsewhere in this prospectus for further details regarding our current assets and liabilities.

) The pro forma and pro forma as adjusted columns do not reflect the non-cash potential loss on extinguishment of debt related to the
conversion of the 2020 Bridge Notes, see Note 20 to our consolidated financial statements included elsewhere in this prospectus.

Non-GAAP Financial Measures

This prospectus presents our gross margin, excluding intangible asset amortization, for the years ended December
31, 2018 and 2019 and for the six months ended June 30, 2019 and 2020. We calculate gross margin, excluding
intangible asset amortization, as gross profit, excluding amortization expense relating to intangible assets we
acquired in our acquisition of all of the commercial assets of CorMatrix Cardiovascular, Inc., or CorMatrix, in
2017, or the CorMatrix Acquisition, divided by net sales. Gross margin, excluding intangible asset amortization,
is a supplemental measure of our performance, is not defined by or presented in accordance with U.S. generally
accepted accounting principles, or GAAP, has limitations as an analytical tool and should not be considered in
isolation or as an alternative to our GAAP gross margin, gross profit or any other financial performance measure
presented in accordance with GAAP. We present gross margin, excluding intangible asset amortization, because
we believe that it provides meaningful supplemental information regarding our operating performance by
removing the impact of amortization expense, which is not indicative of our overall operating performance. We
believe this provides our management and investors with useful information to facilitate period-to-period
comparisons of our operating results. Our management uses this metric in assessing the health of our business
and our operating performance, and we believe investors’ understanding of our operating performance is
similarly enhanced by our presentation of this metric.

Although we use gross margin, excluding intangible asset amortization, as described above, this metric has
limitations as an analytical tool and should not be considered in isolation or as a substitute for financial
information presented in accordance with GAAP. In addition, other companies, including companies in our
industry, may use other measures to evaluate their performance, which could reduce the usefulness of this non-
GAAP financial measure as a tool for comparison.

The following table presents a reconciliation of our gross margin, excluding intangible asset amortization, for the
years ended December 31, 2018 and 2019 and for the six months ended June 30, 2019 and 2020 to the most
directly comparable GAAP financial measure, which is our GAAP gross margin.

Year Ended December 31, Six Months Ended June 30,

2018 2019 2019 2020
(dollars in thousands)

Net sales $39,038  $ 42,901 $19,709 $ 18,442

Cost of Goods Sold 23,093 23,133 10,376 9,443
Gross profit $15945 $19,768 $ 9,333 $ 8,999

Intangible amortization expense $ 3,398 $ 3,398 $ 1,699 $ 1,699
Cost of Goods Sold, excluding intangible amortization $19,695 $19,735 $ 8,677 $ 7,744
Gross profit, excluding intangible amortization $19,343  $ 23,166 $11,032 $ 10,698
Gross margin 41% 46% 47% 49%
Gross margin, excluding intangible amortization 50% 54% 56% 58%
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RISK FACTORS

Investing in our common stock involves a high degree of risk. You should carefully consider the risks and
uncertainties described below and the other information in this prospectus before making an investment in our
common stock. Our business, financial condition, results of operations and prospects could be materially and
adversely daffected if any of these risks occurs, and as a result, the market price of our common stock could
decline and you could lose all or part of your investment. This prospectus also contains forward-looking
statements that involve risks and uncertainties. See “Special Note Regarding Forward-Looking Statements.” Our
actual results could differ materially and adversely from those anticipated in these forward-looking statements as
a result of certain factors, including those set forth below.

Risks Related to Our Business

Our long-term growth depends on our ability to enhance our products, expand our product indications and
develop, acquire and commercialize additional product offerings.

Our industry is highly competitive and subject to rapid change and technological advancements. Competition
intensifies as technical advances in each field are made and become more widely known. We can give no
assurance that others will not develop products, services and processes with significant advantages over the
products, services and processes that we offer or are seeking to develop. It is, therefore, important to our business
that we continue to enhance our existing product offerings, expand our product indications and develop or
otherwise introduce and successfully commercialize new products. Developing, acquiring and commercializing
products is expensive and time-consuming and could divert management’s attention away from our core business.
Even if we are successful in developing additional products, the success of any new product offering or
enhancements to any of our existing products will depend on several factors, including our ability to:

« properly identify and anticipate physician and patient needs;

* develop and introduce new products and product enhancements in a timely manner;
« distinguish our products from those of our competitors;

+ develop an effective and dedicated sales and marketing team;

« enter into successful agreements with commercial partners, independent sales agents and other third
parties where it is beneficial for us to do so;

 adequately protect our intellectual property, avoid infringing, misappropriating or otherwise violating the
intellectual property rights of third parties and obtain and maintain necessary intellectual property
licenses from third parties;

* demonstrate, if required, the safety and efficacy of new products with data from pre-clinical studies and
clinical trials;

+ obtain the necessary regulatory clearances or approvals for new products, product enhancements and
expanded indications;

» maintain full compliance with FDA, European Union Medical Devices regulations and other regulatory
requirements applicable to new devices or products or modifications of existing devices or products;

+ provide adequate training to potential users of our products;
+ receive adequate coverage and reimbursement for our products; and
+ otherwise compete effectively against products and enhancements developed by our competitors.

If we are not successful in expanding our indications and developing, acquiring and commercializing new
products and product enhancements, our ability to increase our net sales may be impaired, which could have a
material adverse effect on our business, financial condition and results of operations. In addition, 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 or other innovation.
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Even if we are able to successfully develop and commercialize new product offerings or enhancements, they may
be quickly rendered obsolete by changing customer preferences or the introduction by our competitors of
products embodying new technologies or features and/or otherwise not produce sales in excess of the costs of
development, any of which could also materially and adversely affect our business, financial condition and results
of operations. Furthermore, to the extent we seek to enhance our products and broaden our product portfolio
through acquisitions or other commercial transactions, we will be subject to additional risks. See “— We
regularly evaluate opportunities to make acquisitions of, investments in, and licenses or other commercial
arrangements involving, other companies or technologies, and to enter into other strategic transactions. These
transactions entail significant risks.”

A substantial portion of our net sales is generated through our commercial partners and independent sales
agents, which subjects us to various risks.

We currently rely on the efforts of our commercial partners and independent sales agents to generate a substantial
portion of our net sales, and we expect to continue to rely on these third parties to generate a substantial portion
of our net sales in the future while we work to grow our direct sales force. As a result, the impairment or
termination of these relationships for any reason, or the failure of these parties to diligently sell our products and
comply with applicable laws and regulations, could materially and adversely affect our ability to generate
revenue and profits. Because our commercial partners and independent sales agents control the relationships with
our end customers, if our relationship with any commercial partner or independent sales agent ends, we will
likely also lose our relationship with their customers. Furthermore, our success is partially dependent on the
willingness and ability of the sales representatives and other employees of our commercial partners and
independent sales agents to diligently sell our products. However, we cannot guarantee that they will be
successful in marketing our products. In addition, because our commercial partners and independent sales agents
do not sell our products exclusively, they may focus their sales efforts and resources on other products that
produce better margins or greater commissions for them or are incorporated into a broader strategic relationship
with a partner. Because we do not control the sales representatives and other employees of our commercial
partners, we cannot guarantee that our sales processes, regulatory compliance and other priorities will be
consistently communicated and executed. In addition, we do not have staff in many of the areas covered by our
commercial partners and independent sales agents, which makes it particularly difficult for us to monitor their
performance. While we may take steps to mitigate the risks associated with noncompliance by our commercial
partners and independent sales agents, there remains a risk that they will not comply with regulatory requirements
or our requirements and policies. Actions by the sales representatives and other employees of our commercial
partners and independent sales agents that are beyond our control could result in flat or declining sales in that
territory, harm to the reputation of our company or our products or legal liability, any of which could have a
material adverse effect on our business, financial condition and results of operations. In addition to the risk of
losing customers, the operation of local laws and our agreements with our commercial partners and independent
sales agents would make it difficult for us to replace a commercial partner or independent sales agent we feel is
underperforming.

In order to increase our sales, particularly with respect to our Core Products, we intend to develop relationships
and arrangements with additional commercial partners and/or independent sales agents, which we may not be
able to do on commercially reasonable terms or at all. If we are unable to establish new commercial partner and
independent sales agent relationships and maintain our relationships with our existing commercial partners and
independent sales agents, in each case, on commercially reasonable terms, we will be unable to increase sales of
our products and our business, financial condition and results of operations could be materially and adversely
affected.

In addition, certain of our commercial partners may, from time to time, account for a significant portion of our net
sales and/or accounts receivable. Sales to Surgalign Holdings, one of our commercial partners, accounted for
12% and 11% of our net sales during the year ended December 31, 2019 and six months ended June 30, 2020,
respectively and represented 23% and 13% of our accounts receivable as of December 31, 2019 and June 30,
2020, respectively. Sales to Medtronic, also one of our commercial partners, accounted for 15% of our net sales
during the six months ended June 30, 2020 and represented 27% of our accounts receivable as of June 30, 2020.
The loss of one or more significant commercial partners, or a material reduction in their purchases of our
products, would adversely affect our business,
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financial condition and results of operations. We are also subject to the risk that any such commercial partner will
experience financial difficulties that prevent them from making payments to us on a timely basis or at all.

Our revenue and profitability could be materially and adversely affected if we fail to maintain our
relationships with our existing contract manufacturing customers and enter into agreements with new
contract manufacturing customers, or if existing contract manufacturing customers reduce purchases of our
products. Our relationships with these customers also subject us to certain risks.

Our contract manufacturing operations are an important component of our business, enabling us to utilize as
much as possible of the human biological material from which we produce our core orthopedic/spinal repair and
soft tissue reconstruction products, leverage our existing overhead and improve our cash flow. In addition, we
have historically generated a significant portion of our net sales from our contract manufacturing customers,
which represented approximately 41.8% and 27.9% of our net sales for the years ended December 31, 2018 and
2019, respectively and 30.6% and 15.4% of our net sales for the six months ended June 30, 2019 and 2020,
respectively. As a result, if we are unable to maintain our relationships with our existing contract manufacturing
customers and establish relationships with new contract manufacturing customers on terms that are favorable to
us, or if our existing contract manufacturing customers materially reduce their purchases of our products, our
sales and profitability will be adversely affected.

In addition, although we have invested, and expect to continue to invest, significant time and resources
cultivating our relationships with these customers, these relationships subject us to certain risks. For example, our
contract manufacturing customers may use their experience with our products to develop their own solutions,
which they may be able to produce at a lower cost than the price they pay for our products. This is particularly
true given that many of our customers are large, established companies that may be able to achieve greater
economies of scale in manufacturing and production and/or experience synergies from vertical integration. In
addition, our contract manufacturing customers routinely audit and inspect our facilities, processes and practices
to ensure that our manufacturing process and products meet their internal standards and applicable regulatory
standards. To date, we have passed all such audits and inspections. However, we may not do so in the future, and
any failure to perform to our customers’ satisfaction in these audits could significantly harm our relationships
with them and our reputation, which could materially and adversely affect our business, financial condition and
results of operations. Furthermore, the need to comply with our customers’ internal requirements could result in
increased development, manufacturing, warranty and administrative costs. A significant increase in these costs
could adversely affect our business, financial condition and results of operations. There is also a risk that we may
be unable to supply products in the quantities and of the quality required by these customers within their required
timeframes, which would also jeopardize our relationships with them. Disagreements or disputes may also arise
from time to time. Any of these events, to the extent they cause our customers to reduce purchases of our
products or terminate their relationships with us, could have a material adverse effect on our business, financial
condition and results of operations.

In addition, our sales to these customers may be impacted by changes in their buying habits over which we have
no control. Such changes may be driven by, among other things, changes in market share, cyclicality, inventory
reductions, spending patterns, cost-cutting measures, product development activity and timelines and changes in
supply chain management, as well as the impact of general economic conditions. These customers may also
experience financial difficulties or other problems that may prevent them from making payments to us on a
timely basis or at all. Any of these events could cause our operating results to fluctuate from period to period,
make it more difficult for us to manage our inventory and production schedules and otherwise adversely affect
our business, financial condition and results of operations.

We plan to expand our direct sales force, and if we are unable to successfully expand, manage and maintain
our direct sales force, we may not be able to generate greater market share and revenue growth.

Prior to the CorMatrix Acquisition, we had a very small direct sales force and sold our Core Products primarily
through independent sales agents or to other companies for resale or incorporation into their products. Though
our orthopedic/spinal repair products are now primarily sold through our commercial partners, we currently
utilize our direct sales force to sell CanGaroo and our cardiovascular products, as
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well as our SimpliDerm product. As of June 30, 2020, our direct sales organization consisted of 27 sales
representatives, who are focused on increasing market access and market penetration by selling our products,
managing our commercial partners, who assist in selling CanGaroo, and providing technical assistance. Our
operating results are directly dependent upon the efforts of these employees. If our direct sales force fails to
adequately promote, market and sell our products and effectively manage and assist our commercial partners, our
net sales may be adversely affected.

In addition, in order to expand our network of hospital and physician customers, drive deeper penetration in our
current accounts and provide additional technical assistance to our commercial partners, we plan to expand the
size and geographic scope of our direct sales force. This growth may require us to split or adjust existing sales
territories, which may adversely affect our ability to retain customers in those territories. Additionally, our future
success will depend largely on our ability to continue to hire, train, retain and motivate skilled sales personnel
with significant industry experience and technical knowledge of regenerative medicine and related products.
Because the competition for their services is high, we cannot assure you we will be able to hire and retain
additional personnel on favorable or commercially reasonable terms, if at all. Failure to hire or retain qualified
sales personnel would prevent us from expanding our business and generating additional revenue. In addition, it
typically takes a substantial period of time before newly hired sales personnel are effective. Though we currently
utilize commercial partners and independent sales agents to sell certain of our products, there is no guarantee that
we will be able to establish relationships with additional parties, or that our existing commercial partners and
independent sales agents will purchase or otherwise commercialize any products we may seek to introduce in the
future. If we are unable to expand our sales and marketing capabilities, we may not be able to effectively
commercialize our products, which could have a material adverse effect on our business, financial condition and
results of operations.

We are working to grow our direct sales force for certain of our products, which may result in higher fixed
costs and may slow our ability to reduce costs in the face of a sudden decline in demand for our products.

A key component of our growth involves expanding the size and geographic scope of our direct sales force. A
direct sales force may subject us to higher fixed costs than those of other companies that market competing
products primarily through third parties due to the costs that we will bear associated with employee benefits,
training and managing sales personnel. As a result, we could be at a competitive disadvantage relative to
competitors who rely more heavily on third parties to market and sell their products. Additionally, these fixed
costs may slow our ability to reduce costs in the face of a sudden decline in demand for our products, which
could have a material adverse effect on our business, financial condition and results of operations.

We have incurred operating losses since our inception, expect to continue to incur significant expenses and
operating losses in the future, and may not be able to achieve or sustain profitability.

We have incurred net losses since our inception in 2015. For the years ended December 31, 2018 and 2019, we
had net losses of $11.6 million and $11.9 million, respectively, and for the six months ended June 30, 2019 and
2020, we had net losses of $6.1 million and $9.7 million, respectively. As of June 30, 2020, we had an
accumulated deficit of $66.7 million. To date, we have financed our operations primarily through private
placements of our convertible preferred stock, amounts borrowed under our credit facilities and sales of our
products. We have devoted the majority of our resources to acquisition and integration, manufacturing costs,
research and development, clinical activity and investing in our commercial infrastructure through our direct
sales force and commercial partners in order to expand our presence and to promote awareness and adoption of
our products.

We expect that our operating expenses will continue to increase as we grow our sales organization, expand our
product development and clinical and research activities, and incur additional costs associated with being a public
company. As a result, we expect to continue to incur operating losses in the future and may never achieve
profitability. Furthermore, even if we do achieve profitability, we may not be able to sustain or increase
profitability on an ongoing basis. If we do not achieve or sustain profitability, it will be more difficult for us to
finance our business and accomplish our strategic objectives, either of which would have a material adverse
effect on our business, financial condition and results of operations and
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cause the market price of our Class A common stock to decline. In addition, failure of our products to
significantly penetrate existing or new markets would negatively affect our business, financial condition and
results of operations.

Our recurring losses from operations and financial condition raise substantial doubt about our ability to
continue as a going concern.

Without giving effect to the anticipated net proceeds from this offering, based on our current operating plans,
there is substantial doubt as to whether our future cash flows together with our existing cash will be sufficient to
meet our anticipated operating needs into 2021. In our audited consolidated financial statements for the year
ended December 31, 2019 and our unaudited interim consolidated financial statements for the six months ended
June 30, 2020, we concluded that this circumstance raised substantial doubt about our ability to continue as a
going concern within one year from the original issuance date of such financial statements and from the date of
the registration statement of which this prospectus forms a part. Similarly, in its report on such financial
statements, our independent registered public accounting firm included an explanatory paragraph stating that our
recurring losses from operations and accumulated deficit raise substantial doubt about our ability to continue as a
going concern. If our existing resources are not sufficient and we are unable to increase our product sales, we will
need to raise additional capital to finance our operations, which we may not be able to do on acceptable terms or
at all. If we are unable to increase our sales and/or raise additional capital and continue as a going concern, we
may have to liquidate the company, and it is likely that investors will lose all or a part of their investment. After
this offering, in our own required quarterly assessments, we may again conclude that there is substantial doubt
about our ability to continue as a going concern, and future reports from our independent registered public
accounting firm may also contain statements expressing substantial doubt about our ability to continue as a going
concern. If we seek additional financing to fund our business activities in the future and there remains substantial
doubt about our ability to continue as a going concern, investors or other financing sources may be unwilling to
provide additional funding on commercially reasonable terms or at all.

Our business has been, and may continue to be, adversely affected by the outbreak of the novel strain of
coronavirus disease, COVID-19, and may be adversely affected by any future pandemic, epidemic or outbreak
of an infectious disease in the United States or worldwide.

If a pandemic, epidemic or outbreak of an infectious disease occurs in the United States or worldwide, our
business may be adversely affected. In December 2019, a novel strain of coronavirus, SARS-CoV-2, was
identified in Wuhan, China. Since then, SARS-CoV-2, and the resulting disease, COVID-19, has spread to most
countries and all 50 states within the United States. The COVID-19 pandemic has negatively impacted our
business, financial condition and results of operations by significantly decreasing and delaying the number of
procedures performed using our products, and we expect the pandemic to continue to negatively impact our
business, financial condition and results of operations. Similar to the general trend in elective and other surgical
procedures, the number of procedures performed using our products has decreased significantly as healthcare
organizations in the United States have prioritized the treatment of patients with COVID-19 or have otherwise
altered their operations to prepare for and respond to the pandemic. For example, in the United States,
governmental authorities have recommended, and in certain cases required, that elective, specialty and other non-
emergency procedures and appointments be suspended or canceled in order to avoid patient exposure to medical
environments and the risk of potential infection with the novel coronavirus, and to focus limited resources and
personnel capacity on the treatment of COVID-19 patients. Beginning in March 2020, a significant number of
procedures using our products have been postponed or cancelled, which has negatively impacted sales of our
products. Decreases in procedures have been most prevalent in regions experiencing significant outbreaks, while
healthcare organizations in other regions have continued to undertake procedures using our products at reduced
levels as compared to before the pandemic. The COVID-19 pandemic could also adversely impact the initiation,
continuation and completion of our clinical trials by, for example, delaying procedures using our products or
reducing the number of patients, healthcare providers or clinical facilities available or willing to participate in the
clinical trials. These delays could result in increased costs, delays in advancing our product development, delays
in testing the effectiveness of our technology or termination of the clinical studies altogether. These measures and
challenges will likely continue for the duration of the pandemic, which is uncertain, and may continue to reduce
our net sales and negatively
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impact our business, financial condition and results of operations while the pandemic continues. Further, even
after the pandemic ultimately subsides, we anticipate there will be a substantial backlog of patients seeking
procedures and appointments for a variety of medical conditions and, as a result, patients seeking procedures
performed using our products will have to navigate limited provider capacity. We believe this limited capacity of
providers, hospitals and other healthcare facilities could have a significant adverse effect on our business,
financial condition and results of operations during and following the COVID-19 pandemic.

Numerous state and local jurisdictions, including those where our facilities are located, have imposed, and others
in the future may impose, “shelter-in-place” orders, quarantines, executive orders and similar government orders
and restrictions for their residents to control the spread of COVID-19. Such orders or restrictions have resulted in
reduced operations at our manufacturing facilities, travel restrictions and cancellation of events and have
restricted the ability of our sales representatives and those of our commercial partners and independent sales
agents to attend procedures in which our products are used, among other effects, thereby significantly and
negatively impacting our operations. Other disruptions or potential disruptions include restrictions on the ability
of our sales representatives and other personnel, and those of our commercial partners and independent sales
agents, to travel and access customers for training and case support; inability of our suppliers to manufacture and
deliver to us on a timely basis or at all; delays in our ability to obtain medical records for tissue donors, which we
need in order to release our products; disruptions in our production schedule and ability to manufacture and
assemble products; inventory shortages or obsolescence; delays in actions of regulatory bodies; delays in clinical
trials and studies; diversion of or limitations on employee resources that would otherwise be focused on the
operations of our business, including because of sickness of employees or their families or the desire of
employees to avoid contact with groups of people; delays in growing or reductions in our direct sales force,
including through delays in hiring, lay-offs, furloughs or other losses of sales representatives; restrictions in our
ability to ship our products to customers; business adjustments or disruptions of certain third parties, including
suppliers, medical institutions and clinical investigators with whom we conduct business; negative impact on our
customers’ credit profiles, which may adversely impact our future collection experience; and additional
government requirements or other incremental mitigation efforts that may further impact our or our suppliers’
capacity to manufacture our products. The extent, to which the COVID-19 pandemic or any future pandemic,
epidemic or outbreak of an infectious disease impacts our business, will depend on future events and
developments, which are highly uncertain and cannot be predicted, including the severity and spread of the
disease and the effectiveness of actions to contain the disease or treat its impact, among others. As new
information regarding COVID-19 continues to emerge, it is difficult to predict what impact this disease will
ultimately have on our business.

Adverse changes in general domestic and global economic conditions and instability and disruption of credit
markets, including as a result of the current COVID-19 pandemic or any other outbreak of an infectious
disease, could adversely affect our business, financial condition, results of operations and liquidity.

We are subject to risks arising from adverse changes in general domestic and global economic conditions,
including any recession, economic slowdown or disruption of credit markets. While the potential economic
impact brought by, and the duration of, any pandemic, epidemic or outbreak of an infectious disease, including
COVID-19, may be difficult to assess or predict, the current COVID-19 pandemic has resulted in, and may
continue to result in, significant disruption of global financial markets. These events, and any financial crisis that
may occur in the future, could make it more difficult and more expensive for hospitals and health systems to
obtain credit, which may contribute to pressures on their operating margins. As a result, hospitals and health
systems may curtail and reduce capital and overall spending, which may have a significant adverse effect on our
business. In addition, the current economic downturn that has resulted from the COVID-19 pandemic has resulted
and may continue to result in, and any economic downturn that may occur in the future may also result in, higher
unemployment and a reduction in the number of individuals covered by private insurance, which may result in an
increase in the cost of uncompensated care for hospitals. Higher unemployment may also result in a shift in
reimbursement patterns as unemployed individuals switch from private plans to public plans such as U.S.
Medicaid or Medicare. As economic conditions deteriorate and unemployment increases, any significant shift in
coverage for the unemployed may have an unfavorable impact on our business.
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In addition, the current COVID-19 pandemic and any other disruption in the capital and credit markets could
impede our access to capital, which could be further adversely affected if we are unable to maintain our current
credit ratings. Should we have limited access to additional financing sources, we may need to defer capital
expenditures or seek other sources of liquidity, which may not be available to us on acceptable terms or at all.
Similarly, if our suppliers face challenges in obtaining credit or other financial difficulties, they may be unable to
provide the materials required to manufacture our products. All of these factors related to global economic
conditions, which are beyond our control, could adversely impact our business, financial condition, results of
operations and liquidity.

Our future growth depends on physician awareness of the distinctive characteristics, benefits, safety, clinical
efficacy and cost-effectiveness of our products.

We focus our sales, marketing and training efforts on physicians, surgeons and other healthcare professionals.
The acceptance of our products depends in part on our ability to educate these individuals as to the distinctive
characteristics, benefits, safety, clinical efficacy and cost-effectiveness of our products compared to alternative
products, procedures and therapies. We support our direct sales force, commercial partners and independent sales
agents through in-person educational programs and online medical educational materials, among other things. We
also produce marketing materials, including materials outlining our products, for our sales teams using printed,
video and multimedia formats. However, our efforts to educate physicians, surgeons and other healthcare
professionals regarding our products may not be successful, particularly in markets in which we rely exclusively
on the efforts of our commercial partners and independent sales agents. A failure to educate physicians and
surgeons may impair our ability to achieve market acceptance of our products and adversely affect our business,
financial condition and results of operations.

Our success depends on the continued and future acceptance of our products by the medical community.

Even if we are able to increase awareness of our products among healthcare professionals, there can be no
assurance that this will translate into greater acceptance of our products by the medical community. We believe
physicians, surgeons and other healthcare professionals will only adopt our products if they determine, based on
experience, clinical data and published peer reviewed journal articles, that the use of our products in a particular
procedure is a favorable alternative to other available methods. Physicians also are more interested in using cost-
effective products as they face increasing cost-containment pressure. In general, physicians may be slow to
change their medical treatment practices and adopt our products for a variety of reasons, including, among others:

« their lack of experience using our products;

« lack of evidence supporting additional patient benefits from use of our products over conventional
methods;

 pressure to contain costs;

+ preference for other treatment modalities or our competitors’ products;

 perceived liability risks generally associated with the use of new products and procedures;
* limited availability of coverage and/or reimbursement from third-party payors; and

* the time that must be dedicated to learning how to use our products.

The degree of market acceptance of our products will continue to depend on a number of factors, some of which
are outside of our control, including, among other things:

+ the actual and perceived safety and efficacy of our products;
« the potential and perceived advantages of our products over alternative treatments;
* clinical data and the clinical indications for which our products are approved;

 product labeling or product insert requirements of the FDA, the European Union or other regulatory
authorities, including any limitations or warnings contained in approved labeling;

« the cost of using our products relative to the use of our competitors’ products or alternative treatment
modalities;
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« relative convenience and ease of administration;

« the strength of marketing and distribution support;

* the timing of market introduction of competitive products;

 publicity concerning our products or competing products and treatments;

 our reputation and the reputation of our products;

« the prevalence and severity of any adverse events patients experience involving our products;

* the shelf life of our products and our ability to manage the logistics of the end-user supply chain; and

« sufficient and readily accessible third-party insurance coverage and reimbursement for procedures
incorporating our products.

In addition, we believe recommendations for, and support of our products by, influential physicians are essential
for market acceptance and adoption. If we do not receive this support (e.g., because we are unable to demonstrate
favorable long-term clinical data or otherwise), physicians and hospitals may not use our products, which would
significantly impair our ability to increase our sales and prevent us from achieving and sustaining profitability.

Unfavorable results from any of our pre-clinical studies or clinical trials, comparative effectiveness, economic
or other studies, or from similar trials or studies conducted by others, may negatively affect the use or adoption
of our products by physicians, hospitals and payors, which could have a negative impact on the market
acceptance of our products and their profitability.

We regularly conduct a variety of pre-clinical studies and clinical trials, comparative effectiveness studies and
economic and other studies of our products in an effort to generate clinical and real-world outcomes and cost
effectiveness data in order to obtain product approval and drive further penetration in the markets we serve. If a
clinical study conducted by us or a third party fails to demonstrate statistically significant results supporting
performance, use benefits or compelling health or economic outcomes from using our products, physicians may
elect not to use our products. Furthermore, in the event of an adverse clinical study outcome, our products may
not achieve “standard-of-care” status, where they exist, for the conditions in question, which could deter the
adoption of our products. Also, if serious adverse events are reported during the conduct of a study, it could affect
continuation of the study, product approval or clearance and product adoption. In addition, U.S. and foreign
regulatory authorities routinely conduct audits of clinical studies and such audits may result in adverse regulatory
actions. If we are unable to develop a body of statistically significant evidence from our clinical study program,
whether due to adverse results or the inability to complete properly designed studies, domestic and international
public and private payors could refuse to cover procedures using our products, limit the manner in which they
cover our products or reduce the price they are willing to pay or reimburse for procedures using our products.
Any of these events could have a negative impact on market acceptance of procedures using our products and
their profitability, which could have a material adverse effect on our business, financial condition and results of
operations.

We will need to continue to expand our organization, and managing growth may be more difficult than we
expect.

Managing our growth may be more difficult than we expect. We anticipate that a period of significant expansion
will be required to penetrate and service the markets for our existing and anticipated future products and to
continue to develop new products. This expansion will place a significant strain on our management, operational
and financial resources. To manage the expected growth of our operations and personnel, we must both modify
our existing operational and financial systems, procedures and controls and implement new systems, procedures
and controls. We must also expand our finance, administrative and operations staff. Management may be unable
to hire, train, retain, motivate and manage necessary personnel or to identify, manage and exploit existing and
potential strategic relationships and market opportunities. If we fail to meet these challenges effectively, there
may be an adverse effect on our business, financial condition and results of operations.
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We regularly evaluate opportunities to make acquisitions of, investments in, and licenses or other commercial
arrangements involving, other companies or technologies, and to enter into other strategic transactions. These
transactions entail significant risks.

Our success depends, in part, on our ability to continually enhance and broaden our product offerings in response
to changing customer demands, competitive pressures and advances in technologies. Accordingly, although we
have no current commitments with respect to any acquisition or investment, we regularly review potential
acquisitions of, investments in, and licenses or other commercial arrangements involving, complementary
businesses, products or technologies instead of developing them ourselves. In addition, in regularly evaluating
our financial and operating performance, we may decide to sell one or more of our product lines or another
portion of our business. Opportunities to engage in these transactions may not be readily available to us at
commercially reasonable prices, on other terms acceptable to us or at all. Even if such opportunities are available,
these transactions involve significant risks. In connection with one or more of these transactions, we may:

+ issue additional equity securities that would dilute the value of your investment in us;
 use cash that we may need in the future to operate our business;
* incur debt that could have terms unfavorable to us or that we might be unable to repay;

* structure the transaction in a manner that has unfavorable tax consequences, such as a stock purchase that
does not permit a step-up in the tax basis for the assets acquired;

* incur asset impairment or other acquisition-related charges, or unforeseen costs, expenditures and risks;

+ be unable to realize the anticipated benefits, such as increased revenues, cost savings or synergies from
additional sales of existing or newly acquired products;

 experience dissynergies in shared functions following a divestment of any portion of our business;
* be unable to successfully integrate, operate, maintain and manage any newly acquired operations;

 divert management’s attention from the existing business to integrate, operate, maintain and manage any
newly acquired operations and personnel, or to manage the complexities involved in separating divested
operations, services, products and personnel;

* be unable to secure the services of key employees related to an acquisition or, in the case of a divestiture,
lose one or more of our key employees;

+ face increased scrutiny and review of our company and operations from government and other regulatory
authorities; and

+ otherwise be unable to succeed in the marketplace with the acquisition.

The occurrence of any of the above could materially and adversely affect our business, financial condition and
results of operations. Furthermore, business acquisitions also involve the risk of unknown liabilities associated
with the acquired business, which could be material. Such liabilities could include lack of compliance with
government regulations that could subject us to investigation, civil and criminal sanctions, litigation and/or other
actions that make it impossible to realize the anticipated benefits of the transaction. For example, we may acquire
a company that was not compliant with FDA quality requirements or was making payments or other forms of
remuneration to physicians to induce them to use their products. Incurring unknown liabilities or the failure to
complete or realize the anticipated benefits of an acquisition, investment or other commercial arrangement,
whether resulting from one or more of the factors described above or otherwise, could have a material and
adverse effect on our business, financial condition and results of operations.

New lines of business and new products and services may subject us to additional risks.

From time to time, we may implement or acquire new lines of business or introduce new products and services
within our existing business lines. There are risks and uncertainties associated with these efforts, particularly in
instances where the markets are not fully developed or are evolving. In developing and commercializing new
lines of business and new products and services, we may invest significant time
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and resources. External factors, such as regulatory compliance obligations, competitive alternatives, lack of
market acceptance and shifting market preferences, may also affect the successful implementation of a new line
of business or a new product or service. Failure to successfully plan for and manage these risks in the
development and implementation of new lines of business or new products or services could have a material
adverse effect on our business, financial condition and results of operations.

We face significant and continuing competition from other companies, some of which have longer operating
histories, more established products and/or greater resources than we do, which could adversely affect our
business, financial condition and results of operations.

We operate in highly competitive markets that are characterized by intense competition, subject to rapid change
and significantly affected by new product introductions, technological advancements and other market activities
of industry participants. Our competitors have historically dedicated, and will continue to dedicate, significant
resources to promote their products and to develop new products that compete with ours. Customers in our target
markets consider many factors when selecting a product, including product efficacy, ease of use, price,
availability of payor coverage and adequate third-party reimbursement for procedures using the product,
customer support services for technical-, clinical- and reimbursement-related matters and customer preference
for, and loyalty to, particular products or a particular manufacturer. We expect competition to remain intense as
competitors introduce additional competing products and enhancements to their existing products, and continue
expanding into geographic markets where we currently operate or plan to expand. Product introductions or
enhancements by competitors, which may have advanced technology, better features or lower pricing, may make
our products obsolete or less competitive. As a result, we will be required to devote continued efforts and
financial resources to develop and commercialize new products and enhancements to our existing products,
deliver cost-effective clinical outcomes, manage our costs and expand our geographic reach.

Many of our current and potential competitors have longer operating histories and substantially greater financial,
technical, marketing, sales, distribution and other resources than we do, which may prevent us from achieving
significant market penetration or improved operating results. Certain competitors’ products, such as competitors
of SimpliDerm, are subject to a simpler reimbursement process than are our products. Competitors may also be
able to leverage their market share and other resources to set prices at a level below that which is profitable for
us. These companies may also enjoy other competitive advantages, including, without limitation:

 greater company, product and brand recognition;

* better quality and greater volume of clinical data;

+ more effective marketing to and education of physicians and other healthcare professionals;

« greater control of key intellectual property and more expansive portfolios of intellectual property rights;

* more experience in obtaining and maintaining regulatory clearances or approvals for products and
product enhancements;

» more established relationships with hospitals and other healthcare providers, physicians, suppliers,
customers and third-party payors;

+ additional lines of products, and the ability to bundle products to offer greater incentives to gain a
competitive advantage;

» more established sales, marketing and worldwide distribution networks;
* better product support and service;

« superior product safety, reliability and durability;

» more effective pricing and revenue strategies; and

» more effective clinical training programs.

Our ability to achieve and maintain profitability will depend, in part, on our ability to develop or acquire
proprietary products that reach the market in a timely manner, receive adequate coverage and
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reimbursement for procedures using our products, and are safer and more effective than their alternatives, as well
as our ability to otherwise compete effectively on the factors listed above. If we are unable to do so, our sales
and/or margins will decrease, which could have a material adverse effect on our business, financial condition and
results of operations.

Pricing pressure as a result of cost-containment efforts of our customers, purchasing groups, third-party
payors and governmental organizations could adversely affect our sales and profitability.

Medical technology companies, healthcare systems and group purchasing organizations, or GPOs, have
intensified competitive pricing pressure as a result of industry trends and new technologies. Rising healthcare
costs have resulted in numerous cost reform initiatives by legislators, regulators and third-party payors. This cost
reform has triggered a consolidation trend in the healthcare industry to aggregate purchasing power and, as a
result, purchasing decisions are increasingly shifting to hospitals, integrated delivery networks, or IDNs, and
other hospital groups, and away from individual surgeons and physicians. Many existing and potential facility
customers for our products within the United States are members of GPOs and IDNs, including accountable care
organizations or public-based purchasing organizations, and our business is partly dependent on contracts with
these organizations. Purchases of our products can be contracted under national tenders or with larger hospital
GPOs. GPOs and IDNs negotiate pricing arrangements with healthcare product manufacturers and distributors
and offer the negotiated prices to affiliated hospitals and other members. GPOs and IDNs typically award
contracts on a category-by-category basis through a competitive bidding process and, at any given time, we are
typically in various stages of responding to bids and negotiating and renewing GPO and IDN agreements. Bids
are generally solicited from multiple manufacturers or service providers with the intention of obtaining lower
pricing. Due to the highly competitive nature of the bidding process and the GPO and IDN contracting processes
in the United States, we may not be able to obtain or maintain contract positions with major GPOs and IDNs
across our product portfolio. Furthermore, GPO and IDN contracts are typically terminable without cause upon
60 to 90 days’ notice. In addition, while having a contract with a major purchaser for a given product category
can facilitate sales, there can be no guarantee that sales volumes for those products will be maintained. For
example, GPOs and IDNs are increasingly awarding contracts to multiple suppliers for the same product category
and, even when we are the sole contracted supplier of a GPO or IDN for a certain product category, members of
the GPO or IDN are generally free to purchase from other suppliers. If we are unable to maintain and renew our
contracts with our current GPO and IDN customers and negotiate contracts with new customers on favorable
terms, or if sales volumes under these agreements decline, our business, financial condition and results of
operations could be materially and adversely affected.

In addition, most of our customers purchase our products directly and then bill third-party payors for procedures
using those products. Because there is typically no separate reimbursement for supplies used in surgical
procedures, the additional cost associated with the use of our products can affect the profit margin of the hospital
or surgery center where the procedure is performed. Some of our target customers may be unwilling to adopt our
products in light of the additional associated cost or may negotiate for lower pricing. Further, any decline in the
amount payors are willing to reimburse our customers for procedures using our products, including those as a
result of healthcare reform initiatives, could make it difficult for existing customers to continue using or to adopt
our products and could create additional pricing pressure for us. In addition to these competitive forces, we
continue to see pricing pressure as hospitals introduce new pricing structures into their contracts and agreements,
including fixed price formulas, capitated pricing and episodic or bundled payments intended to contain healthcare
costs. If we are forced to lower the price we charge for our products, our margins will decrease, which could
impair our ability to grow our business and have a material adverse effect on our business, financial condition and
results of operations and impair our ability to grow our business.

Outside the United States, centralized governmental healthcare authorities may exert pricing pressures in an effort
to lower healthcare costs. Implementation of healthcare reforms and competitive bidding contract tenders may
limit the price or the level at which reimbursement is provided for our products and adversely affect both our
pricing flexibility and the demand for our products. Healthcare providers may respond to such cost-containment
pressures by substituting lower-cost products or other therapies for our products. Our failure to offer acceptable
prices to these customers could adversely affect our sales and profitability in these markets.
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We expect that market demand, government regulation, third-party coverage and reimbursement policies and
societal pressures will continue to change the healthcare industry worldwide, resulting in further business
consolidations and alliances among our customers, which may exert further downward pressure on the prices for
our products.

The processing of human tissue for our products is technically complex, requiring high levels of quality
control and precision, which subjects us to increased production risks.

We manufacture our human tissue products using technically complex processes requiring specialized facilities,
highly specific raw materials, skill and diligence by our personnel and other production constraints. The
complexity of these processes, as well as strict company and government standards for the manufacture and
storage of our products, subjects us to production risks. In addition to ongoing production risks, process
deviations or unanticipated effects of approved process changes may result in non-compliance with regulatory
requirements, including stability requirements or specifications. For example, our bone allograft products
FiberCel, ViBone and OsteGro V, must be shipped and maintained within a specified temperature range. If
environmental conditions deviate from that range, our products’ remaining shelf-lives could be impaired or their
safety and efficacy could be adversely affected, making them unsuitable for use. The occurrence of this or any
other actual or suspected production or distribution problem can lead to lost inventories, customer returns and, in
some cases, recalls, with consequential damage to our reputation and customer relationships and the risk of
product liability. The investigation and remediation of any potential or identified problems can cause production
delays and result in substantial additional expenses and lost revenue. In addition, we may experience difficulties
in scaling up processing and production of our human tissue products, including problems related to yields,
quality control and assurance, tissue availability, adequacy of control policies and procedures and availability of
skilled personnel. Furthermore, developing and maintaining our production capabilities has required, and will
continue to require, the investment of significant resources, and we cannot guarantee that we will be able to
achieve economies of scale. If we are unable to process and produce our human tissue products on a timely basis,
at acceptable quality and costs and in sufficient quantities, or if we experience technological problems, delays in
production, failure in the storage of our products or other loss of supply, our business would be materially and
adversely affected.

Performance issues, service interruptions or price increases by our shipping carriers could adversely affect our
business, harm our reputation and impair our ability to provide our products on a timely basis or at all.

Expedited, reliable shipping is essential to our operations. We rely heavily on providers of transport services for
reliable, timely and secure point-to-point transport of our products to our customers and for tracking of these
shipments. Should a carrier encounter delivery performance issues such as loss, delays, damage or destruction of
any of our products, it would be costly to replace these products in a timely manner and such occurrences may
damage our reputation and lead to decreased demand for our products and increased cost and expense to our
business. This risk is particularly high with respect to FiberCel, ViBone and OsteGro V, which must be shipped
and maintained within a specified temperature range. In addition, any significant increase in shipping rates could
adversely affect our operating margins and results of operations. Similarly, strikes, severe weather, natural
disasters, equipment malfunctions or other service interruptions affecting the delivery services we use, would
impair our ability to process orders for our products on a timely basis or at all, which could have a material
adverse effect on our business, financial condition and results of operations.

If our facilities are damaged or become inoperable, we will be unable to continue to research, develop and
supply our products and, as a result, there will be an adverse effect on our business until we are able to secure
new facilities and rebuild our inventory.

We do not have redundant facilities. We perform most of our research and development activity and manufacture
our tissue-based products at our facility in Richmond, California. The SIS ECM biomaterial used in our medical
device products are manufactured by Cook Biotech Incorporated, or Cook Biotech, at their facility in West
Lafayette, Indiana and converted to a finished product at our facility in Roswell, Georgia. Regulatory approvals
of our products are limited to one or more specifically approved manufacturing facilities. As a result, if we fail to
produce enough of a product at a facility, or if any of our production facilities were to be shut down or otherwise
become unavailable for any reason, finding
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alternative manufacturing capabilities and obtaining the necessary regulatory approvals would require a
considerable amount of time and expense and would cause a significant disruption in service to our customers.

Disruption to our facilities could arise for a variety of reasons, including technical, labor or other difficulties,
equipment malfunction, contamination due to a COVID-19 infection or otherwise, the failure of our employees to
follow specific protocols and procedures, the destruction of, or damage to, any facility (as a result of a natural or
man-made disaster, including, but not limited to, a tornado, flood, fire, power outage or other event), quality
control issues or other reasons. Any disruption in the operation of our facilities as a result of any of the above
could impair our product development and commercialization efforts and result in lost sales, lost customers and
harm to our reputation, any of which would negatively impact our growth prospects and profitability and have a
material adverse effect on our business, financial condition and results of operations. In addition, certain of these
events, such as natural or man-made disasters, would cause us to incur additional losses, including the time and
expense required to repair and/or replace our equipment and to rebuild our inventory. Although we possess
insurance for damage to our property and the disruption of our business, this insurance may not be sufficient to
cover all of our potential losses and may not continue to be available to us on acceptable terms or at all.

Because we depend upon a limited number of third-party suppliers and manufacturers and, in certain cases,
exclusive suppliers for products essential to our business, we may incur significant product development costs
and experience material delivery delays if we lose any significant supplier, which could materially and
adversely affect our business, financial condition and results of operations.

We obtain some of our raw materials from a limited group of suppliers and rely on a single supplier to source the
SIS ECM biomaterial used to manufacture CanGaroo and our cardiovascular products for reasons of quality
assurance, cost-effectiveness, availability or constraints resulting from regulatory requirements. 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 efforts to maintain a continuity of supply and high quality and reliability may not be
successful on a timely basis or at all. Manufacturing disruptions experienced by our suppliers may jeopardize our
supply of finished products. Due to the stringent regulations and requirements of the FDA and other similar non-
U.S. regulatory agencies regarding the manufacture of our products, we may not be able to quickly establish
additional or replacement sources for certain raw materials. A change in suppliers could require significant effort
or investment in circumstances where the items supplied are integral to product performance or incorporate
unique technology. Transitioning to a new supplier could be time-consuming and expensive, may result in
interruptions in our operations and product delivery, could affect the performance specifications of our products
or could require that we modify the design of those systems.

A reduction or interruption in manufacturing, or an inability to secure alternative sources of raw materials or
components, could have a material and adverse effect on our business, financial condition, results of operations
and cash flows. One or more of our suppliers may refuse to extend us credit with respect to our purchasing or
leasing of equipment, supplies, products or components, or may only agree to extend us credit on significantly
less favorable terms or subject to more onerous conditions. This could significantly disrupt our ability to purchase
or lease required equipment, supplies, products and components in a cost-effective and timely manner, and could
have a material adverse effect on our business, financial condition and results of operations. Any casualty, natural
disaster or other disruption of any of our sole-source suppliers’ operations, for example due to a COVID-19
infection of employees of the supplier, or any unexpected loss of any existing exclusive supply contract, could
have a material adverse effect on our business, financial condition and results of operations. In addition, if a
change in manufacturer results in a significant change to any product, a new 510(k) clearance from the FDA or
similar international regulatory authorization may be necessary before we implement the change, which could
cause substantial delays.

Certain of our products are dependent on the availability of tissue from human donors, and any disruption in
supply could adversely affect our business, financial condition and results of operations.

The products we manufacture for the orthopedic/spinal repair and soft tissue reconstruction markets, as well as
our contract manufacturing products, require that we obtain human tissue. The success of our
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business depends, in part, on the availability of tissue from human donors. Any inability to obtain tissue from our
sources will interfere with our ability to effectively meet demand for these products. The recovery of human
tissue for our products is very labor-intensive, and it is, therefore, difficult to maintain a steady supply stream. In
addition, the availability of acceptable donors is relatively limited and may be impacted by regulatory changes,
general public opinion of the donation process and the reputation of our company and the third-party procurement
firms with which we partner to manage the donation process. Media reports or other negative publicity
concerning both improper methods of tissue recovery from donors and disease transmission from donated tissue,
including bones and dermis, may limit widespread acceptance of our products. Unfavorable reports of improper
or illegal tissue recovery practices, both in the United States and internationally, as well as incidents of
improperly processed tissue leading to transmission of disease, may broadly affect the rate of future tissue
donation and market acceptance of allograft technologies and donated tissue use. Potential patients may not be
able to distinguish our products, technologies and tissue recovery and processing procedures from others engaged
in tissue recovery. In addition, unfavorable reports about us or any of our third-party procurement firms may
make families of potential donors or donors themselves, from whom we are required to obtain consent before
processing tissue, reluctant to agree to donate tissue to for-profit tissue processors. Any disruption in the supply
of any human tissue component could materially harm our ability to manufacture our products until a new source
of supply, if any, could be found. We may be unable to find a sufficient alternative supply channel within a
reasonable period of time, on commercially reasonable terms or at all, which would have a material adverse effect
on our business, financial condition and results of operations.

Increased prices for raw materials used in our products could adversely affect our business, financial
condition and results of operations.

Our profitability is affected by the prices of the raw materials used in the manufacture of our products. These
prices may fluctuate based on a number of factors beyond our control, including changes in supply and demand,
general economic conditions, labor costs, delivery costs, competition, import duties, excises and other indirect
taxes, currency exchange rates and government regulation. Due to the highly competitive nature of the healthcare
industry and the cost containment efforts of our customers and third-party payors, we may be unable to pass
along cost increases for key components or raw materi