Appendix 4E

Preliminary final report

1. Details of reporting period

Name of entity

Cynata Therapeutics Limited (the Company)

ABN

98 104 037 372

Reporting Period

Year ended 30 June 2020

Previous Corresponding Period

Year ended 30 June 2019

Presentation Currency

Australian Dollars (S)

2. Results for announcement to the market

12 months ended | 12 months ended Increase/ Amount
Key information 30 June 2020 30 June 2019 (decrease) change
$ $ % $

Revenues from ordinary activities 7,153,903 1,569,103 355.92% 5,584,800
Loss from ordinary activities after
tax attributable to members 3,639,100 8,472,146 (57.05%) 4,833,046
Net loss for the period
attributable to members 3,639,100 8,472,146 (57.05%) 4,833,046
Net tangible asset/(deficiency)
per share 0.118 0.076

3. Consolidated statement of profit or loss and other comprehensive income

Refer to attached consolidated financial statements.

4. Consolidated statement of financial position

Refer to attached consolidated financial statements.

5. Consolidated statement of cash flows

Refer to attached consolidated financial statements.

6. Consolidated statement of changes in equity

Refer to attached consolidated financial statements.

7. Dividends/Distributions

No dividends declared in current or prior year.

8. Details of dividend reinvestment plans

Not applicable.
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9. Details of entities over which control has been gained or lost during the period

Not applicable.

10. Details of associate and joint venture entities

Not applicable.

11. Any other significant information needed by an investor to make an informed
assessment of the Company’s financial performance and financial position

Refer to attached consolidated financial statements.

12. Foreign entities

Refer to attached consolidated financial statements.

13. Commentary on results for period and explanatory information

Cynata Therapeutics Limited (“Cynata” or “the Company”) and its controlled entities (the Group)
incurred a net loss from operations for the financial year ended 30 June 2020 of $3,639,100 (2019:
$8,472,146). At 30 June 2020, the Group had a cash balance of $13,649,644 (2019: $6,977,390) and
net assets of $16,791,104 (2019: $10,971,466). The net cash outflow from operating activities for
the financial year was $3,387,679 (2019: $6,759,077). In September 2019, Fujifilm exercised its
option to an exclusive, worldwide license to develop and commercialise Cynata’s lead MSC product,
CYP-001, for the prevention and treatment of GvHD in humans. In return, Cynata received US$3m
cash from Fujifilm as an upfront fee and will potentially receive additional future milestone
payments totalling up to US$43m, plus royalties on eventual product sales. All future product
development and commercialisation activities will be financed by Fujifilm. In June 2020, the Phase 3
clinical trial of CYP-004 for osteoarthritis was formally approved by the University of Sydney Human
Research Ethics Committee, representing a key milestone towards commencing the recruitment of
the trial. While originally described as a Phase 2 clinical trial, based on the size of the trial and the
impact of the clinical effect being investigated, it was reclassified as a Phase 3 trial. Additionally, an
agreement was reached on an expedited regulatory pathway for this trial. Following extensive
discussions, the Therapeutic Goods Administration (TGA) advised that the trial can be conducted
under the Clinical Trial Notification (CTN) scheme, which requires only submitting a notification to
the TGA, as opposed to undergoing a potentially lengthy formal review and approval process. In
April 2020, Cynata announced compelling results demonstrating the beneficial effects of Cymerus
MSCs in a pre-clinical model of ARDS, which is an inflammatory process that leads to the build-up of
fluid in the lungs and is one of the most serious complications experienced by patients suffering
from COVID-19. The study was conducted independently of Cynata and led by Professor John Fraser
of the Critical Care Research Group, The Prince Charles Hospital, Brisbane. Following these positive
ARDS results, Cynata received ethics committee approval to commence a clinical trial to investigate
Cymerus MSCs in adults admitted to intensive care with COVID-19. During the year, Cynata
successfully raised ~AS8.3m through a A$3.5m Placement and A$4.8m Share Purchase Plan (SPP).
Cynata also received a ~A$2.5m R&D Tax Incentive Refund for the 2018/2019 financial year from
the Australian Government. For more information, refer to the attached consolidated financial
statements.

Page | 2



14. Audit

This report is based on accounts which have been audited and the audit report is included in the
attached consolidated financial statements.

A

Dr! Ross Macdonald
Managing Director/Chief Executive Officer

25 August 2020
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Chairman’s Letter

We further
strengthened our
Board and bolstered
our financial position
to provide the
financial strength
needed to advance
product development

plans with confidence

Dear Shareholders,

| am pleased to present to you Cynata Therapeutics Limited
(“Cynata”) Annual Report for the period ended 30 June 2020.

As you may be aware, | recently took
over as Chairman of Cynata, following
Paul Wotton stepping down but
remaining as a non-executive director.
| very much appreciate the confidence
shown in me and look forward to
serving shareholders through this
exciting time in the Company’s
development.

Despite the challenges faced by the
healthcare industry this year in light of
the global pandemic, | am pleased to
inform you that Cynata has continued
to advance its leadership position

in the regenerative medicine sector.
Throughout the year, we focused on
our clinical development plans across
various indications, including securing
our first product out-licence deal. We
further strengthened our Board and
bolstered our financial position to
provide the financial strength needed
to advance product development plans
with confidence and ensure we emerge
in a robust position to commence
clinical trials as soon as possible after

COVID-19 related restrictions on
recruitment are lifted.

Advanced platform technology
provides a truly commercially viable
MSC solution

The market for mesenchymal stem
cells (MSCs) is highly attractive, with
a growing amount of pre-clinical and
clinical evidence supporting the role
of MSCs in repair and regeneration.
MSC therapeutic products have been
embraced by regulatory agencies

in the major markets of Japan and
Europe, where fast-track approval
pathways are streamlining market
launch. Further global regulatory
approvals are expected thereby
increasing the demand for MSCs,
which will in turn focus attention on
the current manufacturing issues all
other MSC-based companies face in
their efforts to produce commercial
quantities of product.



Cynata is in a unique position in the MSC market. We
have the most advanced manufacturing platform
technology globally, which can produce commercial
quantities of consistent, robust MSCs from a single
blood donation. The absolute requirement for product
consistency has recently been brought into stark
focus by the FDA, further cementing Cynata’s unique
competitive advantage. Our distinctive technology
draws on induced pluripotent stem cells (iPSCs) as a
starting material which can then be developed into
virtually any cell in the human body and produce
effectively limitless quantities of finished product, from
the same cell bank. MSC products derived from our
iPSCs, using our proprietary Cymerus™ technology,
therefore overcome the inherent challenges associated
with the conventional methods of manufacturing
MSC-based therapies.

Executing licensing strategy endorses platform, with
further commercial interest

In September 2019, FUJIFILM exercised its licence
option in graft-versus-host disease (GvHD),
representing a clear validation of our platform
technology solution, as well as a significant
commercial opportunity for Cynata. The Company
received a US$3m cash upfront fee, with a potentially
lucrative future revenue stream through milestone
payments of ~US$43m plus royalties on eventual
product sales. The endorsement also supports the
continued commercialisation of Cymerus cell therapy
products in further indications.

During the year, Cynata has continued to receive
active commercial interest from a range of parties. In
early FY20, Cynata announced a non-binding proposal
from Sumitomo Dainippon regarding an acquisition of
all of its shares at a price of $2.00 per share in cash by
way of a scheme of arrangement. While the parties
withdrew from those discussions, we are pleased by
the further commercial interest we are receiving and
will continue to engage strategic parties to explore
potential collaboration and partnering opportunities
as they arise.

Cynata is in a strengthened position to execute
strategy and progress clinical development

As our diverse clinical development pipeline
advances, Cynata continues to build an impressive
team, which has been strengthened by the recent
addition of Dr Darryl Maher as an independent
Non-Executive Director. Dr Maher’s 23 years of
experience in biopharmaceutical development and
commercialisation at CSL Limited will be pivotal in
Cynata’s next stage of growth, and we are pleased to
welcome him to the Board.

Cynata is in a robust financial position, with A$13.65m
in cash as at 30 June 2020. In April 2020, the
Company made the prudent decision to raise ~$A8.3m
to support clinical development across multiple
indications. We were extremely pleased with the
resounding support received from investors during this
time. Cynata is now in a strong position to progress
development across existing indications and advance
any opportunities to pursue new therapeutic targets to
drive shareholder value.

At this point, | would like to thank Paul Wotton for his
considerable contributions as the previous chair. Paul
has a superb relevant background for Cynata and | am
very happy he has agreed to continue to serve on the
Company’s board.

On behalf of the Board, | would also like to thank all
our shareholders for their continued support as we
develop our Cymerus technology to produce scalable
cellular therapeutic products to treat serious and
debilitating diseases. Our staff and partners have
continued to show their unwavering dedication to
Cynata during these challenging times and | am
confident that another successful year lies ahead for
us all.

Yours sincerely,

P N

Dr Geoff Brooke
Chairman



In light of the
industry-wide
upheavals caused by
the global pandemic,
Cynata took the
opportunity to assess
and optimise its
clinical development
plans for the new

environment.

Dear Shareholders,

From an operational standpoint, there were several key

achievements for Cynata during the financial year ended

30 June 2020. In addition to completing the licence transaction

with FUJIFILM for GvHD, and strengthening our balance sheet, we

have received approval for three new clinical trials, and completed

several further pre-clinical studies with compelling results, two of

which have been published in leading peer-reviewed journals.

Strong progress towards multiple
clinical trials, despite COVID-19
impacts

In June, we were pleased to receive
approval from the University of Sydney
Human Research Ethics Committee for
the Phase 3 clinical trial of CYP-004
for osteoarthritis, which represents

a significant milestone towards
commencing recruitment of the trial.
While initially described as a Phase

2 clinical trial, based on the size

and impact of the expected clinical
effect, it was reclassified as a Phase

3 trial. Additionally, Cynata and the
University of Sydney (as sponsor of
the trial) reached an agreement on

an expedited regulatory pathway of
this trial with the Therapeutic Goods

Administration. Despite the COVID-19
related restrictions resulting in patient
recruitment being delayed, Cynata
continues to prepare for the trial

so that it is ready for enrolment as
soon as possible. The trial, funded

by an Australian Government grant,
will showcase our manufacturing
capability with 440-patients to be
recruited, making it one of the largest
ever MSC-based clinical trials.

In light of the industry-wide upheavals
caused by the global pandemic,
Cynata took the opportunity to assess
and optimise its clinical development
plans for the new environment.
Following receipt of results in April
2020 that demonstrated beneficial
effects of Cymerus MSCs in a pre-



clinical model of acute respiratory distress syndrome
(ARDS), Cynata received rapid approval to undertake
a clinical trial to investigate early efficacy of Cymerus
MSCs in adults admitted into intensive care with
COVID-19. This trial will build on Cynata’s strong
pre-clinical results across ARDS, sepsis and cytokine
release syndrome (CRS), all of which represent
significant hallmarks of a serious COVID-19 infection,
as well as representing large unmet medical needs in
their own right, beyond COVID-19. We are proud of
our contributions thus far towards the global effort to
develop effective treatments for patients infected with
the virus. The capital raised earlier this year further
places the Company in a strong position to continue
working towards treating this debilitating disease.

Following the execution of FUJIFILM’s licence
agreement in GvHD earlier in FY20, Cynata continues
to collaborate on the planning and start-up activities
in preparation for the proposed Phase 2 clinical trial
in GvHD, which is expected to commence in Japan
towards the end of 2020.

Well positioned for further development

Our Cymerus platform technology has multiple
potential clinical applications, and it is our view that
the most effective way to generate shareholder value
across these applications is to access the capital,
expertise and resources of large pharmaceutical

and biotech companies. As such, we continue to
advance our vigorous partner outreach program and
progress discussions with potential partners toward
transactions that are sound and drive meaningful
shareholder value . In parallel, Cynata continues to
progress its broad preclinical and clinical pipeline,
providing further data to drive potential strategic
partnerships.

Cynata is well placed to continue its development and
growth in FY21, building on its success in FY20, with
various clinical trials advancing and a strong financial
position to support future activity. The Company and
its clinical advisors will continue to progress clinical
trial start-up activities and carefully monitor the
evolving global pandemic environment, so that patient
recruitment into the upcoming trials can commence as
soon as possible.

Yours sincerely,

Dr Ross Macdonald
Chief Executive Officer



Directors’ Report

The directors of Cynata Therapeutics Limited (“Cynata”
or “the Company”) and its controlled entities (“the Group”)
submit herewith the annual report of the Group for the
financial year ended 30 June 2020.

In order to comply with the provisions of the
Corporations Act 2001, the directors report as follows:
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Information about the directors

The names and particulars of the directors of the Group during or since the end of

the financial year are:

Dr Geoff Brooke
MBBS, MBA

Chairman, joined the Board in May
2019 as Non-Executive Director and
appointed Chairman on 18 August
2020. Dr Brooke co-founded GBS
Venture Partners in 1996 and has
more than 30 years’ venture capital
experience. He was formerly President
of Medvest Inc., a US-based early-
stage venture capital group he
founded with Johnson & Johnson. Dr
Brooke’s experience includes company
formation and acquisitions as well as
public listings on NYSE, NASDAQ and

Dr Ross Macdonald

PhD (Biochemistry), Grad Dip in Bus Admin

Chief Executive Officer, joined the
Board in August 2013. Dr Macdonald
has over 33 years’ experience

and a track record of success in
pharmaceutical and biotechnology
businesses. His career history
includes positions as Vice President
of Business Development for Sinclair
Pharmaceuticals Ltd (now Sinclair
Pharma plc), a UK-based specialty
pharmaceuticals company and Vice
President, Corporate Development
for Stiefel Laboratories Inc, the

Dr Stewart Washer
BSc (Hons), PhD

Non-Executive Director, joined the
Board in August 2013 and was
Executive Chairman until 28 February
2017. Dr Washer has over 27 years of
CEO and board experience in medical
technology and biotech companies. He
is currently the Chairman of Emerald
Clinics Ltd (ASX: EMD), Orthocell Ltd

ASX exchanges. He is a non-executive
director of Acrux Limited (ASX: ACR)
and Chairman of Actinogen Medical
Limited (ASX: ACW) and has been

a founder, executive and director of
private and public companies. From
2009 until 2015, Dr Brooke was an
independent director of the Victoria
Workcover Authority. Dr Brooke holds
a Bachelor of Medicine/Surgery from
Melbourne University and a Masters of
Business Administration from IMEDE
(now IMD) in Switzerland.

largest independent dermatology
company in the world and acquired by
GlaxoSmithKline in 2009 for £2.25b.
Dr Macdonald has also served as

CEO of Living Cell Technologies

Ltd, Vice President of Business
Development of Connetics Corporation
and Vice President of Research and
Development of F H Faulding & Co Ltd.
Dr Macdonald currently serves as a
member of the Investment Committee
of UniSeed Management Pty Ltd.

(ASX: OCC) and a Director of Botanix
Pharmaceuticals Ltd (ASX: BOT). Dr
Washer was previously a Director

of Zelira Therapeutics Ltd (formerly
Zelda Therapeutics Ltd) (ASX: ZLD)
and AusBiotech and a Senator with
Murdoch University.



Directors’ Report cont'd

Dr Paul Wotton
MBA, PhD

Non-Executive Director, joined

the Board in June 2016 and was
Non-Executive Chairman from 28
February 2017 until 18 August 2020.
Dr Wotton is the Chief Executive
Officer of Obsidian Therapeutics, a
leading synthetic biology company
based in Cambridge, Massachusetts.
Prior to this, he was the Founding
President and CEO of Sigilon Inc. He
was previously President and CEO of
Ocata Therapeutics Inc. (NASDAQ:
OCAT) guiding the company through
a take-over by Astellas Pharma

Inc., in a US$379 million all cash
transaction. Prior to Ocata, Dr Wotton
had served as President and CEO of
Antares Pharma Inc. (NASDAQ: ATRS)
since October 2008. Prior to joining
Antares, Dr Wotton was the CEO of
Topigen Pharmaceuticals and prior to
Topigen, he was the Global Head of
Business Development of SkyePharma
PLC. Dr Wotton held senior level

Dr Darryl Maher
MBBS, PhD

Non-Executive Director, joined

the Board in June 2020. Dr Maher
adds global biopharmaceutical

and commercialisation capability

to the Cynata board, with over 23
years’ experience with CSL Limited.
CSL is one of the world’s most
successful developers of biologic
pharmaceutical products and has

a market capitalisation of ~A$130
billion. Dr Maher has had a long
successful career in pharmaceutical
product development, most recently
as the former Vice President of R&D

positions at Eurand International BV,
Penwest Pharmaceuticals, Abbott
Laboratories and Merck, Sharp and
Dohme. Dr Wotton is a member of the
Board and Governance Committee of
Vericel Corporation, a US company
developing autologous cellular
therapies and a member of the board
at PaxMedica where he is Chairman
of the Compensation Committee. He
was a member of the board of Veloxis
Pharmaceuticals A/S and Chairman
of the Compensation Committee,

until its acquisition by Asahi Kasai in
February 2020 in a $1.3 Billion all cash
transaction. He is also past Chairman
of the Emerging Companies Advisory
Board of BIOTEC Canada. Dr Wotton
received his PhD in pharmaceutical
sciences from the University of
Nottingham. In 2014, he was named
New Jersey EY Entrepreneur of the Year
in Life Sciences.

and Medical Affairs at CSL Behring
Australia where he was responsible for
the development of multiple successful
drug products from initiation through
to clinical development and ultimately
to commercialisation. Dr Maher
undertook medical training, qualified
as a specialist haematologist and
completed a PhD before commencing
his career in the pharmaceutical
industry.



Mr Peter Webse

B.Bus, FGIA, FCIS, FCPA, MAICD

Non-Executive Director, joined the
Board in May 2012. Mr Webse has
over 28 years’ company secretarial
experience and is the managing

director of Platinum Corporate
Secretariat Pty Ltd, a company

The above-named directors held office during the whole of the financial year and
since the end of the financial year except for:

Dr Darryl Maher — appointed 16 June 2020
Mr Peter Webse — resigned 30 June 2020

Directorships of other listed companies

specialising in providing company
secretarial, corporate governance and

corporate advisory services. Mr Webse
resigned as Non-Executive Director on
30 June 2020.

Directorships of other listed companies held by directors in the 3 years immediately before the end

of the financial year are as follows:

Name Company Period of directorship
Paul Wotton Vericel Corporation Since 2015
Veloxis Pharmaceuticals A/S 2016-2020
Ross Macdonald None n/a
Stewart Washer Orthocell Limited Since 2014
Zelira Therapeutics Limited 2016-2019
Botanix Pharmaceuticals Limited Since Feb 2019
Emerald Clinics Limited Since Mar 2018
Peter Webse IMEXHS Limited 2017-2018

Geoff Brooke

Darryl Maher

Acrux Limited
Actinogen Medical Limited

None

Since Jun 2016
Since Mar 2017

n/a



Directors’ Report cont'd

Directors’ shareholdings

The following table sets out each director’s relevant
interest in shares, rights or options in shares or

debentures of the Company or a related body
corporate as at the date of this report:

Directors Fully paid ordinary share Share options
No. No.

Paul Wotton 175,775 -

Ross Macdonald 2,070,050 -

Stewart Washer 2,224,856 -

Geoff Brooke 77,000 300,000

Darryl Maher =

Remuneration of key management personnel

Information about the remuneration of key
management personnel is set out in the remuneration
report section of this directors’ report. The term ‘key
management personnel’ refers to those persons

having authority and responsibility for planning,
directing and controlling the activities of the Group,
directly or indirectly, including any director (whether
executive or otherwise) of the Group.

Options granted to directors and senior management

No options were granted to directors and senior
management during the financial year ended 30 June
2020 (2019: 1,425,000). Subsequent to the year end,

Company Secretary

Mr Webse held the position of company secretary of
Cynata Therapeutics Limited at the end of the financial
year. He joined Cynata in April 2012. Mr Webse is the
Managing Director of Platinum Corporate Secretariat
Pty Ltd, a company specialising in providing company

Dividends

No dividends have been paid or declared since the
start of the financial year and the directors have not
recommended the payment of a dividend in respect of
the financial year.

10

a total of 1,100,000 options were issued to senior
management.

secretarial, corporate governance and corporate
advisory services. Peter acts as Company Secretary
for a number of ASX listed biotech and technology
companies.



Shares under option or issued on exercise of options

Details of unissued shares or interests under option as
at the date of this report are:

Number of Exercise
shares under price of Expiry date
Issuing entity Grant date option Class of shares option of options
Cynata Therapeutics .
- 17 May 2019 300,000 Ordinary $2.11 16 May 2024
Limited*
Cynata Therapeutics .
_ 17 May 2019 1,425,000 Ordinary $1.75 16 May 2022
Limited?
Cynata Therapeutics .
- 19 Aug 2020 1,250,000 Ordinary $0.97 18 Aug 2024
Limited®
The holders of these options do not have the right, by 1 Unlisted options issued to Dr Brooke on 17 May 2019
virtue of the option, to participate in any share issue pursuant to the terms of his appointment as non-
or interest issue of the Company or of any other body executive director.
corporate or registered scheme. 2 Unlisted options issued to Dr Kelly (750,000), Dr Lipe

(375,000) and Dr Atley (300,000) on 17 May 2019

There have been no options granted over unissued
pursuant to an Employee Option Acquisition Plan.

shares or interests of any controlled entity within the

Group during or since the end of the reporting period. * Unlisted options issued to Dr Kelly (1,000,000), Dr Lipe
(100,000), Dr Atley (50,000) and Mr Thraves (100,000)

on 19 August 2020 pursuant to an Employee Option
Acquisition Plan. Mr Thraves is an employee of Cynata

Therapeutics and was appointed on 3 August 2020.

Details of shares or interests issued during or since the
end of the financial year as a result of exercise of an
option are (2019: 7,018,802):

Number of shares Amount paid for Amount unpaid on
Issuing entity issued Class of shares shares shares
Cynata Therapeutics 150,000 Ordinary $153,300 -
Limited
Th i .
Cynata Therapeutics 900,000 Ordinary $900,000 -
Limited
C.yn_oto Therapeutics 83,100 Ordinary . )
Limited
i. Exercise of 50,000 unlisted 17 November 2019 options on jii. Cashless exercise of 400,000 unlisted 17 November2019
2 August 2019 and 100,000 unlisted 17 November 2019 options by Dr Wotton, Dr Macdonald and Mr Webse
on 11 November 2019. on 11 November 2019 in accordance with the terms and
ii. Exercise of 200,000 unlisted 17 July 2020 options in conditions using the cashless exercise mechanism.

August 2019 and 700,000 unlisted 17 July 2020 options
in September 2019.
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Directors’ Report cont'd

Directors’ meetings

The following table sets out the number of directors’ number of meetings attended by each director (while
meetings (including meetings of committees of they were a director or committee member). During
directors) held during the financial year and the the financial year, 19 board meetings were held.

Board of Directors

Directors Held Attended
Paul Wotton 19 19

Ross Macdonald 19 19
Stewart Washer 19 17

Geoff Brooke 19 15

Darryl Maher 1 1

Peter Webse 19 19

Proceedings on behalf of the Company
No person has applied for leave of Court to bring the purpose of taking responsibility on behalf of the

proceedings on behalf of the Company or intervene in Company for all or any part of those proceedings.
any proceedings to which the Company is a party for

Non-audit services

The auditor did not perform any non-audit services
during the financial year.

Auditor’s independence declaration

The auditor’s independence declaration is included on
page 34 of this annual report.
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Operating and Financial Review

Principal activities

The Group’s principal activities in the course of the
financial year continued to be the development and
commercialisation of a proprietary mesenchymal
stem cell (MSC) technology for potential human
therapeutic use, which the Company has branded
Cymerus™. The Cymerus technology represents an
important breakthrough in regenerative medicine,
enabling the development of therapeutic stem cell

Operating results

The consolidated loss of the Group for the financial
year, after accounting for an R&D refund of
$2,510,462 (2019: $1,308,552) and providing

for income tax, amounted to $3,639,100 (2019:

Operational update

FUJIFILM exercised licence option for GvHD and
Phase 2 clinical trial planning underway

In September 2019, FUJIFILM exercised its option

to an exclusive, worldwide licence to develop and
commercialise Cynata’s lead MSC product, CYP-001,
for the prevention and treatment of GvHD in humans.
In return, Cynata received US$3m cash from FUJIFILM
as an upfront fee and will potentially receive additional

14

products that facilitates large-scale manufacture of
MSCs from a single donor and a single donation. This
compares favourably to most other MSC technologies
that require multiple donors and multiple donations.
Cynata’s Cymerus technology has the potential to
revolutionise commercial manufacture of MSC based
therapeutic products.

$8,472,146). Further discussion on the Group’s
operations is provided below:

future milestone and royalty payments totalling up to
US$43m, plus royalties on eventual product sales. All
future product development and commercialisation
activities will be financed by FUJIFILM.

FUJIFILM'S decision to exercise its licence option in
GvHD is a clear validation of the Cymerus technology
for manufacturing MSCs at scale.



Cynata continues to work collaboratively with
FUJIFILM on the planning and start-up activities
towards the proposed Phase 2 clinical trial in GvHD,
which is expected to commence in Japan towards the
end of 2020.

Substantial progress made in Phase 3 Clinical Trial
in Osteoarthritis

In June 2020, the Phase 3 clinical trial of CYP-004 for
osteoarthritis was formally approved by the University
of Sydney Human Research Ethics Committee,
representing a key milestone towards commencing
the recruitment of the trial. While originally described
as a Phase 2 clinical trial, based on the size of the trial
and the impact of the clinical effect being investigated,
it was reclassified as a Phase 3 trial. Additionally, an
agreement was reached on an expedited regulatory
pathway for this trial. Following extensive discussions,
the Therapeutic Goods Administration (TGA) advised
that the trial can be conducted under the Clinical

Trial Notification (CTN) scheme, which requires only
submitting a notification to the TGA, as opposed to
undergoing a potentially lengthy formal review and
approval process.

This trial will assess 440 patients and is one of the
largest ever conducted using MSCs. It is designed

to assess the effect of Cymerus MSCs compared to
placebo on clinical outcomes and knee joint structure
in patients with osteoarthritis of the knee. The
Cymerus product has the potential to favourably
modify the progressively degenerative nature of
osteoarthritis, giving Cynata an attractive competitive
advantage in a very large market.

As a consequence of the COVID-19 pandemic, the
Clinical Trial Support Office of the University of Sydney
advised that the newly approved trial should not
commence trial participant involvement (first visits)
until further notice. This mirrors the situation for a
very large proportion of clinical trials being conducted
by biotech and pharmaceutical companies around
the world. Cynata continues to work with the Chief
Investigator, Professor David Hunter, to continue

to prepare for the trial to be ready to commence
enrolment as soon as possible.

Review of operations

Key Highlights

FUJIFILM exercised licence option for GvHD,
with planning underway for a Phase 2
clinical trial expected to commence in 2020

Ethics committee approval and continued
progress towards commencing recruitment in
the Phase 3 osteoarthritis trial

Ethics committee approval to conduct a
clinical trial in patients admitted to ICU with
COVID-109, following positive pre-clinical
results in ARDS, with Cynata taking this
opportunity to optimise clinical development
plans

Approval received from the UK Medicines
and Healthcare products Regulatory Agency
(MHRA) to proceed with a Phase 2 clinical
trial of CYP-002 in patients with critical limb
ischaemia (CLI)

Continued to strengthen the intellectual
property surrounding Cymerus™ with

a patent received from the Canadian
Intellectual Property Office (CIPO)

Strengthened the Cynata Board to support
Cynata’s advancing clinical development
with the appointment of Dr Darryl Maher as
Non-executive Director

Raised ~A$8.3m in capital through a
Placement and SPP to accelerate product
development
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COVID-19 trial follows compelling pre-clinical
results, with Cynata clinical development reassessed

In April 2020, Cynata announced compelling results
demonstrating the beneficial effects of Cymerus

MSCs in a pre-clinical model of ARDS, which is an
inflammatory process that leads to the build-up

of fluid in the lungs and is one of the most serious
complications experienced by patients suffering from
COVID-19. The study was conducted independently of
Cynata and led by Professor John Fraser of the Critical
Care Research Group, The Prince Charles Hospital,
Brisbane. A scientific paper describing the findings
was accepted for publication in the American Journal
of Respiratory and Critical Care Medicine (AJRCCM),
which is widely regarded as the foremost peer-
reviewed journal in the field of respiratory and critical
care medicine.

Following these positive ARDS results, Cynata
received ethics committee approval to commence a
clinical trial to investigate Cymerus MSCs in adults
admitted to intensive care with COVID-19. The trial
will build on Cynata’s strong pre-clinical study results
not only in ARDS, but also in sepsis and CRS, which
together are the leading causes of death in COVID 19
patients. This trial forms part of a broader strategy for
Cynata to leverage increased interest to accelerate its
development program and validate its technology.

In light of the global pandemic, Cynata and its clinical
advisors took the opportunity to reassess its clinical
development plans. It is the expectation that the
pandemic will have a continued impact on potential
recruitment for the critical limb ischemia (CLI) trial,
due to the age and underlying conditions of the
typical CLI patient. Consequently, although approval
for a Phase 2 CLI trial has now been granted by the
UK Medicines and Healthcare products Regulatory
Agency, the Company determined that it would be
imprudent to commence recruitment at this stage,
and decided to re-direct its financial and operational
resources to progress other opportunities, such as the
COVID-19 trial. The Company believes it is now in a
stronger position to productively advance its clinical
development activities because of this strategy.
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Further compelling pre-clinical results accepted for
publication

In September 2019, a scientific paper demonstrating
the efficacy of Cymerus MSCs in a preclinical model
of organ transplant rejection was accepted for
publication in a leading peer-reviewed journal, Stem
Cell Research & Therapy. Organ transplantation can
be a life-saving procedure in patients with end-stage
organ failure, but success rates are severely limited
be rejection of the transplanted organ. Conducted at
King Faisal Specialist Hospital Research Centre, the
results point clearly to Cynata’s MSC product being
a potential option for immunosuppression in organ
transplant recipients, with the conclusion that a
clinical trial of Cymerus MSCs is warranted.

As noted above, a further scientific paper has been
published in the American Journal of Respiratory and
Critical Care Medicine describing the use of Cymerus
MSCs in a pre-clinical model of ARDS. This adds to
previously published papers regarding pre-clinical
studies of Cymerus MSCs in models of CLI, GvHD and
allergic airways disease. The publication of research
like this provides important validation as well as
raising awareness of Cynata’s potential in a broad
pipeline of indications.

Strengthened IP through new Patent Grant

Cynata continues to build a robust intellectual property
portfolio around the Cymerus MSC technology in both
Australia and overseas jurisdictions. At the beginning
of calendar year 2020, the Company announced

that the Canadian Intellectual Property Office (CIPO)
had granted a patent covering Cynata’s proprietary
Cymerus MSC technology. The patent application

is owned by the University of Wisconsin-Madison’s
Wisconsin Alumni Research Foundation (WARF) and
is among the intellectual property licenced exclusively
from WARF to Cynata.



Strengthened Cynata Board

In June 2020, Cynata was pleased to announce the
appointment of Dr Darryl Maher as an independent
Non-Executive Director effective 16 June 2020. Dr
Maher adds global biopharmaceutical development
and commercialisation capability to the Cynata board,
with over 23 years’ experience with CSL Limited, one
of the world’s most successful developers of biologic
pharmaceutical products. As the Vice President of
R&D and Medical Affairs at CSL Behring Australia,
Dr Maher was responsible for the development of
multiple successful drug products from initiation
through clinical development and ultimately to
commercialisation. Dr Maher’s expertise will be

a valuable addition to Cynata as clinical phase
development progresses.

Outlook

Cynata’s focus remains on advancing clinical trial
development to provide clinical safety and efficacy
data in support of potential treatments for patients
with serious and debilitating diseases, with multiple
clinical trials expected to commence in CY20. While
exact timing for some trials remains uncertain due to
the unprecedented impacts of COVID-19, there are
numerous workstreams which are being progressed in
the meantime to ensure that the Company is ready for
patient recruitment once this crisis resolves.

The Phase 3 clinical trial in osteoarthritis, funded

by the NHMRC, is expected to commence patient
recruitment in CY20. The trial will take place at study
centres in Sydney and Tasmania, and patients will be
followed up for a total of two years from enrolment.
This 440-patient study will showcase Cynata’s ability
to consistently manufacture high quality MSCs at scale
and represents a significant commercial opportunity
with the osteoarthritis market estimated to be worth
~US$11.6bn.

Raised capital to accelerate clinical development

During the year, Cynata successfully raised ~A$8.3m
through a A$3.5m Placement and A$4.8m Share
Purchase Plan (SPP). Given the overwhelming
support the Company received from shareholders

to participate in the capital raise, the SPP cap was
increased from A$2.0m to ensure that existing
shareholders would have an equitable opportunity to
participate in the capital raising on the same terms
as the Placement. Funds will be used to accelerate
ongoing product development, to ensure Cynata is
well placed to take advantage of further opportunities
and to strengthen the Company’s Balance Sheet.

Cynata also received a ~A$2.5m R&D Tax Incentive
Refund for the 2018/2019 financial year from the
Australian Government as part of the program

that refunds up to 43.5% of eligible expenditure on
research and development. Furthermore, the Company
also received a temporary cash flow boost of

$50,000, an initiative by the Australian Government to
support organisations during the economic downturn
associated with COVID-19.

The Phase 2 clinical trial in COVID-19 patients
admitted to an ICU with COVID-19 and respiratory
distress is expected to commence recruitment in

the near term, subject to finalisation of relevant
agreement with study centres and related practical
matters. ARDS represents a significant unmet
medical need beyond COVID-19 patients, and also
provides a valuable opportunity with the treatment
market estimated at ~US$2.5bn. Given there is some
uncertainty surrounding timing of patient recruitment,
it is premature to provide a reliable estimate of
recruitment rate and trial duration, however the
current expectation is that the trial will complete
within 6-12 months. To ensure timely completion

of this clinical trial the Company is now working on
completing all the essential trial start-up activities and
considering multiple strategies, including the potential
to expand the trial to other jurisdictions.

Plans for patient recruitment for the CLI Phase 2 trial
have been put on hold given the current situation
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and widespread clinical trial restrictions now in place
globally. The age and underlying conditions of the
typical CLI patient has led Cynata and its clinical
advisors to conclude that it would be imprudent to
commence recruitment in this trial while the pandemic
is still evolving. The situation will be continually
assessed as the restrictions associated with
COVID-19 are relaxed.

The Company also continues to work with its licence
partner, FUJIFILM, to progress the planned Phase
2 clinical trial in GvHD. Beyond the upfront licence

Financial position
The net assets of the Group have increased

by $5,819,638 to $16,791,104 in 2020 (2019:
$10,971,466).

Changes in state of affairs

There was no significant change in the state of affairs
of the Group during the financial year.

fee already received, the partnership also offers
potentially lucrative future revenue streams through
milestone payments and royalties that could be
worth more than A$100m. The nearest milestone is
on completion of the Phase 2 clinical trial, when a
milestone payment of US$2m will be due to Cynata.
The Phase 2 trial is expected to commence this
calendar year. All costs associated with the further
development of CYP-001 for GvHD are being met by
FUJIFILM under the terms of the licence agreement.




Subsequent events

On 20 July 2020, the Company confirmed the expiry of
1,340,557 unlisted options, having an exercise price of
$1.00 each and an expiry date of 17 Jul 2020.

On 5 August 2020, the Company announced the
expiry of 100,000 unlisted options, having an exercise
price of $0.88 each and an expiry date of 4 August
2020.

On 6 August 2020, Dr Stewart Washer repaid
$300,000 of his director loan, thereby fully discharging
the loan.

On 14 August 2020, Dr Ross Macdonald repaid
$100,000 of his director loan, leaving a balance of
$200,000.

On 19 August 2020, 1,000,000 options were issued to
Dr Kilian Kelly and 100,000 options to Dr Suzanne Lipe
pursuant to Cynata’s Employee Option Acquisition
Plan. The options are exercisable at $0.97 and expire
on 18 August 2024.

Other than the above, there has not been any matter
or circumstance occurring subsequent to the end of
the financial year that has significantly affected, or
may significantly affect, the operations of the Group,
the results of those operations, or state of affairs of
the Group in future financial years.

Future developments, prospects and business strategies

Cynata is well positioned in the regenerative medicine
space, with its proprietary therapeutic stem cell
platform technology Cymerus providing the ability

to consistently manufacture high quality MSCs at
scale from a single donor and from a single donation.
This unique technology overcomes many of the
manufacturing challenges, particularly in assuring
product consistency, associated with the conventional
process which involves deriving MSC products from
multiple tissue donations (e.g. bone marrow) from
multiple donors.

The clinically important outcomes from our Phase

1 trial in GvHD provides the Company with the
confidence to pursue further pre-clinical and clinical
trials across a number of indications and a number
of key target disease areas. The data generated in
that trial has enabled Cynata to advance to Phase 2

Environmental regulations

The Group’s operations are not affected significantly
by environmental regulation under the Australian
Commonwealth or State law.

clinical trials not only in GvHD (through licence partner
FUJIFILM, expected to commence in Japan towards
the end of 2020) but also in other indications such as
CLI, COVID-19 associated ARDS and osteoarthritis
(Phase 3).

The endorsement by FUJIFILM further supports the
continued commercialisation of cell therapeutic
products in other indications which are available

to be licenced, such as CLI and osteoarthritis. The
Company believes the most effective way to generate
shareholder value is to access the capital, expertise
and resources of large pharmaceutical and biotech
companies. As such, we continue to advance the
partner outreach program and progress discussion
with potential partners that have a commercial
interest in accessing Cynata’s technologies.
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Remuneration Report (audited)

This remuneration report, which forms part
of the directors’ report, sets out information
about the remuneration of Cynata
Therapeutics Limited’s key management
personnel for the financial year ended 30
June 2020.

The term ‘key management personnel’ refers to
those persons having authority and responsibility for
planning, directing and controlling the activities of

the Group, directly or indirectly, including any director
(whether executive or otherwise) of the Group.
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