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CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS

This current report contains forward-looking statements as that term is defined in the Private Securities Litigation
Reform Act of 1995. These statements relate to anticipated future events, future results of operations or future
financial performance. These forward-looking statements include, but are not limited to, statements relating to our

ability to raise sufficient capital to finance our planned operations, market acceptance of our technology and product
offerings, our ability to attract and retain key personnel, our ability to protect our intellectual property, and estimates

of our cash expenditures for the next 12 to 36 months. In some cases, you can identify forward-looking statements by
terminology such as “may,” “might,” “will,” “should,” “intends,” “expects,” “plans,” “goals,” “projects,” “anticipates,” “belie
“predicts,” “potential,” or “continue” or the negative of these terms or other comparable terminology.

LR I3 LIS 99 ¢ 99 ¢ LIS LIS

These forward-looking statements are only predictions, are uncertain and involve substantial known and unknown
risks, uncertainties and other factors which may cause our (or our industry’s) actual results, levels of activity or
performance to be materially different from any future results, levels of activity or performance expressed or implied
by these forward-looking statements. The “Risk Factors” section of this current report sets forth detailed risks,
uncertainties and cautionary statements regarding our business and these forward-looking statements.

We cannot guarantee future results, levels of activity or performance. You should not place undue reliance on these
forward-looking statements, which speak only as of the date that they were made. These cautionary statements should
be considered with any written or oral forward-looking statements that we may issue in the future. Except as required
by applicable law, including the securities laws of the United States, we do not intend to update any of the
forward-looking statements to conform these statements to reflect actual results, later events or circumstances or to
reflect the occurrence of unanticipated events.

EXPLANATORY NOTE

On October 4, 2010 Design Source, Inc., a Nevada corporation (“DS"), entered into an agreement and Plan of Merger
(the "Merger Agreement") pursuant to which DS merged with its newly formed, wholly owned subsidiary, InVivo
Therapeutics Holdings Corp. (“Merger Sub”), a Nevada corporation (the "ITHC Merger"). Upon the consummation of
the ITHC Merger, the separate existence of Merger Sub ceased and DS, the surviving corporation in the ITHC
Merger, became known as InVivo Therapeutics Holdings Corp. (“ITHC”).

As permitted by Chapter 92A.180 of Nevada Revised Statutes, the sole purpose of the ITHC Merger was to effect a
change of DS's name. Upon the filing of Articles of Merger (the "Articles of Merger") with the Secretary of State of
Nevada on October 4, 2010 to effect the ITHC Merger, DS's articles of incorporation were deemed amended to reflect
the change in DS's corporate name.




Edgar Filing: INVIVO THERAPEUTICS HOLDINGS CORP. - Form 8-K

On October 26, 2010, InVivo Therapeutics Acquisition Corp. (“Acquisition Corp.”), a wholly-owned subsidiary of
ITHC, merged (the “Merger”) with and into InVivo Therapeutics Corporation, a Delaware corporation (“InVivo”). InVivo
was the surviving corporation of that Merger. As a result of the Merger, ITHC acquired the business of InVivo, and

will continue the existing business operations of InVivo, as a wholly-owned subsidiary.

As used in this Current Report, the terms the “Company”, “we,” “us,” and “our” refer to InVivo Therapeutics Holdings Corp.
the Nevada corporation, and its wholly-owned subsidiary InVivo, after giving effect to the Merger, unless otherwise

stated or the context clearly indicates otherwise. The term “ITHC” refers to InVivo Therapeutics Holdings Corp. (f/k/a
Design Source, Inc.), the Nevada corporation, before giving effect to the Merger, and the term “InVivo” refers to InVivo
Therapeutics Corporation, the Delaware corporation, before giving effect to the Merger.

This Current Report contains summaries of the material terms of various agreements executed in connection with the
transactions described herein. The summaries of these agreements are subject to, and are qualified in their entirety by,

reference to these agreements, all of which are incorporated herein by reference.

This current report is being filed in connection with a series of transactions consummated by the Company and certain
related events and actions taken by the Company.

This current report responds to the following items on Form 8-K:

Item 1.01 Entry into a Material Definitive Agreement
Item 2.01 Completion of Acquisition or Disposition of Assets
Item 3.02 Unregistered Sales of Equity Securities

Item 4.01 Changes in Registrant’s Certifying Accountant
Item 5.01 Changes in Control of Registrant

Item 5.02 Departure of Directors or Principal Officers; Election of Directors; Appointment of Principal Officers

Item 5.06 Change in Shell Company Status
Item 9.01 Financial Statements and Exhibits
3
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Item 1.01. Entry into a Material Definitive Agreement

On October 26, 2010, the Company entered into an Agreement and Plan of Merger and Reorganization, which we
refer to in this Current Report as the “Merger Agreement”, and completed the Merger. For a description of the Merger
and the material agreements entered into in connection with the Merger, please see the disclosures set forth in Item
2.01 to this Current Report, which disclosures are incorporated into this item by reference.

Item 2.01. Completion of Acquisition or Disposition of Assets
THE MERGER AND RELATED TRANSACTIONS
The Merger

On October 26, 2010 (which we refer to as the “Closing Date”), ITHC, InVivo and Acquisition Corp. entered into the
Merger Agreement and completed the Merger. Before their entry into the Merger Agreement, no material relationship
existed between ITHC (or its Acquisition Corp. subsidiary) and InVivo. A copy of the Merger Agreement is attached
as Exhibit 2.1 to this Current Report and is incorporated herein by reference.

Pursuant to the Merger Agreement, on the Closing Date, Acquisition Corp., a wholly-owned subsidiary of ITHC,
merged with and into InVivo, with InVivo remaining as the surviving entity. ITHC acquired the business of InVivo
pursuant to the Merger and will continue the existing business operations of InVivo as a wholly-owned subsidiary.

Simultaneously with the Merger, on the Closing Date all of the issued and outstanding shares of InVivo common
stock converted, on a 13.7706 for 1 basis, into shares of the Company’s common stock (“Common Stock™). Also on the
Closing Date, all of the issued and outstanding options to purchase shares of InVivo common stock, and the issued
and outstanding Bridge Warrants (as defined below) to purchase shares of InVivo Common Stock, converted,
respectively, into options (the “New Options”) and new bridge warrants (the “New Bridge Warrants™) to purchase shares
of our Common Stock. The number of shares of Common Stock issuable under, and the price per share upon exercise

of, the New Options and the New Bridge Warrants were calculated based on the terms of the original options and
warrants of InVivo, as adjusted by the conversion ratio in the Merger, which is described in the Merger Agreement.
The New Options will be administered under InVivo’s 2007 Stock Incentive Plan, which the Company assumed and
adopted on the Closing Date in connection with the Merger.
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On the Closing Date, an aggregate of 31,647,190 shares of Common Stock were issued to former InVivo stockholders
and 5,915,561 Options and 600,000 New Bridge Warrants were issued to holders of outstanding InVivo options and
warrants. The stockholders of ITHC before the Merger, without giving effect to the Offering (as defined below),
retained 6,999,981 shares of Common Stock.

The Merger Agreement contains customary representations, warranties and covenants of ITHC, and, as applicable,
Acquisition Corp., for like transactions. Breaches of representations and warranties are secured by customary
indemnification provisions.

The Merger will be treated as a recapitalization of the Company for financial accounting purposes. The historical
financial statements of ITHC before the Merger will be replaced with the historical financial statements of InVivo
before the Merger in all future filings with the Securities and Exchange Commission (the “SEC”).

Following closing of the Merger, our board of directors consists of five members. In keeping with the foregoing, on
the Closing Date, Peter A. Reichard and Peter L. Coker, the directors of ITHC before the Merger, appointed Frank M.
Reynolds, Richard J. Roberts, George Nolen, Christi M. Pedra and Adam K. Stern to fill vacancies on the board of
directors, and Messrs. Reichard and Coker resigned their positions as directors. Also on the Closing Date, Messrs.
Reichard and Coker, the officers of ITHC, resigned and new executive officers designated by InVivo were appointed.
The officers and directors of the Company as of the Closing Date are identified in this Current Report under the
heading “Directors and Executive Officers.”

Before the Merger, ITHC’s board of directors adopted the 2010 Equity Incentive Plan, which is expected to be
submitted to the shareholders of the Company for approval during the twelve month period immediately following the

closing of the Merger. The 2010 Equity Incentive Plan provides for the issuance of up to 3,500,000 shares of Common

Stock as incentive awards granted to executive officers, key employees, consultants and directors. In addition, the

Company assumed and adopted InVivo’s 2007 Stock Incentive Plan, and as described above option holders under that
plan will be granted New Options to purchase Common Stock. No further options will be granted under the 2007

Stock Incentive Plan. The parties have taken all actions necessary to ensure that the Merger is treated as a tax free

exchange under Section 368(a) of the Internal Revenue Code of 1986, as amended.

The issuance of shares of Common Stock to holders of InVivo’s capital stock in connection with the Merger was not
registered under the Securities Act of 1933, as amended (the “Securities Act”), in reliance upon the exemption from
registration provided by Section 4(2) of the Securities Act and Regulation D promulgated by the SEC under that
section, which exempts transactions by an issuer not involving any public offering. These securities may not be
offered or sold in the United States absent registration or an applicable exemption from the registration requirement.
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The Offering

Concurrently with the closing of the Merger and in contemplation of the Merger, the Company completed a private
offering (the “Offering”) of 10,514,097 units of its securities (“Units”), at a price of $1.00 per Unit. Each Unit consists of
one share of Common Stock and a warrant to purchase one share of Common Stock. The warrants (the “Investor
Warrants”) are exercisable for a period of five years at a purchase price of $1.40 per share of Common Stock. The
Offering was made only to accredited investors, as defined under Regulation D, Rule 501(a). On the Closing Date, the
investors in the Offering collectively purchased 10,514,097 Units for total cash consideration of $10,514,097, which
includes the conversion of $504,597 of principal of, and accrued interest on, Bridge Notes (as defined below).

The sale of Units (including the Common Stock, the Investor Warrants and the Common Stock underlying the
Investor Warrants) in the Offering was exempt from registration under Section 4(2) of the Securities Act and Rule 506
of Regulation D and Regulation S as promulgated by the SEC. In the Offering, no general solicitation was made by us
or any person acting on our behalf. The Units were sold pursuant to transfer restrictions, and the certificates for shares
of Common Stock and Investor Warrants underlying the Units sold in the Offering contain appropriate legends stating
that such securities are not registered under the Securities Act and may not be offered or sold absent registration or an
exemption from registration.

The Company paid the Placement Agent (the name of which will be disclosed on a subsequent Current Report on
Form 8-K) a commission of 10% of the funds raised from such investors in the Offering. In addition, the Placement
Agent received a non-accountable expense allowance equal to 3% of the proceeds raised in the Offering as well as
warrants to purchase a number of shares of Common Stock equal to 20% of the Units sold to investors in the Offering.
As a result of the foregoing arrangement, at the initial closing of the Offering, the Placement Agent was paid
commissions and expenses of $1,366,833 and was issued warrants to purchase (i) 2,102,819 shares of Common Stock
at an exercise price of $1.00 per share and (ii) 2,102,819 shares of Common Stock at an exercise price of $1.40 per
share.

The form of the Investor Warrant issued in the Offering is attached as Exhibit 4.3 to this Current Report and is
incorporated herein by reference.

The Private Sale

Prior to the commencement of the Offering, InVivo completed a Bridge Financing, wherein it sold $500,000 in
principal amount of its bridge notes (the “Bridge Notes”) and 36,310 bridge warrants (the “Bridge Warrants”) to
accredited investors (the “Bridge Financing™). The Bridge Notes converted into 504,597 Units in the Offering. The
36,310 Bridge Warrants converted into 500,000 New Bridge Warrants, each exercisable at a price of $1.00 per share
of Common Stock, upon the closing of the Merger. Holders of the New Bridge Warrants received the same
registration rights with respect to the shares of common stock issuable upon exercise of such Warrants as the investors
in the Offering. As consideration for locating investors to participate in the Bridge Financing, the Placement Agent
received Warrants from InVivo that were exchanged on the closing of the Merger for Warrants to purchase 100,000
shares of Common Stock at a price of $1.00 per share. The Placement Agent also received, upon conversion of the
Bridge Notes, compensation in the same amount as it received for other Units sold in the Offering. The Merger, the
Offering, the Private Sale and the related transactions are collectively referred to in this Current Report as the
“Transactions.”
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Registration Rights

All of the securities issued in connection with the Transactions are “restricted securities,” and as such are subject to all
applicable restrictions specified by federal and state securities laws.

On the Closing Date, the Company entered into a registration rights agreement with the investors in the Offering.
Under the terms of the registration rights agreement, the Company has committed to file a registration statement
covering the resale of the Common Stock underlying the Units and the Common Stock that is issuable on exercise of
the Investor Warrants and the New Bridge Warrants (but not the Common Stock that is issuable upon exercise of the
warrants issued as compensation to the Placement Agent in the Offering or in the Bridge Financing) within 90 days
from the Closing Date (the “Filing Deadline”), and shall use commercially reasonable efforts to cause the registration
statement to become effective no later than 180 days after it is filed (the “Effective Deadline”).

The Company has agreed to use reasonable efforts to maintain the effectiveness of the registration statement through
the one year anniversary of the date the registration statement is declared effective by the SEC, or until Rule 144 of
the Securities Act is available to investors in the Offering with respect to all of their shares, whichever is earlier. The
Company will be liable for monetary penalties equal to equal to one-half of one percent (0.5%) of such holder’s
investment in the Offering on every thirty (30) day anniversary of such Filing Deadline or Effectiveness Deadline
failure until such failure is cured. The payment amount shall be prorated for partial thirty (30) day periods. The
maximum aggregate amount of payments to be made by the Company as the result of such failures, whether by reason
of a Filing Deadline failure, Effectiveness Deadline failure or any combination thereof, shall be an amount equal to
9% of each holder’s investment amount. Notwithstanding the foregoing, no payments shall be owed with respect to any
period during which all of the holder’s registrable securities may be sold by such holder under Rule 144 or pursuant to
another exemption from registration.

Moreover, no such payments shall be due and payable with respect to any registrable securities the Company is unable
to register due to limits imposed by the SEC’s interpretation of Rule 415 under the Securities Act. The holders of any
registrable securities removed from the Registration Statement a result of a Rule 415 or other comment from the SEC
shall have “piggyback” registration rights for the shares of Common Stock or Common Stock underlying such warrants
with respect to any registration statement filed by the Company following the effectiveness of the Registration
Statement which would permit the inclusion of these shares. The form of the registration rights agreement is attached
as Exhibit 10.4 to this Current Report and is incorporated herein by reference.

10
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Split-Off Agreement

Immediately after the closing of the Merger, ITHC split off its wholly-owned subsidiary, D Source Split Corp., a
company organized under the laws of Nevada (“DSSC”). The split-off was accomplished through the sale of all
outstanding shares of DSSC. In connection with the Split-Off, 14,747,554 (post-split) shares of Common Stock held
by Peter Reichard, Lawrence Reichard and Peter Coker (the “Split-Off Shareholders™) were surrendered and cancelled
without further consideration, other than the shares of DSSC. An additional 1,014,490 (post-split) shares of Common
stock were cancelled by a shareholder of ITHC for no consideration (the “Share Cancellation). The assets and liabilities
of ITHC were transferred to the Split-Off Shareholders in the Split-Off. The Company executed a split off agreement
with the Split-Off Shareholders, a copy of which is attached as Exhibit 10.5 to this Current Report and is incorporated
herein by reference.

Lock-up Agreements

In connection with the Merger, each of the officers, directors and holders of 5% or more of the Company’s Common
Stock and certain employees and affiliates of the Placement Agent have agreed to “lock-up” and not sell or otherwise
transfer or hypothecate any of their shares for a term equal to the earlier of (i) twelve (12) months from the Closing
Date of the Merger; or (ii) six (6) months following the effective date of the Registration Statement registering the
shares of Common Stock included in the Units as well as the shares of Common Stock issuable upon exercise of the
Investor Warrants and the New Bridge Warrants.

Current Ownership

Immediately after giving effect to the Transactions, the Units sold in this Offering, the options granted under the 2007
Plan (that were assumed by the Company), and the warrants issued to the Placement Agent in connection with the
Offering and the issuance of the New Bridge Warrants, there were issued and outstanding securities of the Company
on the closing of the Transactions:

§ 49,161,268 shares of Common Stock;
§ No shares of preferred stock;
§ Options to purchase 5,915,615 shares of Common Stock granted under the 2007 Plan;

§Investor Warrants to purchase 10,514,097 shares of Common Stock at $1.40 per share issued to the investors in the
Offering and warrants to purchase 2,102,819 shares of Common Stock at a price of $1.00 per share and 2,102,819
warrants exercisable at a price of $1.40 per share issued to the Placement Agent in connection with the Offering;
and

§New Bridge Warrants issued to Bridge Investors to purchase 500,000 shares of Common Stock at $1.00 per share
and warrants to purchase 100,000 shares of Common Stock exercisable at a price of $1.00 per share issued to the
Placement Agent in connection with the Bridge Financing.

11
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Accounting Treatment; Change of Control

The Merger is being accounted for as a “reverse merger,” and InVivo is deemed to be the acquirer in the reverse merger.
Consequently, the assets and liabilities and the historical operations that will be reflected in the financial statements
prior to the Merger will be those of InVivo, and the consolidated financial statements after completion of the Merger
will include the assets and liabilities of InVivo, historical operations of InVivo and operations of InVivo from the
Closing Date of the Merger. Except as described in the previous paragraphs, no arrangements or understandings exist
among present or former controlling stockholders with respect to the election of members of our board of directors
and, to our knowledge, no other arrangements exist that might result in a change of control of the Company. Further,
as a result of the issuance of the shares of Common Stock pursuant to the Merger, a change in control of the Company
occurred as of the date of consummation of the Merger.

10
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DESCRIPTION OF BUSINESS
Immediately following the Merger, the business of InVivo became the business of the Company.

InVivo Therapeutics Corporation was founded to develop and commercialize groundbreaking technologies for the
treatment of spinal cord injuries (“SCI”). InVivo’s proprietary technology was co-invented by Robert S. Langer, ScD,
Professor at Massachusetts Institute of Technology and Joseph P. Vacanti, MD, affiliated with Massachusetts General
Hospital. The intellectual property rights that are the basis for InVivo’s products are licensed under an exclusive,
world-wide license from Children’s Medical Center Corporation (“CMCC”) and Massachusetts Institute of Technology.

InVivo intends to create a new paradigm of care for SCI. Current treatments consist of a collection of approaches that
only focus on symptoms of SCI. To date, we are not aware of any product on the market that addresses the underlying
pathology of a SCI.

Currently, there are no successful spinal cord injury treatment options for SCI patients. InVivo takes a novel approach
to SCI and focuses on protection of the spinal cord and prevention of secondary injury rather than regeneration.
InVivo’s platform technologies focus on minimizing tissue damage sustained following acute injury and promoting
neural plasticity of the spared healthy tissue, which may result in full or partial functional recovery. The technologies
encompass multiple strategies involving biomaterials, U.S. Food & Drug Administration (“FDA”) approved drugs,
growth factors, and human neural stem cells (“hNSCs”). According to Eric J. Woodard, MD, our Chief Medical
Officer, former Chief of Spine Surgery Brigham and Women’s Hospital, Department of Neurosurgery and Harvard
Medical School, and current Chief of Neurosurgery at New England Baptist Hospital, InVivo’s approach could very
likely become a standard treatment for both acute and chronic SCI.

The Technology
InVivo intends to leverage its primary platform technology to deliver three products to the market as follows:
1. A biocompatible polymer scaffolding device to treat acute wound SCI.
2. A biocompatible hydrogel for local controlled release of methylprednisolone to treat acute SCI.

3. A biocompatible polymer scaffolding device seeded with autologous hNSCs to treat acute and chronic SCI.

11
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InVivo products are biopolymer-based devices that are surgically implanted or injected into the lesion created during
traumatic injury, or the “primary injury”. These scaffolding products protect the damaged spinal cord by mitigating the
progression of “secondary injury” resulting from the body’s inflammatory and immune response to injury, and promote
neuroplasticity, a process where functional recovery may occur through the rerouting of signaling pathways to the
spared healthy issue. Achieving these results is essential to the recovery process, as secondary injury can significantly
worsen the immediate damage sustained during trauma. The additional damage dramatically reduces patient quality of
life post-SCI.

Additional applications of InVivo’s platform technologies include the potential treatment for, spinal cord injury
following tumor removal, peripheral nerve damage, and postsurgical treatment of any transected nerve. Furthermore,
because InVivo’s first product is an acellular and drug-free medical device, we expect the regulatory approval timeline
may require just one year patient follow-up.

Market Opportunity

As we are aware of no current products on the market to achieve the therapeutic benefit expected with InVivo’s device,
we believe that InVivo’s market opportunity is significant. By 2011, based on the Company’s estimates, the total
addressable market for acute SCI will be approximately $10.4 billion annually based on multiplying the global
incidence rate by an anticipated global price per unit of $44,000. Since 1973, the National Spinal Cord Injury
Statistical Center (“NSCISC”) at the University of Alabama has been commissioned by the US government to maintain
a national database of SCI statistics. The NSCISC has projected an annual SCI incidence growth rate of 1% due to a
growing US population and escalated societal risks that include faster highway speed limits, expanding participation
in extreme sports, and increased gun ownership.

In the United States:

. Approximately 1,275,000 people are currently living with paralysis due to SCI.
o An additional 12,000 individuals will become fully or partially paralyzed this year alone.
Globally:
. Over 5,200,000 people are living with spinal cord injuries,
. More than 167,000 individuals will become fully or partially paralyzed this year alone.

The financial impact of SCI, as reported by the NSCISC, is enormous:

° During the first year, “cost of care” ranges from $244,562 to $829,843, depending on the severity.

12
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o The net present value (“NPV”) to maintain a quadriplegic injured at age 25 for life is $3,273,270.
o The NPV to maintain a paraplegic injured at age 25 for life is $1,093,669.

Sources: Christopher & Dana Reeve Foundation, and National Spinal Cord Injury Statistical Center. “One Degree of
Separation: Paralysis and Spinal Cord Injury in the United States” 2010.

These costs place a tremendous financial burden on families, insurance providers, and government
agencies. Moreover, despite all financial investment, the patient remains disabled for life since current medical
interventions address only the symptoms of SCI rather than the underlying neurological cause.

TABLE 1. COST OF CARE FOR AN SCI PATIENT

ESTIMATED LIFETIME
AVERAGE YEARLY COSTS
EXPENSES BY AGE AT INJURY
(in 2009 dollars) (NPV, Discounted at 2%)
Each
Subsequent
SEVERITYOF INJURY First Year Year 25 Years Old 50 Years Old
High Tetraplegia (C1-C4) $ 829,843 $ 148,645 $ 3,273,270 $ 1,926,992
Low Tetraplegia (C5-C8) $ 535877 $ 60,887 $ 1,850,805 $ 1,172,070
Paraplegia $ 303,220 $ 30,855 $ 1,093,669 $ 745,951
Incomplete Motor Functional at Any Level $ 244,562 $ 17,139 $ 729,560 $ 528,726

Source: National Spinal Cord Injury Statistical Center; February 2010 edition of “Spinal Cord Injury Facts and Figures
at a Glance.” All figures in US Dollars.

Note: tetraplegia is paralysis in the arms, legs and trunk of the body below the level of the spinal cord injury;
paraplegia is paralysis of the lower part of the body including the legs.

Creating a New Paradigm for SCI Treatment
InVivo intends to create a new paradigm for treating SCI. Current methods consist of a collection of approaches that

only focus on symptoms of SCI. To date, we are not aware of any product on the market that addresses the underlying
pathology of SCI.

13
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InVivo’s goal is to create a new paradigm for care by changing the way physicians treat SCI. InVivo’s technology aims
to protect the spinal cord and minimize secondary injury that causes cell death while promoting neural plasticity of the
spared healthy tissue, something no other product on the market is designed to do. InVivo’s products, if approved for
commercialization, will be a new therapeutic class of products and will not compete with current treatment options
(i.e. spinal fixation devices). Rather, it is expected that they will be complementary to these products, and the
combination may create the best clinical outcome.

InVivo’s Planned First Product: A Scaffolding Device to Treat SCI

SCI involves not only initial cell death at the lesion due to mechanical impact but also a devastating secondary injury
pathology that persists for several weeks (Figure 1). We are focused on preventing this secondary cascade of cell
death and promoting the subsequent repair and recovery processes.

FIGURE 1. PROGRESSION OF SECONDARY INJURY (DAYS 2-30 POST-INJURY) (Fleming et al. 2006)

InVivo’s first product is a novel surgical device, designed for implantation into the lesion to treat acute open-wound
SCI (Figure 2). InVivo’s recent results in primate studies are extremely promising. The scaffold was developed from
polylactic-co-glycolic acid (PLGA), a biodegradable and biocompatible polymer, which is approved by the FDA for
applications such as surgical sutures (Dolphin sutures and Ethicon sutures), drug delivery (Lupron Depot and
Sandostatin LAR Depot), and tissue engineering (Dermagraft). This device degrades naturally inside the body over a
desired time period to maximize efficacy without requiring subsequent removal.

FIGURE 2. SCAFFOLD IMPLANTED INTO SCI LESION
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In preventing the cascading inflammatory response or secondary injury, InVivo’s device is designed to perform four
functions:

1.Fill the necrotic lesion to minimize secondary injury, which may occur by inhibiting cell-cell signaling via
inflammatory cytokines.

2.Bridge the gap formed by the lesion, providing a matrix designed to promote regrowth and reorganization of neural
elements (neurons and neurites).

3. Act as a synthetic extracellular matrix, with the goal of promoting survival of surrounding neurons.
4. Reduce scar formation (astrogliosis).
InVivo’s Polymer Technology Differentiator

InVivo intends to introduce the first biodegradable polymer scaffold without any other FDA regulated components for
SCI treatment. The current cell and drug-free nature of InVivo’s implantable device is expected to expedite InVivo’s
regulatory approval timelines. The device will be customized to fit inside a patient-specific lesion.

InVivo’s Planned Second Product: Local Controlled Release Drug Delivery

InVivo’s second intended product is an injectable hydrogel designed to counteract the inflammatory environment that
results during a secondary injury from a closed-wound SCI where further cell death occurs. The hydrogel is designed
to release drugs over at least 10 days in order to synchronize the rate of delivery to match the period in which the
inflammatory response peaks during secondary injury. While the hydrogel could incorporate other hydrophilic drugs
or therapeutic agents that counteract secondary injury, promote neuroplasticity or support endogenous repair
mechanisms, InVivo’s second product is designed to deliver the anti-inflammatory steroid methylprednisolone sodium
succinate. Methylprednisolone sodium succinate is FDA approved, and is currently a treatment option for
SCI. However, high-dose intravenous administration of the drug can result in harmful systemic side effects, including
increased risks of pneumonia, sepsis and mortality. By precisely controlling the release of methylprednisolone at the
site of injury, we hypothesize that therapeutically effective doses can be delivered to the point of inflammation while
mitigating the risk of harmful systemic side effects.

InVivo’s Planned Third Product: Polymer Scaffold Seeded with Autologous Human Neural Stem Cells
InVivo’s third intended product extends the biopolymer platform technology to treat both acute closed-wound and

chronic SCI patients by seeding the patient’s own stem cells onto the scaffold and then inserting the scaffold into the
injured spinal cord. The scaffold acts as a synthetic extracellular matrix on which cells can be transplanted.
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InVivo’s third product is intended to counteract the pathophysiology of SCI by:
1. Replacing lost cells of the spinal cord.

2. Activating endogenous regenerative processes such as the formation of new synaps