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Important Notices

General

The Offer contained in this Prospectus

is an invitation to apply to acquire Shares
in Tissue Repair Ltd (ACN 158 411 566)
(the Company).

This Prospectus is dated 7 October 2021
(Prospectus Date). A copy of this Prospectus
was lodged with ASIC on that date.

The Company will apply to ASX within
seven days of the date of this Prospectus
for admission of the Company to the Official
List and for quotation of its Shares on

the ASX.

Neither ASIC nor ASX takes any
responsibility for the contents of

this Prospectus or the merits of the
investment to which this Prospectus
relates. No Shares will be allotted on
the basis of this Prospectus after the
Expiry Date. This Prospectus expires
on the date that is 13 months after the
Prospectus Date.

Note to Applicants

This Prospectus provides information for
investors to decide if they wish to invest
in the Company.

The Offer does not take into account the
investment objectives, financial situation or
needs of particular investors. This Prospectus
should not be construed as financial, taxation,
legal or other advice. The Company is

not licensed to provide financial product
advice in respect of its securities or any
other financial products.

This Prospectus is important and should

be read in its entirety prior to deciding
whether to invest in Shares. There are risks
associated with an investment in Shares and
the key risks are set out in Section 5. You
should carefully consider these risks

in light of your personal circumstances
(including financial and tax issues) and
seek professional guidance from your
stockbroker, solicitor, accountant, financial
adviser or other independent professional
adviser before deciding whether to invest
in Shares. There may also be risks in addition
to these that should be considered in light
of your personal circumstances.

Except as required by law and only to

the extent so required, no person named
in this Prospectus warrants or guarantees
the Company’s performance, the repayment
of capital by the Company or any return

on investment made under this Prospectus.

No person is authorised to give any
information or to make any representation
in connection with the Offer, other than
as is contained in this Prospectus.

Any information or representation not
contained in this Prospectus should not
be relied on as having been made or
authorised by the Company, the Directors,
the Lead Managers or any other person in
connection with the Offer. You should rely
only on the information in this Prospectus.

Speculative investment

The Shares offered under this Prospectus
should be considered highly speculative.
There is no guarantee that the Shares
offered under this Prospectus will make a
return on the capital invested, that dividends
will be paid on the Shares or that there will
be an increase in the value of the Shares
in the future.

Prospective investors should carefully
consider whether the Shares offered
under this Prospectus are an appropriate
investment for them in light of their personal
circumstances, including their financial and
taxation position. Refer to Section 5 for
details relating to the key risks applicable
to an investment in the Shares.

Forward looking statements

Various statements in this Prospectus
may be in the nature of forward looking
statements, including statements of
current intentions, statements of opinion
and predictions as to future events.
Forward looking statements are identified
by words such as ‘may’, ‘could’, ‘believes’,
‘estimates’, ‘expects), ‘intends’, ‘considers’
and other similar words that involve risks
and uncertainties. You should be aware
that such statements are not statements
of fact and there can be no certainty

of outcome in relation to the matters

to which the statements relate.

Forward looking statements are subject
to various inherent risks and uncertainties
(many of which are outside the Company’s
control) that could cause the Company’s
actual results to differ materially from the
results expressed or anticipated in these
statements. As a result, forward looking
statements should be read in conjunction
with risk factors as set out in Section 5
and other information in this Prospectus.

The Company does not intend to update
or revise forward looking statements,
regardless of whether new information,
future events or any other factors affect
the information contained in this Prospectus,
except where required by law.

Past Performance

This Prospectus includes information
regarding the past performance of the
Company. Investors should be aware
that past performance should not be
relied upon as being indicative of
future performance.

International offer restrictions

This Prospectus does not constitute

an offer in any place outside Australia
where, or to any person to whom,

it would not be lawful to make such

an offer. No action has been taken to
register or qualify the Shares or the
Offer, or to otherwise permit a public
offer of the Shares, in any jurisdiction
outside Australia. The distribution of

this Prospectus outside Australia may be
restricted by law and persons who come
into possession of this Prospectus should
observe any such restrictions. Any failure
to comply with such restrictions could
constitute a violation of applicable securities
laws. See Section 7.10 for more details on
the selling restrictions that apply to the
Offer outside Australia.

This Prospectus must not be distributed

in the United States. The Shares have not
been, and will not be, registered under
the US Securities Act of 1933, as amended
(US Securities Act), and will not be offered
or sold in the United States except in
transactions exempt from, or not subject
1o, the registration requirements of the US
Securities Act and any applicable US state
securities laws.




Defined terms and abbreviations

Defined terms and abbreviations used
in this Prospectus are explained in
Section 12. Unless otherwise stated
or implied, references to times in

this Prospectus are to the time in
Sydney, Australia.

Cooling off rights

Cooling off rights do not apply to an
investment in Shares acquired under

the Prospectus. This means that, in most
circumstances, you cannot withdraw your
Application to acquire Shares under this
Prospectus once the Application has
been accepted.

Electronic prospectus

This Prospectus is available electronically
at www.tissuerepair.com.au. The Application
Form attached to the electronic version of
this Prospectus must be used within Australia.
Electronic versions of this Prospectus
should be downloaded and read in their
entirety. Obtain a paper copy of the
Prospectus (free of charge) by telephoning
1300 288 664 (toll free within Australia) or
+612 9698 5414 (outside Australia) from
9am until 5pm. Applications for Shares
may only be made on the Application Form
attached to this Prospectus or in its paper
copy form downloaded in its entirety from
www.tissuerepair.com.au.

Exposure period

Under the Corporations Act the Company
must not process Application Forms
during the seven day period after the
date of lodgement of this Prospectus
with ASIC. This period may be extended
by ASIC for up to a further seven days.
This exposure period enables the
Prospectus to be examined by market
participants. Application Forms received
during the exposure period will not be
processed until after the expiry of that
period. No preference will be given to
Application Forms received during the
exposure period.

Contract summaries

Summaries of contracts detailed in this
Prospectus are included for the information
of potential investors but do not purport to
be complete and are qualified by the text
of the contracts themselves.

Privacy

By completing an Application Form,

you are providing personal information
to the Company, and the Share Registry,
which is contracted by the Company

to manage Applications. The Company,
and the Share Registry on their behalf,
collect, hold and use that personal information
to process your Application, service your
needs as a Shareholder, provide facilities
and services that you request and carry
out appropriate administration.

Once you become a Shareholder,

the Corporations Act and Australian
taxation legislation require information
about you (including your name, address
and details of the Shares you hold) to be
included in the Company’s public register.
The information must continue to be
included in the Company’s public register
if you cease to be a Shareholder. If you do
not provide all the information requested,
your Application Form may not be able

to be processed. The Company, and the
Share Registry may disclose your personal
information for purposes related to your
investment to their agents and service
providers as disclosed in the Company’s
Privacy Policy or as otherwise authorised
under the Privacy Act 1988 (Cth).

You may request access to your personal
information held by or on behalf of the
Company. You can request access to
your personal information or obtain further
information about the Company’s privacy
practices by contacting the Share Registry
or the Company. The Company aims to
ensure that the personal information it
retains about you is accurate, complete
and up-to-date. To assist with this,

please contact the Company or the

Share Registry if any of the details

you have provided change.

In accordance with the requirements

of the Corporations Act, information on
the Shareholder register will be accessible
by members of the public.

Currency

Monetary amounts shown in this Prospectus
are expressed in Australian dollars unless
otherwise stated.

Photographs and diagrams

Photographs used in this Prospectus which
do not have descriptions are for illustration
only and should not be interpreted to mean
that any person endorses this Prospectus
or that assets shown in the photographs
are owned by the Company.

Diagrams used in this Prospectus are
illustrative only and may not be drawn
to scale.

Third party publications

The Industry Overview in Section 2 of this
Prospectus includes attributed statements
from books, journals and comparable
publications that are not specific to, and
have no connection with, the Company.
Except where indicated otherwise, the
authors of these books, journals and
comparable publications have not provided
their consent for these statements to be
included in this Prospectus, and the Company
is relying upon ASIC Corporations (Consents
to Statements) Instrument 2016/72 for

the inclusion of these statements in this
Prospectus without that consent having
been obtained.

This document is important and should
be read in its entirety.
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Key Dates and Key Offer Details

Key Event

Date

Prospectus Date

Broker Firm Offer opening date

Broker Firm Offer closing date

Settlement of the Offer

Allotment of Shares (Completion of the Offer)
Expected dispatch of holding statements

Expected commencement of trading of Shares
on ASX on a normal settlement basis

Thursday 7 October 2021
Friday 22 October 2021

5pm Friday 29 October 2021
Monday 15 November 2021
Tuesday 16 November 2021

Wednesday 17 November 2021

Thursday 18 November 2021

The timetable above is indicative only. The Company, in consultation with the Lead Managers, reserves the right to
amend any or all of these dates subject to the Corporations Act, the ASX Listing Rules and other applicable laws,
including closing the Offer early, extending the Offer, deferring completion of the Offer or accepting late Applications
either generally or in particular cases, allotting Shares at different times to investors, or to withdrawing the Offer,
all without prior notice. The Official Quotation and commencement of trading of the Shares on ASX remains subject

to confirmation from ASX.

Key Offer details

Company making the Offer
Proposed ASX code
Offer Price

Number of Shares available under the Offer

Gross proceeds from the Offer

Total number of Shares on issue at Listing,
excluding the Shares available under the Offer

Total number of Options on issue at Listing

Total number of Shares on issue at Listing (on an undiluted basis)
Total number of Shares on issue at Listing (on a fully diluted basis)
Indicative market capitalisation at listing (on an undiluted basis)’
Pro forma net cash?

Enterprise value at the Offer Price®

Tissue Repair Ltd
TRP
$115

19,130,440

Minimum Subscription
Amount of $22 million

41,334,403

22,470,580
60,464,843
82,935,423
$69.5 million
$27.1 million

$42.4 million

1. Indicative market capitalisation at listing (on an undiluted basis) equals the Offer Price multiplied by the Total number of Shares

on issue at Listing (on an undiluted basis).

2. Proforma net cash is calculated as cash and cash equivalents as at 30 June 2021, plus gross Offer proceeds, less Offer costs,

less net losses to mid September 2021.

3. Enterprise value at the Offer Price is defined as the Indicative market capitalisation at listing (on an undiluted basis), less the pro forma

net cash.

Tissue Repair Ltd Prospectus

3



Tissue Repair has a positive signal of
efficacy from its Phase Il clinical trials
and is pursuing a drug classification
in the active wound care market, which is
currently dominated by medical devices.

TISSUE REPAIR




Chairman’s Letter

Dear Investor,

On behalf of the Board of Directors, | am delighted to invite you to become a shareholder of the Company. Tissue Repair
is a clinical stage biopharmaceutical company developing an advanced wound healing technology targeting applications
in the chronic wound and cosmetic procedure markets.

In 2020, Tissue Repair completed the core clinical work and end of study statistical analysis on its Phase IIB chronic
wound trial achieving a positive signal of efficacy that the Company believes warrants progression to Phase Il clinical
trials. The Company is aiming to prove in-use superiority of its drug candidate to current therapies. If successful,
Tissue Repair could make a significant difference to the lives of many people currently living with debilitating chronic
wound conditions and is aiming to become the first company in over 20 years to achieve a drug label with therapeutic
claims in a chronic wound indication, in a market currently dominated by medical devices.

Tissue Repair has developed a unique active ingredient that is designed for wound healing and delivered topically.
The biologically active pharmaceutical ingredient (API) behaves like a decoy cell and simulates a yeast infection
resulting in the stimulation of the body’s own wound repair pathways. This active ingredient also provides a platform
for the opportunity to develop a range of products that have the potential to treat a broad range of conditions across
the wound care market.

Tissue Repair is in the final stages of completing its Phase Il program after completing Phase IIB clinical trial work and
end of study statistical analysis for its chronic wound product, TR-987. The Phase IIB trial program was on two indications:
chronic wounds and aesthetic dermatology. Tissue Repair is planning to commence pivotal Phase Il trials in 2022 on

a chronic wound indication, subject to approval by the FDA.

We are excited about the technology given its relatively advanced stage of clinical development and the opportunity
to pursue a drug label in a chronic wound indication which has significant unmet needs. Therapeutic claims in a
chronic wound (if achieved at the end of Phase Ill) provide a platform for growth and reimbursement differentiating
Tissue Repair’s product from competitor products. Over 240 patients (across different indications) have been studied
clinically across Phase I, Phase IIA and Phase IIB trials with TR-987. Over 200 of these patients were within randomised,
double-blind and placebo-controlled studies. Tissue Repair’s planned Phase Il clinical studies (subject to FDA approval)
will seek to validate its unique active ingredient, Glucoprime, in providing patients dual benefits of enhancing and
accelerating wound healing.

In the longer term (and if the required drug regulatory approvals are achieved), Tissue Repair’s technology could have
the potential to be employed to develop a family of products that promote and accelerate wound healing and tissue
repair across a range of medical and surgical applications.

The core focus of Tissue Repair is the clinical development and commercialisation of its advanced wound healing gel,
TR-987, however, Tissue Repair also hopes to commercialise its aesthetic dermatology gel, TR Pro+. Positive clinical
data from aesthetic dermatology trials has laid the foundation for Tissue Repair's commercialisation plan for its
cosmeceutical product, TR Pro+, as a post-procedure gel to be used following certain minimally invasive cosmetic
procedures, with an Australian market launch currently planned in 2022.

We have assembled a high-quality team of scientific, medical, venture and pharmaceutical executives in Australia
and the USA to support Tissue Repair in the pursuit of its objectives. To support our commercialisation strategy,
including undertaking a Phase lll trial as well as commercialising our cosmeceutical product, TR Pro+, the Company
is seeking to raise $22 million under the Offer and to list its Shares on the Australian Securities Exchange (ASX).

The Offer represents an opportunity to participate in the development of an advanced wound care technology
with a Phase IIB clinical program supporting a positive signal of efficacy in two segments of large global markets,
however, an investment in Tissue Repair must be considered highly speculative.

We encourage you to read the Prospectus carefully and in its entirety before making an investment decision. On behalf
of my fellow Directors, we look forward to welcoming you as a Shareholder of Tissue Repair.

Jack Lowenstein
Non-Executive Chair

Tissue Repair Ltd Prospectus 5
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1. Investment Overview

The information set out in this Section is intended to be a summary only and should be read in conjunction with the
more detailed information appearing elsewhere in this Prospectus. In deciding whether to apply for Shares under the
Offer, you should read this Prospectus carefully and in its entirety. If you are in doubt as to the course you should follow,
please consult your stockbroker, solicitor, accountant, financial adviser or other professional adviser.

11 Company Overview

Question

Answer

Location in
this Prospectus

Who is Tissue Repair?

Tissue Repair is a clinical stage biopharmaceutical company
developing advanced wound healing products targeting applications
in the chronic wound and cosmetic procedure aftercare markets,
with the potential for further development of related technologies.

Section 3.1

What is the
Company’s history?

In 2012, the Company and its wholly owned US subsidiary,

TR Therapeutics, Inc., were established to acquire the advanced
wound care assets, intellectual property and technology of
Novogen Research Pty Ltd and Glycotex, Inc.

Since founding Tissue Repair in 2012, a team of dedicated venture
capital and scientific founders have focused on obtaining further
data and additional clinical evidence through undertaking a
Phase IIB clinical trial program to confirm the early efficacy signals
of the core technology. Additional work has also been undertaken
on analytical identification and manufacturing of its active
ingredient candidate.

Section 3.2

What industry
does Tissue Repair
operate in?

The Company’s core focus is part of the chronic wound market which,
in the USA alone, is estimated to cost the federal healthcare system
up to US$50bn* (for both primary and secondary diagnosis,
including the cost of infections and all costs associated with care
including but not limited to hospital and medical costs). Tissue
Repair is initially targeting the US$1.5bn® market of active wound
care products (biologics) used to treat these conditions in the USA.
Tissue Repair is also targeting the market for aftercare of minimally
invasive cosmetic procedures.

Section 2.2

What is Tissue
Repair’s unique
technology?

Tissue Repair has developed a unique immunogenic active
ingredient, referred to as Glucoprime, which activates the body’s
own macrophages and stimulates an immune response that leads
to accelerated wound healing.

TR-987 is a drug candidate that has been designed to activate
immune cells developed to defend against pathogenic microorganisms.
Using the principle of biologic pattern recognition, the TR-987 gel
utilises a purified insoluble biological polysaccharide (3-glucan)
“skeleton” of a yeast cell that is used as a decoy to attract macrophages
to the wound site.

In the longer term (subject to regulatory approvals), Tissue Repair’s
technology could have the potential to be employed to develop a
family of products that promote and accelerate wound healing and
tissue repair across a range of medical and surgical applications.

Sections 3.3 and 3.4

4. Nussbaum et al. (2018). An Economic Evaluation of the Impact, Cost, and Medicare Policy Implications of Chronic Nonhealing Wounds.

Value Health, 21(1), 27-32.

5. SmartTRAK Business Intelligence.
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1. Investment Overview continved

Location in
Question Answer this Prospectus

What clinical stage Tissue Repair is in the final stages of closing its Phase Il program Sections 3.1-3.6
is Tissue Repair at? having completed Phase IIB clinical trial work and end of study

statistical analysis in 2020 for its chronic wound product, TR-987.

Itis planning to commence pivotal Phase Il trials for its chronic

wound product in 2022, subject to FDA approval. Tissue Repair

is also preparing to launch its cosmeceutical product (TR Pro+)

in the Australian market in 2022, a post-procedure gel to be used

following some minimally invasive cosmetic procedures.

Tissue Repair is in the process of undertaking the requisite planning,
analytical identification and manufacturing work required to commence
Phase lll clinical trials for its chronic wound care product.

What is Tissue Repair's  Tissue Repair’s products include: Section 3.1
product pipeline and

Chronic wound product
what are they used for?

Tissue Repair’s primary objective is to achieve a drug label in a
chronic wound indication. The US$1.7bn global advanced active
wound care (biologics) market (approximately US$1.5bn in the
USA alone)® predominantly treats chronic wounds and is currently
dominated by medical devices, scaffolds and human derived
placenta products.

A key differentiator for Tissue Repair’s lead drug product, TR-987,
is its topical gel format and its immunogenic mechanism of action.
The drug promotes an immune response to stimulate the body’s
own immune system and to help initiate wound repair. The drug
is not a patch or scaffold and does not require any complicated
application by a clinician or surgeon, providing caregiver and
in-home application advantages over competitor products.

Cosmeceutical product

A secondary focus is the medium-term commercialisation of the
technology as a cosmeceutical gel for use following certain minimally
invasive (nonsurgical) cosmetic procedures.

Other potential future products

Subject to the collection of appropriate clinical data, Tissue Repair’s
platform technology potentially has relevance to a range of applications
in a variety of other wound care markets such as burns, over-the-
counter/pharmacy wound products, atopic dermatitis, or new
bandage and scaffold products impregnated with Tissue Repair’s
API. The technology also has potential for animal use in veterinary
applications. These alternate indications are future opportunities,
and not currently being pursued by Tissue Repair in its existing
program of work.

6. SmartTRAK Business Intelligence.




Question

Location in
Answer this Prospectus

Who manufactures
Tissue Repair’s
products?

Tissue Repair has engaged contract manufacturers for the Section 3.8
manufacture of its API (Glucoprime), the finished drug product
(TR-987) and the finished cosmeceutical product (TR Pro+).

What are Tissue
Repair’s key costs?

Operating expenses relating to all indirect expenditure that is not Section 4
attributable to the Company’s research and development activities.

These expenses include general office overheads, management

and board costs, legal fees, corporate advisory costs, indirect

employee costs, administration, travel, occupancy, and patent costs

(application for patents as well as patent protection).

Research and development expenses representing costs for
employees, contractors, materials and other expenditure associated
with the Company’s research and development programs. Included
here are the costs of undertaking clinical trials, manufacturing and
analytical and development work, regulatory costs and regulatory
legal advice.

Share based payments representing the non-cash expense
attributed to vested Options and the expenses to date for Options
that have not yet vested (as the expense is spread over the vesting
period). The Options have been issued to key management personnel,
employees and non-employees of Tissue Repair as well as advisers.

Why are there no
financial forecasts
in the Prospectus?

The Company is in the development phase and has not begun N/A
selling its products in any market, and there are significant material
uncertainties associated with forecasting any future revenues

and expenses. On this basis, the Directors believe that there

is no reasonable basis for the inclusion of financial forecasts

in this Prospectus.

What is Tissue Repair’s
dividend policy?

Tissue Repair is currently in the development phase of operations Section 4.12
and expects to incur significant expenditure to execute the Company’s

business plans. Accordingly, the Company does not expect to

declare any dividends for the foreseeable future. The Company’s

ability to earn any significant free cashflow from which to pay a

dividend is materially uncertain.

Tissue Repair Ltd Prospectus
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1. Investment Overview continved

1.2 Key features of industry in which Tissue Repair operates

Location in
Topic Summary this Prospectus
i jon 2.2
Chronic wounds Description Spending in the USA section
Wounds with impaired  Over US$50bn cost to treat, with
healing that haven’t approximately US$1.5bn spent on
healed within 4 weeks,  active wound care products (biologics)
including:
including Estimated USA Medicare cost of over
- Venous ulcers US$50bn to treat chronic wounds
(current clinical via both primary and secondary
trial focus) diagnosis, including cost of infections
. Diabetic foot ulcers  and all costs associated with care
including but not limited to hospital and
- Pressure ulcers ) } )
_ medical costs’, excluding costs incurred
+ Arterial ulcers by the non-Medicare population
Itis estimated that 75% of chronic wounds
occur in the Medicare population®
Tissue Repair is initially targeting the
US$1.5bn® market of active wound care
products (biologics) used to treat these
conditions in the USA
Aftercare of minimally Section 2.2

invasive cosmetic
procedures

Description

Spending in the USA

Aftercare of a targeted
segment of nonsurgical
treatments administered
by surgeons/physicians
designed to improve
the appearance of

the skin (aesthetic
dermatological
procedures), including:

- Laser skin resurfacing
(initial and core focus
of Tissue Repair)

- Other potential
segments include:

— Chemical peels

— IPL treatment

— Microdermabrasion
— Needling

— Laser hair removal

— Laser tattoo removal

Approximately US$3.4bn annual spend
on related procedures

Almost 4.7m aesthetic dermatological
procedures in 2019 with estimated total
spend on these procedures of almost
US$3.4b (Australia had over 361,000
procedures worth an estimated A$341m)™°

Estimated spend does not include
spending on aftercare products

7. Nussbaum et al. (2018). An Economic Evaluation of the Impact, Cost, and Medicare Policy Implications of Chronic Nonhealing
Wounds. Value Health, 21(1), 27-32.

8. SmartTRAK Business Intelligence.
9. SmartTRAK Business Intelligence.
10. Frost & Sullivan Market Report.
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Location in

Topic Summary this Prospectus
Future markets Descriotion Section 2.2
(subject to the P

development of « Burns

products future
preclinical and
clinical data and
regulatory approval)

- Surgical wounds
« Trauma wounds
. After sun care

« Other complex
and/or healing
impaired wounds

-« Veterinary

What are the Company’s
regulatory pathways?

To be able to sell a drug product with therapeutic claims, Section 2.7
Tissue Repair requires regulatory approval and market clearance

in each respective jurisdiction in which it seeks to sell its products,

with each country and region differing in its regulatory framework.

Tissue Repair’s therapeutic drug product, TR-987, is in the final
stages of Phase Il (having completed Phase IIB clinical trial work
and end of study statistical analysis in 2020). The Company has
commenced requisite preparatory and planning work for Phase Il
(subject to FDA approval) required to support regulatory approval
as a drug in the USA and Australia.

The potential regulatory and approval processes for Tissue Repair’s
therapeutic drug candidate, TR-987, in its preliminary target markets
(the USA and Australia) are outlined in Section 2 of this Prospectus.

Tissue Repair's cosmeceutical product, TR Pro+, may presently

be classified and marketed as a cosmetic in Australia and the USA,
although no therapeutic claims can be made. Tissue Repair plans
to undertake market research in 2021to determine the optimal
launch pathway for TR Pro+ which is planned for 2022.

Tissue Repair Ltd Prospectus
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1. Investment Overview continved

1.3 Financial information

Location in

Question Answer this Prospectus
What is Tissue Repair's  The Company’s historical results have been set out in detail in Section 4.5
historical financial Section 4.5.
performance?
How does Tissue The Company’s expenditure program sets out its use of funds from Section 7.1.2
Repair expect to the Offer and existing funds, with which the Company will have
fund its operations? sufficient working capital at the time of its ASX admission to meet

its stated objectives for at least the next 24 months.

Tissue Repair does not expect to generate meaningful revenue

in the short term.
What is Tissue Repair’s  The Directors have considered the requirements of ASIC Regulatory  Section 4.2
forecast financial Guide 170 Prospective financial information (RG170) to determine
performance? if prospective financial information should be included in this

Prospectus. The Directors have determined that, as at the date of

this Prospectus, Tissue Repair does not have reasonable basis to

reliably forecast future earnings and accordingly forecast financial

information is not included in this Prospectus. There is uncertainty in

relation to the quantum and timing of Tissue Repair’s future revenue

given the status of its research, resulting in a level of unpredictability

in the timing, quantum and recognition of future receipts.
1.4 Board and management

Location in
Topic Summary this Prospectus
Who are the directors Mr Tony Charara Co-Founder, Executive Director Section 6.1
f Ti Repair? . . )

ot Tissue kepalr Mr Jack Lowenstein Independent, Non-Executive Chair

Mr Max Johnston Independent, Non-Executive Director

A/Prof. Craig Stamp /ndependent, Non-Executive Director

Mr Bryan Gray Independent, Non-Executive Director
Who are the Mr Tony Charara Co-Founder, Executive Director Section 6.2
management

of Tissue Repair?

Dr Darryl Reed Chief Operations Officer (COO)

Dr Pramod Nednoor Vice President of Chemistry and Controls
Mr William Bost Vice President of Manufacturing

Mr Mark Waring Vice President of Clinical and Regulatory Affairs
Mr Cameron Jones Chief Financial Officer (CFO)

12




1.5 Significant interests of key people and related party transactions

Location in
Topic Summary this Prospectus

Who are the substantial On the Listing Date, it is anticipated that the following Shareholders Section 7.1.4
shareholders and what  (including the interests of their associates) will hold greater than 5%

will their interests be of the share capital in the Company:
at Listing?
Percentage
interest of
shares on
Shareholder Shares issue' Options
Selene Holdings Limited? 5,955,980 9.9% Nil
Spark Capital Pty Limited
(Mr Tony Charara)® 4,822,260 8.0% 13,640,000
Creight Investments Pty Ltd
(Mr Peter Scutt)* 4,022,260 6.7% 2,500,000
Notes:

1. The percentage interest in shares on issue above is calculated
on an undiluted basis.

2. Selene Holdings Limited is an early investor in Tissue Repair.

3. Spark Capital Pty Limited is an entity controlled by Tony Charara,
a co-founder and Executive Director of the Company.

4. Creight Investments Pty Ltd is an entity controlled by Peter Scutt,
a co-founder and former Director of the Company.

The above assumes no additional participation by these
Shareholders in the Offer.

Final holdings of all Substantial Shareholders will be notified
to the ASX on the Company’s Listing.

Tissue Repair Ltd Prospectus
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1. Investment Overview continved

Location in
Topic Summary this Prospectus
What significant Directors are entitled to remuneration and fees as disclosed in Section 6.4
benefits are payable Section 6.4.
to Directors and other Set out below are details of the interests of Directors in the Shares
persons connected o : . )
. and other securities of the Company immediately prior to lodgement
with the Company of the Prospectus with ASIC and on the Listing Date
or the Offer and what P d ’
significant interests Shares at “Prospectus Date” numbers are expressed before the
do they hold? Share Split described in Section 11.3.
As at Prospectus Date On Listing Date

Name Shares Options Shares Options

Tony Charara

(Executive Director) 241,113 602,000 4,822,260 13,640,000

Jack Lowenstein

(Non-Executive

Chair) 0 0 26,080 366,060

Max Johnston

(Non-Executive

Director) 0 0 26,080 366,060

Craig Stamp

(Non-Executive

Director) 0 0 26,080 366,060

Bryan Gray

(Non-Executive

Director) 0 0 13,040 366,060
What escrow Approximately 55% of the Shares on issue on the Listing Date will Section 7.5
arrangements be subject to escrow arrangements, for varying periods.

in place?

are In place 98% of Options will be subject to escrow arrangements.
What related party Other than the usual contractual arrangements, including a contract ~ Sections 6.4, 6.5,
transactions and with Tony Charara as Executive Director, appointment letters forthe 6.6 and 11.8
other benefits for other Directors, and deeds of indemnity, there are currently no
other parties exist? material agreements between the Company and its Directors,

or other related parties.

Advisers and other service providers are entitled to fees for services
rendered in relation to the Offer as set out in this Prospectus.
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1.6 Key investment risks

Location in
Question Answer this Prospectus
Products not yet Tissue Repair’s ability to achieve profitability is dependent on a Section 5.2.1

launched and the
therapeutic product
is not yet approved
for commercial sale

number of factors, including, for its therapeutic product, its ability
to commence and complete successful Phase Il clinical trials and
obtain regulatory approval in the USA and Australia (@t a minimum),
and Tissue Repair’s ability to successfully commercialise either

or both of its cosmeceutical or therapeutic products. There is

no guarantee that Tissue Repair’s products (either or both its
cosmeceutical and therapeutic product/s) will be commercially
successful. Tissue Repair does not currently generate revenue
from product sales, and any such revenue would first be from

its cosmeceutical product, which has not yet been launched.
Revenue from Tissue Repair’s therapeutic drug product will not
be possible until FDA approval is granted in the USA and the
product is successfully launched. Clinical trials for Tissue Repair’s
therapeutic product may also be suspended for safety or efficacy
reasons, following development it may prove difficult or impossible
to replicate and manufacture any of Tissue Repair’s products on

a large scale, or, during the period of development, competitors
(including those with greater resources) may emerge with competing
or alternative treatments or technologies.

Product acceptance

Tissue Repair’'s growth and the commercial success of Tissue Repair’'s  Section 5.2.2
current and future products is reliant on the acceptance of Tissue

Repair’s products by healthcare professionals, including the relevant

medical and wound care specialists.

The degree of market acceptance and continued adoption of Tissue
Repair’s products will depend on a number of factors, including:

- the potential and perceived advantages of Tissue Repair’s products
over competitor products and the preference by healthcare
professionals of competitor’s products due to familiarity with
those products or for other reasons;

» Tissue Repair’s products performing to expected standards
of care and quality;

- Tissue Repair’s ability to successfully market its products
by providing clinical and economic data that show the safety,
clinical efficacy, cost effectiveness and patient benefits from
Tissue Repair’s products; and

- Tissue Repair’s ability to deliver consistent clinical results for
indications when approved.

The acceptance of Tissue Repair’s products may gain acceptance
slower than planned or may not gain broad market acceptance

by healthcare professionals which, should this arise, would impact
Tissue Repair’s operating and financial performance and viability.

Tissue Repair Ltd Prospectus
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1. Investment Overview continved

Question

Location in
Answer this Prospectus

Clinical trial risk for
therapeutic product

Tissue Repair may be unable to secure necessary approvals from Section 5.2.3
regulatory agencies and institutional bodies (clinics and hospitals)

to commence or conduct Phase Il clinical trials for its therapeutic

product. As a new manufacturing site is being established, itis

possible that the FDA does not accept there is equivalence of the

APl used in prior stage clinical trials. The FDA could require bridging

studies on the API produced at the new site or that prior stage clinical

trials are repeated on the API produced by the new manufacturing site.

There is also no guarantee that Tissue Repair’s technology will prove
to be safe and efficacious in the Phase Il clinical trials, or that the
regulatory approval to manufacture and market its therapeutic products
will be received. The clinical trials could be put on hold or terminated,
which will likely have a significant adverse effect on the Company,
the value of its securities and the future commercial development

of its technology.

Manufacturing risk

There is a risk that Tissue Repair may not be able to reproduce Section 5.2.4
its APl material and/or drug product that is consistent with what

was used in clinical trials historically (i.e. it is not consistent with

the IND specifications currently on file with the FDA), delaying or

impeding Tissue Repair’s ability to proceed to Phase Il clinical trials.

Should this risk occur, the FDA could require additional bridging

studies or require that earlier stage clinical trials are repeated.

Tissue Repair may face potential scale-up challenges as it seeks
to increase the output of its manufacturing for commercialisation

of its products and may have difficulty reproducing the API material
and/or drug product and producing it in large quantities.

The Company expects to be dependent on one or more Contract
Manufacturing Companies (CMC), exposing it to additional risks
through these counterparties.

Regulatory and
reimbursement
approvals

The research, development, manufacture, marketing and sale of Section 5.2.5
products using Tissue Repair’s technology are subject to varying

degrees of regulation by government authorities in Australia,

USA, Europe and Asia. Products developed using Tissue Repair’s

technology must undergo a comprehensive and highly regulated

development and review process.

For Tissue Repair’s therapeutic product that process also includes
the requirement to receive regulatory approval to be able to sell
and market the Company’s drug product. This additional process
includes the provision of clinical data relating to the quality, safety
and efficacy of the therapeutic product for its proposed use,
and therapeutic products may also need to be submitted for
reimbursement approval. The availability and timing of that
reimbursement approval may have an impact upon the uptake
and profitability of therapeutic products in some jurisdictions.

Any of the products utilising Tissue Repair’s technology may
be shown to be unsafe, non-efficacious, difficult or impossible
to manufacture on a large scale, uneconomical to market,
unable to compete with superior products marketed by
third parties or not be as attractive as alternative treatments
or technologies.
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Question

Location in
Answer this Prospectus

Commercialisation
of products, revenue
and expenditure

Tissue Repair has not yet commercialised its technology and, as yet, Section 5.2.6
has no revenues. Tissue Repair is also dependent on commercially

attractive markets remaining available to it during the commercialisation

phase and there is a risk that, once developed and ready for sale,

commercial sales (to fund sufficient revenues for continued operations

and growth) may not be achieved.

Tissue Repair may experience delay or adverse outcomes in achieving
a number of critical milestones, including securing commercial
partners, completion of clinical trials for its therapeutic products,
obtaining regulatory approvals, manufacturing, pre-launch market
research, product launch and sales. Any material delays may impact
Tissue Repair adversely, including the timing of any revenues.

The Directors believe the funds raised through the Offer will be
sufficient for the Company’s short-to-medium term objectives,
however the Company may require substantial additional financing
in the future to sufficiently fund its operations, commercialisation,
and development. Unforeseen expenditure may not have been
considered in the preparation of this Prospectus. Although the
Company is not aware of any such additional expenditure requirements,
if subsequently incurred they may adversely affect the expected use
of funds of the Company as set out in this Prospectus.

Without revenue from commercialisation, the Company may be
required to raise additional equity or debt capital in the future.
There is no assurance that it will be able to raise that capital when

it is required or, even if available, the terms may be unsatisfactory.

If the Company is unsuccessful in obtaining funds when they are
required, Tissue Repair may need to delay or scale down its operations.

While the Company will be subject to the constraints of the ASX
Listing Rules regarding the percentage of its capital that it is able
to issue within a 12-month period without Shareholder approval
(other than where exceptions apply), Shareholders may be diluted
as a result of any issues and fundraisings.

Intellectual property

Tissue Repair’s ability to leverage its innovation and expertise Section 5.2.7
depends upon its ability to protect its intellectual property and any

improvements to it. The intellectual property may not be capable

of being legally protected, it may be the subject of unauthorised

disclosure or be unlawfully infringed, or Tissue Repair may incur

substantial costs in asserting or defending its intellectual property

rights. This includes the Company’s ability to obtain commercially

valuable patent claims.

If relevant patents which have been filed or trademarks are not
granted to Tissue Repair, then the value of the intellectual property
rights may be significantly diminished. Further, any information
contained in patent applications will become part of the public
domain, and so will not be protected as confidential information.

Tissue Repair Ltd Prospectus
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1. Investment Overview continved

Question

Answer

Location in
this Prospectus

Dependence on
key personnel, and
growth management

Tissue Repair depends on the talent and experience of its personnel
(employees and consultants) as its primary asset. There may be a
negative impact on Tissue Repair if any of its key personnel leave.

It may be difficult to replace them, or to do so in a timely manner

or at comparable expense. Additionally, any key personnel who
leave to work for a competitor may adversely impact Tissue Repair.
There is a corresponding risk that Tissue Repair may be unable to
manage its future growth successfully. The ability to hire and retain
skilled personnel as outlined above may be a significant obstacle

to growth.

Section 5.2.8

Arrangements with
contract manufacturers
and third-party
collaborators

Tissue Repair itself has not produced active pharmaceutical
ingredient (API) material and has appointed a contract manufacturer
to undertake manufacture of engineering and production batches

of its unique active ingredient, named Glucoprime. There is no
guarantee Tissue Repair will be able to produce the active ingredient
and finished drug products of a consistent specification of previous
batches used in the Phase IIA and Phase IIB trial programs. Any contract
manufacturers will need to comply with quality expectations and
applicable regulatory requirements and may not be able to be
established in a timely manner.

The service provided by contracted parties to Tissue Repair may be
disrupted or terminated for a variety of reasons which may result in
manufacturing disruptions or an inability to manufacture and produce
its products for some time. This has the potential to limit, delay or
prevent supply of Tissue Repair’s products and have an adverse
impact on the availability of Tissue Repair’s products to customers.

Tissue Repair may pursue collaborative arrangements with
pharmaceutical and life science companies, academic institutions or
other partners to complete the development and commercialisation
of its products. These collaborators may be asked to assist with funding
or performing clinical trials, manufacturing, regulatory approvals,

or product marketing. There is no assurance that the technology

will attract and retain appropriate strategic partners or that any

such collaborators will perform and meet commercialisation goals.

Section 5.2.9

Competition

The biotechnology and pharmaceutical industries are intensely
competitive and subject to rapid and significant technological change.
Other companies, both in Australia and abroad, may be pursuing the
development of products that target the same medical conditions

or markets that Tissue Repair is targeting. Tissue Repair’s products
may compete with existing alternative treatments or technologies
that are already available to customers. Some of these companies
may have, or develop, technologies superior to Tissue Repair’s

own technology. Tissue Repair may face competition from parties
who have substantially greater resources than the Company.

Section 5.2.10
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Question

Location in
Answer this Prospectus

Product liability

Any defects in Tissue Repair’s products may harm Tissue Repair Section 5.2.11
and its customers’ reputation and business. Tissue Repair may also

be subject to warranty and liability claims for damages related to

defects in its products. In addition, the products may be subject

to a recall, withdrawal, or other regulatory action. This risk exists

even if a product is cleared or approved for commercial sale by

the TGA, FDA or other regulatory authorities and is manufactured

in appropriately licensed and regulated facilities.

There may also be adverse events reported from the use, misuse or
defect of Tissue Repair’s products which could expose Tissue Repair
to product liability claims or litigation. Tissue Repair may be subject
to product liability claims if its products cause, or merely appear to
have caused, patient injury or death. The industry in which Tissue
Repair operates has historically been subject to extensive litigation
over product liability claims, especially in the USA market. Product
liability claims may result in substantial litigation costs, product recalls
or market withdrawals, supressed demand for Tissue Repair products
and damage to Tissue Repair’s reputation, regardless of merit or
eventual outcome. If this were to occur, it would adversely impact
Tissue Repair’s operating and financial performance.

Country/region
specific risks

Tissue Repair has operations in the USA and must comply with a Section 5.2.12
range of different USA legal and regulatory regimes. As Tissue Repair
expands the sales of its products geographically into new international
jurisdictions, it is subject to the risks associated with conducting
business in those new international jurisdictions, which include
adapting to, and complying with, the differing laws and regulations,
business and clinical practices, and patient preferences in foreign
countries, developing and managing foreign relationships and
operations and being subject to the political and economic climate
of the various countries. A breach of any of these areas could result
in fines or penalties, the payment of compensation or the cancellation
or suspension of Tissue Repair’s ability to carry on certain activities
or product offerings. It could also interrupt or adversely affect parts
of Tissue Repair’s business and may have an adverse effect on
Tissue Repair’s operating and financial performance.

Currency risk

A significant proportion of Tissue Repair’s costs are incurred in the Section 5.2.13
USA. There is a risk that unfavourable exchange rate movements

may cause higher than expected costs. Tissue Repair does hedge

some of its USD foreign exchange rate exposure by holding some

cash in a USD bank account, however other hedging arrangements

may be considered closer to product launch and bulk manufacturing.

COVID-19 global
pandemic

Uncertainties relating to the ongoing COVID-19 global pandemic Section 5.3.11
in jurisdictions within which Tissue Repair is operating may affect

the Company’s ability to achieve any of its objectives outlined in this

Prospectus, including requisite preparatory Phase Il operations and

deliverables required by the FDA, its ability to conduct a Phase llI

trial and commercialisation plans (including its ability to generate

revenue from its cosmeceutical product, TR Pro+).

Tissue Repair Ltd Prospectus
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1. Investment Overview continved

1.7 Overview of the Offer

Location in
Topic Summary this Prospectus
Who is the issuer Tissue Repair Ltd ACN 158 411 566. N/A
of this Prospectus?
What is the Offer? This Prospectus relates to an initial public offering of 19,130,440 Section 7
Shares at the Offer Price of $1.15 per Share. The Shares offered
under this Prospectus will represent approximately 32% of the
Shares on issue at Listing.
The Offer is expected to raise $22 million. The total number of Shares
on issue at Listing will be approximately 60,464,843 and all Shares
once issued will rank equally with each other.
Why is the Offer The purpose of the Offer is to: Section 7.1.2
i ?
being conducteds « provide funding to prepare for and undertake the required
Phase Il clinical program;
» provide funding to undertake marketing and commercialisation
efforts on its cosmeceutical product;
- provide funding and financial flexibility to support the Company’s
growth strategy and future growth opportunities; and
« provide the Company with the benefits of an increased brand
profile that may arise from being a publicly listed entity.
What are the sources Section 7.1.2

and uses of the
proceeds of the Offer?

Sources of funds A$m  Uses of funds A$m

Cash proceeds

received by the

Company under 22.0 (F:)I?r?iscilntlrials 13.6
the Offer from the

issue of Shares

Market testing

and initial

commercialisation 2.1
of cosmeceutical

product (TR Pro+)

Development of

chronic wound 3.7

drug (TR-987)

Working capital 26

and offer costs ’
Total sources 220 Total uses 22.0
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Location in

Topic Summary this Prospectus
What is the Section 7.1.3
R Prospectus Date' On Listing Date?
capital structure?
Convertible
Shares Options Notes Shares Options
Shareholder No. % No. % No. No. % No. %
Existing
Shareholders® 1,652,465 100% 821,750 100% 33049300  55% 16435000  73%
Convertible
Note Holders*® 7500000 87152123  13% 0%
New Investors
under the Offer 19130440  32% 0%
Shares issued
on Listing® 132,980 0% 0%
Options issued
on Listing 0% 6035580  27%
Total 1,652,465 100% 821,750 100% 7,500,000 60,464,843 100% 22,470,580 100%
Notes:
1. Shares at “Prospectus Date” numbers are expressed before the Share
Split described in Section 11.3.
2. Following the changes to the capital structure as described in Section 11.3
including the Share Split of Existing Shares.
3. No Existing Shares will be sold under the Offer.
4. Convertible Notes will not be on issue as at Completion, having been
converted into Shares.
5. Convertible Notes will be converted into Shares prior to Completion
as described in Section 10.4.
6. Includes 132,980 Shares and 6,035,580 Options to be issued on Listing
as described in 11.3.
Refer to Sections 7.1.3 and 11.3 for further detail.
What is the consideration Successful Applicants under the Offer will pay the Offer Price Section 7.1
payable for the Shares? of $1.15 per Share.
Will the Shares be The Company will apply to the ASX within seven days after the Section 7.8.1

quoted on ASX?

Prospectus Date for admission to the Official List and quotation of
Shares on the ASX (which is expected to be under the code TRP).
Completion is conditional on ASX approving this application.

If approval is not given within three months after such application
is made (or any longer period permitted by law), the Offer will be
withdrawn, and all application monies received will be refunded
(without interest) as soon as practicable in accordance with the
requirements of the Corporations Act.

The ASX takes no responsibility for this Prospectus or the investment
to which it relates. The fact that the ASX may admit the Company

to the Official List is not to be taken as an indication of the merits

of an investment in the Company.

Tissue Repair Ltd Prospectus
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1. Investment Overview continved

Topic

Summary

Location in
this Prospectus

How is the Offer
structured?

The Offer comprises:

« the Broker Firm Offer, which is open to Australian retail clients of
Brokers who have received a firm allocation from their Broker; and

- the Institutional Offer, which consisted of an invitation to bid for
Shares made to Institutional Investors in Australia and certain
other eligible jurisdictions.

No general public offer of Shares will be made under the Offer.
Shares offered under the Offer are offered and issued with disclosure
under this Prospectus.

Section 711

What is the
allocation policy?

The allocation of Shares among bidders in the Institutional Offer has
been determined by agreement between the Lead Managers and
the Company. The Company and the Lead Managers have absolute
discretion regarding the basis of allocation of Shares among
Institutional Investors.

The allocation policy was influenced, but not constrained,
by the following factors:

- number of Shares bid for by particular Applicants;
. the timeliness of the bid by particular Applicants;

- the Company’s desire for an informed and active trading
market following Listing;

- the Company’s desire to establish a wide spread of institutional
Shareholders;

. overall level of demand under the Broker Firm Offer and
Institutional Offer;

- the size and type of funds under management of particular
Applicants;

- the likelihood that particular Applicants will be long-term
Shareholders; and

- any other factors that the Company and the Lead Managers
considered appropriate.

The allocation of Shares to the Broker Firm Offer, and the identity
and level of participation of Brokers participating in the Broker Firm
Offer, has been determined by agreement between the Lead
Managers and the Company.

Sections 7.3.4
and 7.4.2
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Location in

Topic Summary this Prospectus
Is there any brokerage, No brokerage, commission or stamp duty is payable by Applicants Sections 6.5,
commission, stamp duty on the acquisition of Shares under the Offer. 7.2 and 11.8
ble by Applicants?

payable by Applicants Refer to Sections 6.5 and 11.8 for details of the fees payable by the

Company to the Lead Managers.
Are there any tax The tax consequences of any investment in the Shares will depend Sections 7.2
considerations for upon an investor’s particular circumstances. Applicants should and 11.12
Australian investors? obtain their own tax advice prior to deciding whether to invest.
When will | receive Itis expected that initial holding statements will be dispatched Section 7.2
confirmation that by standard post on 17 November 2021.

Application h

my Application has Refunds (without interest) to Applicants who make an application
been successful? ) ) o

and receive an allocation of Shares, the value of which is smaller

than the amount of the application monies they have paid, will be

made as soon as practicable after Completion.
How can | apply? If you have received an allocation of Shares from your Broker Section 7.3.2

and wish to apply for those Shares under the Broker Firm Offer,
you should contact your Broker for information about how to
submit your Broker Firm Offer Application Form and for payment
instructions. Applicants under the Broker Firm Offer must not
send their Application Forms or payment to the Share Registry.

Tissue Repair Ltd Prospectus

23



lllustration of a macrophage feeding on bacteria

iew

Industry Overvi

2




2. Industry Overview

2.1 Introduction

Tissue Repair is a clinical stage biopharmaceutical company developing advanced wound healing products targeting
applications in the chronic wound (venous leg ulcers) and cosmetic procedure markets, with the potential for further
development of related technologies. Subject to FDA approval, it is planning to commence Phase Il clinical trials for its
chronic wound product in 2022.

Tissue Repair has developed a unique active ingredient that is designed for wound healing and which is delivered
topically. The biologically active pharmaceutical ingredient (API) behaves like a decoy cell that simulates a yeast
infection, resulting in the stimulation of the body’s own wound repair pathways. This unique active ingredient provides
Tissue Repair with a platform with which to develop a number of products that have the potential to treat a broad range
of conditions across the wound care and cosmetic procedure aftercare markets.

Tissue Repair is in the final stages of completing its Phase Il program for its chronic wound product, TR-987,
having completed the field activity and preliminary analysis of Phase IIB clinical trials in 2020. Tissue Repair is
planning to commence pivotal Phase Ill trials for TR-987 in 2022, subject to FDA approval. Tissue Repair is also
planning to launch its cosmeceutical product, TR Pro+, in the Australian market in 2022. TR Pro+ is a cosmeceutical
post-procedure gel to be used following certain minimally invasive cosmetic procedures.

2.2 Markets in which Tissue Repair operates

Exhibit 2.1 below outlines the key markets for Tissue Repair’s products. The Company’s core focus is the chronic
wound market which, in the USA, is estimated to cost the federal healthcare system up to US$50bn" (for both primary
and secondary diagnosis, including the cost of infections and all costs associated with care including but not limited to
hospital and medical costs). Tissue Repair is initially targeting the US$1.5bn'? market of active wound care products
(biologics) used to treat these conditions in the USA. Tissue Repair is also targeting the market for aftercare of
minimally invasive cosmetic procedures. In 2019, there were an estimated 4.7m aesthetic dermatological procedures

in the USA and over 361,000 in Australia (relevant procedures outlined in Exhibit 1 below).

Exhibit 2.1: Market opportunity for Tissue Repair

Market Opportunity

Description

Spending in the USA

Chronic wounds

Wounds with impaired healing that haven't
healed within 4 weeks, including:

« Venous ulcers (current clinical trial focus)
- Diabetic foot ulcers
» Pressure ulcers

- Arterial ulcers

Over US$50bn cost to treat,
with approximately US$1.5bn spent on
active wound care products (biologics)

Estimated USA Medicare cost of over
US$50bn to treat chronic wounds via both
primary and secondary diagnosis,
including cost of infections and all costs
associated with care including but not
limited to hospital and medical costs',
excluding costs incurred by the non-
Medicare population

It is estimated that 75% of chronic wounds
occur in the Medicare population™

Tissue Repair is initially targeting the
US$1.5bn'" market of active wound care
products (biologics) used to treat these
conditions in the USA (US$1.7bn globally)

11. Nussbaum et al. (2018). An Economic Evaluation of the Impact, Cost, and Medicare Policy Implications of Chronic Nonhealing
Wounds. Value Health, 21(1), 27-32.

12. SmartTRAK Business Intelligence.

13. Nussbaum et al. (2018). An Economic Evaluation of the Impact, Cost, and Medicare Policy Implications of Chronic Nonhealing
Wounds. Value Health, 21(1), 27-32.

14. SmartTRAK Business Intelligence.
15. SmartTRAK Business Intelligence.
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2. |nC|UStry OVGFVieW Continued

Market Opportunity

Description

Spending in the USA

Aftercare of minimally
invasive cosmetic
procedures

Aftercare of a targeted segment of
nonsurgical treatments administered by
surgeons/physicians designed to improve
the appearance of the skin (aesthetic
dermatological procedures), including
laser skin resurfacing (secondary focus
of Tissue Repair).

Other potential segments include:
« Chemical peels

« Needling

« Microdermabrasion

« IPL treatment

« Laser hair removal

. Laser tattoo removal

Approximately US$3.4bn annual spend
on related procedures

Almost 4.7m aesthetic dermatological
procedures in 2019 with estimated total
spend on these procedures of almost
US$3.4bn (Australia had over 361,000
procedures worth an estimated A$341m)'®

This estimated spend on the underlying
procedure does not include an estimate
of the spend on aftercare products (of the
like Tissue Repair is planning to provide)

Future markets (subject
to the development

of future preclinical

and clinical data and
regulatory approval)

« Burns

« Surgical wounds
- Trauma wounds
« After sun care

« Other complex and/or healing
impaired wounds

- Veterinary

2.3 Types of wound conditions

Wound care products are used to treat a variety of wounds in hospital, and at home. Tissue Repair’s clinical
studies have so far focused on the treatment of chronic wounds (specifically, venous leg ulcers) and laser ablations
(used in cosmetic procedures) however, given the underlying mechanism of Tissue Repair’s platform technology,

it is feasible that the product could be used in the treatment or management of other wounds, subject to appropriate

clinical investigation.

2.3.1 Chronic wounds

Wounds are typically classified as chronic after four weeks of non-healing. Chronic wounds occur when the normal
healing process is impaired, stalling in the inflammatory or proliferation phase of healing.

An ageing population together with an increasing prevalence of obesity and diabetes are driving an increase in
the incidence of chronic, non-healing wounds that are resistant to traditional standard of care treatments.” In 2019,

approximately 463 million adults (20-79 years), or 9.3% of the global population, were living with diabetes. By 2045,
this is expected to rise to 700 million, or 10.9% of the global population.’™

16. Frost & Sullivan Market Report.
17. Pharma Intelligence — Wound Care: Tissue-Engineered Skin Replacements and Active Wound Repair Modulators 2020.
18. International Diabetes Federation (IDF) Diabetes Atlas — Ninth edition 2019.
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These factors contribute to an increasing number of patients requiring advanced chronic wound treatment and
represent a significant cost burden on the healthcare system. In the USA, chronic wounds affect approximately

6.5 million individuals' and have an estimated USA Medicare cost of up to US$50 billion per annum (treating chronic
wounds via both primary and secondary diagnosis, including cost of infections and all costs associated with care
including but not limited to hospital and medical costs).?°

Key categories of chronic wounds include?"

Wound Description 2020 Prevalence®?

Venous ulcers - Venous ulceration is a significant clinical problem, affecting Approximately 1.1m in
approximately 1% of the population and 3% of people over the USA (approximately
80 years of age in westernised countries?® 560,000 are non-healing)

» Primarily occur in the legs and are caused by improper function
of valves in the veins that prevent blood from returning to the
heart. The blood collects in the lower legs causing oedema
and ischemia, damaging tissue and causing potential ulceration

- In a study of 84 patients by Ma et al (2014) the mean total
cost of treating venous ulcers during the follow up period was
US$15,732. Patients who had recurrence had additional costs
of US$12,760 and if inpatient admissions were required, total
costs increased to US$33,629%

Diabetic foot ulcers - Occur on the feet of individuals with type | or type Il diabetes Approximately 1.7m in the
because of poor blood circulation and neuropathy (inability to USA (approximately 1.0m
feel pain, heat and cold). As a result, calluses and sores may are non-healing)

develop which become difficult to heal and lead to ulceration

- The average cost to treat a diabetic foot ulcer is US$13,179,
with a range from US$1,892 to the more severe at US$27,721;
77% of these costs are associated with inpatient care?®

Pressure » Pressure ulcers occur as a result of tissue damage that Approximately 3.4m in
(decubitus) ulcer develops after soft connective tissue is damaged through the USA (approximately
prolonged pressure being applied to a bony protrusion and 1.3m are severe?)

an external surface. The pressure occludes the blood supply,
resulting in damaged tissue causing ulceration

Vascular - Vascular ulcers occur as a result of atherosclerosis (narrowing Approximately 280,000
(arterial) ulcer of the arteries) which results in poor oxygenated blood flow in the USA

to peripheral tissue, often a result of prolonged diabetes

and/or cardiovascular disease?’

19. SmartTRAK Business Intelligence.

20.Nussbaum et al. (2018). An Economic Evaluation of the Impact, Cost, and Medicare Policy Implications of Chronic Nonhealing
Wounds. Value Health, 21(1), 27-32.

21. SmartTRAK Business Intelligence.

22.SmartTRAK Business Intelligence.

23.Franks PJ, Barker J, Collier M, Gethin G, Haesler E, Jawien A, Laeuchli S, Mosti G, Probst S, Weller C. Management of Patients With
Venous Leg Ulcers: Challenges and Current Best Practice. J Wound Care. 2016 Jun;25 Suppl 6:51-S67. doi: 10.12968/jowc.2016.25.
Sup6.S1. PMID: 27292202;.Posnett, J., Gottrup, F., Lundgren, H., Saal, G. The resource impact of wounds on health-care providers
in Europe. J Wound Care 2009;18: 4,154-61.

24.Ma H, O’Donnell TF Jr, Rosen NA, lafrati MD. The real cost of treating venous ulcers in a contemporary vascular practice. J Vasc
Surg Venous Lymphat Disord. 2014 Oct;2(4):355-61. doi: 10.1016/j.jvsv.2014.04.006. Epub 2014 Jun 24. PMID: 26993537.

25.Driver VR, Fabbi M, Lavery LA, Gibbons G. The costs of diabetic foot: the economic case for the limb salvage team. J Am Podiatr
Med Assoc. 2010 Sep-Oct;100(5):335-41. doi: 10.7547/1000335. PMID: 20847346.

26.Classified as severe if Stage 3 (skin has craterlike sore with damage to the underlying tissue) or Stage 4 (a deep ulceration exists
with underlying muscle and possibly bone tissue damage).

27.SmartTRAK Business Intelligence.
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2.3.1.1 Current standard of care in chronic wounds

Traditional dressings such as bandages, gauzes, and ointments, along with treatment of active infection and debridement,
currently represent the “standard of care” for treating chronic wounds such as diabetic foot ulcers and venous ulcers.

Wound healing rates with the current standard of care remain low, often due to the underlying health issues of a patient.

If, after four weeks of standard of care therapy, the wound has not responded appropriately or improved, clinical research
has shown that advanced therapy can be beneficial as part of the patient’s treatment plan.?®

However, in many cases advanced therapies are not employed due to current treatment guidelines, product access,
or medical education around the clinical and economic benefits of active wound care products. Tissue Repair believes
this represents a significant opportunity for the market to grow.

2.3.2 Other challenging wounds
Advanced wound care products may also be used to treat a variety of other challenging wounds.

Wound 2020 Prevalence?®®

Burns An estimated 493,000+ burns received medical treatment in the USA in 2020
(almost 41,000 requiring hospitalisation)

Surgical wounds Almost 7.7m major surgical wounds in the USA

Trauma wounds An estimated 432,000+ trauma wounds in the USA were considered hard to heal and resulted
in the use of biologics/skin substitute application(s), with the majority requiring hospitalisation

2.3.2.1 Current standard of care in treatment of other wounds

Treatment for these wounds typically begins with a recommended “standard of care” therapy that depends on the type
of wound.

While there is currently limited clinical evidence, the presumed mechanism of action of Tissue Repair’s platform technology
suggests that these wounds could benefit from future clinical evaluation.

(i) Burns

Tissue Repair’s 2019 Phase IIB trial was undertaken following a fractionated laser procedure which may be considered
a controlled burn. In that trial TR-987 demonstrated close to double the incidence of improved skin quality at day 28
versus placebo.

For burns requiring medical treatment, treatment costs vary widely based on the need for grafting. A small surface
area burn can often heal in three weeks on its own. Treatment of severe burns requires initial coverage of the burn
followed by skin grafts. There were over 490,000 severe burns receiving medical treatment in the USA in 2020.3°

(ii) Surgical wounds

Appropriate, post-operative surgical wound care is essential in preventing potential complications, such as surgical-
site infections (also known as SSIs), wound dehiscence and haematomas.

The aim of post-operative wound care is to allow the wound to heal rapidly without complications, and with the best
functional and aesthetic results.

The current standard of care for surgical wounds typically consists of passive dressings (including bandages, hydrocolloids,
hydrogels) without an active ingredient, unless there are complications or if the wound heals by secondary intention
(i.e. there is a significant loss of tissue or is extensive and edges can’t be brought together).

28.SmartTRAK Business Intelligence, Market Overview.

29.SmartTRAK Business Intelligence.

30.SmartTRAK Business Intelligence.

31. Singer AJ, Dagum AB. Current management of acute cutaneous wounds. NEJM 2008;359:1037-46.
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2.4 Commercial markets in wound care

The wound care market can be segmented into traditional and advanced products:

- Advanced wound care: includes both passive and active wound care technologies (also known as biologics),

- Traditional wound care: includes traditional materials used to maintain a clean wound healing environment,

typically gauze based.

Tissue Repair’s active wound care technology is designed to participate in the advanced wound care market while
potentially being used in combination with passive and traditional wound care treatments to enhance wound healing

outcomes for patients.

Exhibit 2.2: The global wound care market3?

Wound Care

Advanced

Wound Care ~US$9.1bn Global Sales (2020)

Traditional

Wound Care

Active Wound Care (Biologics)

~US$1.7bn Global Sales (2020), 7.1% CAGR to 2024

Topical Delivery/
Drug (Enzyme
& Growth Factor)

Skin/Dermal
Substitutes

Collagen/Active

Dressings

~US$164m Global Sales
(2020)

~US$1.2bn Global Sales
(2020)

~US$314m Global Sales
(2020)

Tissue Repair competes in this segment

Advanced Passive Wound Care

~US$7.4bn Global Sales (2020), 4.5% CAGR to 2024

Advanced Wound
Closure Products

Advanced Wound
Dressings

~US$4.2bn Global Sales
(2020)

~US$3.2bn Global Sales
(2020)

Certain treatments could be used in combination
\_ with Tissue Repair’s technology Y

The advanced wound care market is defined by reference to revenue from the sale of advanced wound care products,
including advanced wound dressings, advanced wound closure products and active wound care products (also named
biologics). In 2020, global sales of advanced wound care products totalled approximately US$9.1 billion.

The advanced wound care market is expected to grow at a compound annual growth rate of 5.0% from 2020 to 2024,
driven by the active wound care (biologics) category growing at a compound annual growth rate of 7.1%.3*

32.SmartTRAK Business Intelligence, 30 June 2021; Informa Pharma, Wound Care, Advanced Dressings and Closure Products,

November 2020.

33.SmartTRAK Business Intelligence, 30 June 2021; Informa Pharma, Wound Care, Advanced Dressings and Closure Products,

November 2020.

34.SmartTRAK Business Intelligence; Informa Pharma, Wound Care, Advanced Dressings and Closure Products, November 2020.
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2. Industry Overview continued

Exhibit 2.3 below illustrates the outlook for the advanced wound care market.

Exhibit 2.3: Estimated global sales of advanced wound care products®*3¢

Us$bn
$ First year impact of COVID-19,

suspension and delay of elective
surgery negatively impacting sales
of advanced wound care products

1.0
10.3

98 SRR YRERN 9.6
! : 8.8

2019 2020 ; 2021 2022 2023 2024

. Advanced Closure Products . Advanced Dresings Wound Biologics

Note: Excludes diagnostic aids (Circulation Measurement, Wound Measurement, Tissue Imaging, Biomarkers, Tissue
Parameters, Prevention)

2.4.1 Active wound care (biologics)

Active wound care products are being used more frequently, as they may improve the effectiveness of wound healing,
limit the risk of infection, and help to prevent more serious health problems. Overall, this helps to reduce hospitalisation
periods and the cost of treatment. Active wound care products have also been found to reduce scarring, alleviating
associated functional and aesthetic concerns of patients. Physicians’ increasing familiarity and confidence in active
wound care products is increasing usage, especially as a first-line treatment.

Active wound care product categories include:®’
1. collagen/active dressings;

2. skin/dermal substitutes; and

3. topical drugs,

and each of these are considered in turn below.

A successful future drug approval may provide Tissue Repair a platform to compete in the active wound care market.

35.SmartTRAK Business Intelligence.
36.Informa Pharma, Wound Care, Advanced Dressings and Closure Products, November 2020.
37. SmartTRAK Business Intelligence.
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2.411 Collagen/active dressings

Active dressings seek to provide the functionalities of passive dressings, as well as added biologic factors that can
trigger and enhance the body’s natural healing process. Active dressings are commonly used to treat full thickness
wounds, third degree burns, and severe chronic wounds and ulcers (diabetic, pressure, and venous). Due to their high
costs compared to traditional dressings, active dressing usage is generally restricted to severe, hard to treat wounds.

Exhibit 2.4: Global collagen/active dressings revenue?®

US$bn CAGR: 5.3%

196

162 164

2019

2021 2022 2023 2024 2025

0 usa . Rest of World

2.41.2 Skin/dermal substitutes

Skin/dermal substitute products (also referred to as cell and tissue products or CTPs) typically aid in the closure
of wounds and severe burns, replacing the function of the skin (temporarily or permanently).

Skin substitute products include:
- Autografts: provided by the patient’s own skin.

- Allografts: come from either amniotic-based tissue (from human placental tissue) or human skin (harvested
from cadavers).

- Cell-based/bioengineered: contain living cells derived from neonatal foreskin tissue.

- Xenografts: derived from animal (equine, bovine, porcine or ovine), piscine (fish) or plant tissue. Acellular biodegradable
tissue provides a scaffold for the patient’s cells to migrate and to proliferate, allowing the wound to advance to closure.

While these products are commonly used in treatment of burns and chronic wounds, there may be some challenges
in using skin grafts for chronic wound healing as obtaining the graft material involves the creation of another wound
which may also be challenging to heal.*°

38.SmartTRAK Business Intelligence, 30 June 2021.
39.SmartTRAK Business Intelligence, 30 June 2021.
40.SmartTRAK Business Intelligence, 30 June 2021.
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2. Industry Overview continues

Exhibit 2.5: Global Skin/Dermal Substitute Revenue*

US$bn CAGR: 6.8%
1,713
1,607 7

1,498 66

2019 2020 2021 2022 2023 2024 2025

. USA . Rest of World

2.4.1.3 Topical delivery/drugs
Drug products with topical delivery involve the inclusion of an active ingredient to aid the wound healing process.

Drug products delivered topically are currently divided between two categories:

- Growth factors: stimulate the body’s innate wound healing response to transition a chronic wound from stalled
to healing.

- Enzymes: debridement aids, intended to assist in the removal of necrotic tissue to allow the wound to heal.

Exhibit 2.6: Global topical delivery/drugs revenue*?

Uss$bn CAGR: 2.7%
396

343

2019 2020 2021 2022 2023 2024 2025

@ usa @ Restofworld

In the USA, there appear to be only two topical wound care drugs approved by the FDA under a Biologics License
Application (BLA), both owned by Smith & Nephew Plc: Collagenase SANTYL® Ointment; and REGRANEX"® Gel.
SANTYL (an active enzymatic debridement agent) constitutes approximately 93% of the topical delivery/drug market
in the USA.%3

A soluble B-glucan based topical wound healing gel called Woulgan®, historically received device regulatory approval
in the EU, but has since been discontinued. Tissue Repair’s products are based on a different, insoluble and unique
active form of B-glucan.

41. SmartTRAK Business Intelligence, 30 June 2021.
42.SmartTRAK Business Intelligence, 30 June 2021.
43.SmartTRAK Business Intelligence.
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2.4.2 Advanced passive wound care

Advanced passive dressings are designed to maintain moisture levels in the wound (exudate management), as well
as including products with anti-microbial agents to reduce infection. Moist wound dressings include semi-occlusive
products, which are primarily used for exudate management.

Wound closure products include wound closure technologies providing an alternative to conventional methods,
such as suturing by hand.

Technologies in this category include:

Moist wound dressings Antimicrobial dressings Wound closure products

- Alginates . Silver « Surgical sealants and glues

- Hydrogels - Non-silver agents (e.g. iodine) - Energy-based wound closure devices
« Hydrocolloid « Automated suturing devices

- Foams - Negative pressure wound therapy

« Films

2.4.3 Traditional wound care

Traditional wound care products include gauze, bandages, cotton and tape which provide cover and protection to
the wound, but do not maintain moisture levels and have no anti-microbial or biologic agents to restrict infection and
promote healing. They are generally indicated for the treatment of clean and dry wounds with mild exudate levels

or used as secondary dressings.

2.5 Minimally invasive cosmetic procedures

Tissue Repair is also pursuing commercialisation of TR Pro+ as a cosmeceutical post-procedure topical gel designed
to help improve skin quality, following certain minimally invasive cosmetic procedures.

Laser ablation (which is similar to a controlled, first-degree burn used in cosmetic laser resurfacing procedures) has
been one of the two indications investigated by Tissue Repair in Phase Il clinical trials.

Exhibit 2.7 provides an overview of minimally invasive cosmetic procedures that could serve as potential markets for
TR Pro+, noting that clinical data have only been gathered for laser ablative procedures.
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The indicative market size presented in Exhibit 2.7 relates to the cost of the underlying procedures and does not include
the cost of post procedure topicals, dressings or other cosmeceuticals or drugs used by the patient to enhance or
accelerate healing.

Exhibit 2.7: Cosmetic Dermatology Procedures?

Number of Procedures Indicative Market Size
Indicative

procedure cost USA AU USA AU
$/$$ ‘000 ‘000 US$m A$m
Chemical peel $ 1,388 107 928 94
IPL treatment $ 928 72 363 37
Laser hair removal $ 1,055 82 301 31
Laser skin resurfacing $$ 1,088 84 1,668 170
Ablative $$ 457 35 946 96
Non-ablative $$ 631 49 722 73
Laser tattoo removal $ 216 17 94 10
Total 4,675 361 3,355 341

Note: Initial focus of Tissue Repair’s cosmeceutical product strategy

2.6 Competitors

Tissue Repair’s primary competitors in the active wound care market are USA and NZ based research-intensive
biotech companies focused on developing novel technologies.

The exception is the large global wound care company Smith & Nephew Plc, which also acquired an active wound
care company, Osiris Therapeutics, in 2019.

Exhibit 2.8: Main Industry Participants in Active Wound Care, Global, 20204

Company Headquarters Product Focus Revenue
Integra LifeSciences USA Collagen/skin Orthopaedics and tissue
Holdings Corporation substitutes technologies revenue

US$477 million (2020)

MiMedx Group USA Skin allografts made US$248 million revenue (2020)
from placental tissue

Organogenesis Holdings Inc.  USA Skin substitutes US$338 million revenue (2020)
Smith & Nephew Plc UK Diversified 2020 advanced wound care
(also including Osiris product revenue of US$647m

Therapeutics) 2020 advanced wound

bioactives product revenue

of US$431m
Aroa Biosurgery Ltd NZ Skin substitutes and NZ$22 million revenue
collagen dressings (financial year ending March 20271)

44 Frost & Sullivan Market Report.
45.Company filings and annual reports.
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The majority of active wound care technologies have been approved by the FDA through the 510(k)-clearance pathway
as Class Il medical devices, which require a lower evidentiary threshold for approval than a new drug or biologic.
Tissue Repair, however, is seeking a New Drug Application (NDA), which would permit therapeutic claims relating

to its technology’s novel mechanism of action. This requires a higher evidentiary threshold (and therefore requires

a higher level of clinical evidence) than many products currently on the market (particularly skin/dermal substitutes).

Tissue Repair’s active wound care drug product candidate, TR-987, will be seeking to compete in this segment, with the
aim of offering a more cost-effective alternative to leading therapies with comparable (or potentially superior) efficacy.

2.7 Regulatory approval pathways

Tissue Repair requires regulatory approval and market clearance in each respective jurisdiction in which it seeks
to sell its products, with each country and region differing in its regulatory framework.

Tissue Repair’s therapeutic drug product, TR-987, is in the final stages of completing its Phase Il program having
completed Phase IIB clinical studies in 2020 and end of study analysis. The Company has commenced the requisite
preparatory work required prior to Phase lll clinical studies and is planning to commence a Phase lll clinical trial in 2022
subject to FDA approval. This work is required to support regulatory approval as a drug in the USA and Australia.

The potential regulatory and approval processes for Tissue Repair’s therapeutic drug product, TR-987, in its preliminary
target markets (the USA and Australia) are outlined in the Sections below.

Tissue Repair’s cosmeceutical product (TR Pro+) may presently be classified and marketed as a cosmetic in Australia
and the USA, although no therapeutic claims can be made under this cosmetic classification. Tissue Repair plans to
conduct market research in 2021to determine the optimal launch pathway for TR Pro+, currently planned for 2022.

2.7.1 United States of America (USA)

Within the USA, the relevant regulatory body for pharmaceuticals, biologics and medical devices including wound
care products is the Food and Drug Administration (FDA).

There are typically three pathways to achieve regulatory approval that are taken by active wound care products,
set out below.
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Exhibit 2.9: FDA Approval Pathways

Approval Pathway

Description

wn
o
L2
>
[
(a]
©
D
o)
9]
b=

Premarket
Notification 510(k)

Pre-Market
Approval (PMA)

Human Cell and Tissue
Products (HCT/Ps)

Drug Products

Biologics License
Approval (BLA)

New Drug
Application (NDA)

Clearance for medical devices that prove substantial equivalence to existing products
on the market. Must illustrate how the device is different from predecessors, that it
maintains the same levels of safety and effectiveness, as well as the same intended
use. Requires documented laboratory testing, however human data is typically

not required.

Typically includes:
. Xenografts and collagen-based dressings

- Synthetics

Applies to Class lll medical devices (considered “high risk”) or that are not
substantially equivalent to an existing medical device.

Wound products designated with a PMA pathway require a randomised clinical trial
to demonstrate safety and efficacy.

Allografts (human tissue) are regulated as HCT/Ps and when minimally manipulated
implanted for homologous use, they are not subject to 510(k) clearance or Pre-Market
Approval (PMA) by the FDA. These products may contain uncharacterised growth factors.

Typically includes:
+ Allografts (human tissue)

- Stem cell products (provided not composed from allogenic sources)

BLA require a multi-step approval process similar to a New Drug Application (NDA).
Definition expanded in 2017 to include Cell-based Bioengineered Skin Substitutes.
Typically include:

- Growth factors (if recombinant, i.e. formed by laboratory methods of recombination)
« Enzymes used for the debridement of wounds

- Stem cell products composed from allogenic sources (can be approved as either
a biologic via a BLA or as a drug via an IND)

Active wound care drug products pursuing this path tend to be clinical or preclinical
stage, filing an Investigational New Drug Application (IND) required for authorisation
to administration investigational drug to humans required for clinical trials.
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Reimbursement

Reimbursement from health insurers and payors for advanced wound care products sold in the USA depends
on the product type:

. Collagen/active dressings: For an average wound size, reimbursement is approximately US$24/application.*®
Reimbursement bundled into the payment for providers during a patient’'s USA Medicare covered stay,
otherwise claimed by the durable medical equipment supplier of at home care.

- Skin/dermal substitutes: Each product is allocated its own medical code. In the USA, the average reimbursement
of high-cost codes is US$2,167 per application and the average reimbursement of low-cost codes is US$822
per application.”

- Topical delivery/drug: There appear to be only two products on the market today in the USA that have successfully
completed clinical trials and are Biologics License Application (BLA) approved products for wound care: Smith &
Nephew’s SANTYL" Collagenase and REGRANEX® Gel“t. The cost of REGRANEX® Gel is around US$1,250 for a
159 tube.*

Approximately 75% of all health care spending in the USA is from health insurance from public and private payers.
Whether a drug product is covered, and at what price, is determined by each payer’s coverage, coding and payment
criteria (which consider both economic and patient outcomes).

Tissue Repair’s aim is to obtain regulatory approval and be listed for reimbursement as a topical drug with a superior
economic health outcome to competing therapies.

2.7.2 Australia

In Australia, the Therapeutic Goods Administration (TGA) is the relevant regulatory authority. The TGA is responsible
for regulating the supply, import, export, manufacture, and advertising of therapeutic goods in Australia.

The TGA takes a ‘risk-based’” approach to regulating therapeutic goods designed to ensure that regulation is only
used where absolutely needed. The identified level of risk determines the amount and type of information required
for review, the degree of scrutiny necessary before the product can be made available in Australia, and the level
of safety monitoring once it is available.

The focus of Tissue Repair's initial investigations are on qualifying as a Registered or Listed Medicine, noting that the
range of possible regulatory options for wound care products include:

Registered medicines

Registered medicines are considered to be of higher risk and accordingly detailed evaluations are required before they
can be approved for use in Australia. The data submitted in support of a new registered medicine should satisfactorily
establish the quality, safety and efficacy of the proposed product for the purpose for which it is to be used (indication).
Data fall into three main categories being quality control, safety, and efficacy. Those applications that include active
ingredients with a long history of safe use are not required to be assessed to the same level as a new entity. Despite
the lengthy evaluation process, this route is attractive because where the data are supportive, stronger claims can

be made about conditions that are more serious. This route also presents a higher barrier to entry for competitors

and offers the potential for data exclusivity and possible PBS (Pharmaceutical Benefits Scheme) reimbursement.

Listed medicines

Listed medicines are considered to be of lower risk and include vitamins, minerals, sunscreens and herbal complementary
medicines. These receive a lesser degree of initial assessment, than higher risk medicines. These products are listed
on the Australian Register of Therapeutic Goods (ARTG) provided certain conditions are met. The listing process for
complementary medicines is based on an applicant certifying that the claims made about the effectiveness of their
product are accurate, that the relevant quality and labelling and packaging standards have been followed, that the
medicine contains only approved ingredients and that the manufacturing facilities and processes have been assessed
for compliance with standards of good manufacturing practice (GMP).

46.SmartTRAK Business Intelligence, June 2021.
47. SmartTRAK Business Intelligence, June 2021.
48.SmartTRAK Business Intelligence, June 2021.
49.Sourced from independent medicine information website, www.drugs.com.
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Unlike registered medicines, the TGA doesn’t individually evaluate lower risk ‘listed” medicines before they can
be available for use in Australia. However, they cannot claim to treat serious diseases or conditions and can be
removed from the market if the claims made for the products are inappropriate or any of those certifications are
not correct. This route is attractive because of the low cost and short approval time which enables speed to market.
Where ingredients are well supported and recognised there is no need for extensive evaluation, and this route
permits flexibility around changing formulations, analytical methods and site of manufacture.

Medical devices

Medical devices differ from medicines as they generally have a physical or mechanical effect on the body or are used
to measure (or monitor) the body and its functions.

The way in which the TGA assesses medical devices (including the type of information required) is different than that
used for medicines, but the risk-based approach is similar. The higher the potential risks of a medical device, the more
examination and monitoring is required. Lower risk devices (such as bandages) rely on the applicant’s certification of
compliance with regulatory requirements (in a similar way to complementary medicines), whereas higher risk devices
(such as pacemakers) involve a direct evaluation of the available evidence by TGA officers. Class | and Ila devices are
analogous to a listed medicine in offering a quick entry to market at a low cost, but do not permit claims around serious
conditions. Class lIb and Ill devices require a more rigorous assessment similar to registered medicines.

Biologicals

Biologicals are a distinct group of therapeutic goods which are made from, or contain, human cells or human tissue.
The regulation of biologicals also uses a risk-based approach and utilises a comprehensive system of assessment
and controls that must be completed before products can be marketed in Australia.

The nature of biologicals means that they can pose risks that do not arise with other therapeutic goods, such as the risk
of infectious disease transmission, or other unforeseen biological reactions. Unlike a medicine which can be immediately
discontinued if serious adverse events occur, it is often not feasible to discontinue therapy with a bi