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ASX ANNOUNCEMENT 13 January 2025 

Cynata to Present at Biotech Showcase™ 

Melbourne, Australia; 13 January 2025: Cynata Therapeutics Limited (ASX: “CYP”, “Cynata”, or the 
“Company”), a clinical-stage biotechnology company specialising in cell therapeutics, is participating in 
Biotech Showcase™ in San Francisco, California this week.   

Dr Kilian Kelly (Chief Executive Officer & Managing Director) and Dr Mathias Kroll (Chief Business Officer) 
will present on the Company’s Cymerus™ iPSC1-derived MSC2 technology and clinical development 
programs. The presentation will take place at: Yosemite C, Hilton Hotel San Francisco Union Square at 
11:30am US Pacific Time today (6:30am on Tuesday 14 January AEDT). A copy of the presentation is 
attached. 

Biotech Showcase is a premier investor conference for private and micro-mid-cap biotechnology 
companies, offering them a unique opportunity to showcase their innovations and engage one-to-one with 
investors and biopharmaceutical executives. The conference takes place during JPM Morgan Healthcare 
week, and Cynata will also participate in numerous partnering and investor meetings throughout the week. 

-ENDS- 

Authorised for release by Dr Kilian Kelly, CEO & Managing Director 
CONTACTS:  Dr Kilian Kelly, CEO & MD, Cynata Therapeutics, +61 (03) 7067 6940, kilian.kelly@cynata.com   

  Lauren Nowak, Media Contact, +61 (0)400 434 299, lauren@littlebigdeal.au    

About Cynata Therapeutics (ASX: CYP)  
Cynata Therapeutics Limited (ASX: CYP) is an Australian clinical-stage stem cell and regenerative medicine company focused on 
the development of therapies based on Cymerus™, a proprietary therapeutic stem cell platform technology. Cymerus™ overcomes 
the challenges of other production methods by using induced pluripotent stem cells (iPSCs) and a precursor cell known as 
mesenchymoangioblast (MCA) to achieve economic manufacture of cell therapy products, including mesenchymal stem cells 
(MSCs), at commercial scale without the limitation of multiple donors.  
Cynata has demonstrated positive safety and efficacy data for its Cymerus™ product candidates CYP-001 and CYP-006TK, in Phase 
1 clinical trials in steroid-resistant acute graft versus host disease (GvHD), and diabetic foot ulcers (DFU), respectively. Further 
clinical trials are now ongoing: a Phase 2 trial of CYP-001 in GvHD under a cleared US FDA IND; a Phase 1/2 trial of CYP-001 in 
patients undergoing kidney transplant; and a Phase 3 trial of CYP-004 in osteoarthritis. In addition, Cynata has demonstrated utility 
of its Cymerus™ technology in preclinical models of numerous other diseases, including critical limb ischaemia, idiopathic 
pulmonary fibrosis, asthma, heart attack, sepsis, acute respiratory distress syndrome (ARDS) and cytokine release syndrome. 
Cynata Therapeutics encourages all current investors to go paperless by registering their details with the designated registry service 
provider, Automic Group.  

 
1 iPSC = induced pluripotent stem cell 
2 MSC = mesenchymal stem (or stromal) cell 
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Summary information
This Presentation contains summary information about Cynata Therapeutics Limited and its subsidiaries 
(CYP, or Cynata) which is current as at 10 January 2025. This Presentation should be read in 
conjunction with CYP’s other periodic and continuous disclosure information lodged with the Australian 
Securities Exchange (ASX), which are available at www.asx.com.au. 

Not an offer
This Presentation is not a prospectus, product disclosure statement or other offering document under 
Australian law (and will not be lodged with the ASIC) or any other law. This Presentation is for 
information purposes only and is not an invitation or offer of securities for subscription, purchase or sale 
in any jurisdiction. The release, publication or distribution of this Presentation (including an electronic 
copy) outside Australia may be restricted by law. If you come into possession of this Presentation, you 
should observe such restrictions. Any non-compliance with these restrictions may contravene applicable 
securities laws. 

Not investment advice
This Presentation does not constitute investment or financial product advice (nor tax, accounting or legal 
advice) or any recommendation by CYP or its advisers to acquire CYP securities. This Presentation has 
been prepared without taking account of any person’s individual investment objectives, financial 
situation or particular needs. Before making an investment decision, prospective investors should 
consider the appropriateness of the information having regard to their own investment objectives, 
financial situation and needs and seek legal, accounting and taxation advice appropriate to their 
jurisdiction. CYP is not licensed to provide financial product advice in respect of CYP securities. 

Investment risk and past performance
An investment in CYP securities is subject to known and unknown risks, some of which are beyond the 
control of CYP and its directors. CYP does not guarantee any particular rate of return or performance of 
CYP. Past performance cannot be relied upon as an indicator of (and provides no guidance as to) future 
CYP performance including future share price performance.

Financial data
All financial information in this Presentation is in Australian currency (A$) unless otherwise stated. This 
Presentation contains historical financial information based on financial information that has been 
disclosed to the ASX. Any discrepancies between totals and sums of components in tables and figures 
in this Presentation are due to rounding.

Forward-looking statements
This Presentation contains certain ‘forward looking statements’, which can generally be identified by the 
use of forward looking words such as ‘expect’, ‘anticipate’, ‘likely’, ‘intend’, ‘should’, ‘could’, ‘may’, 
‘predict’, ‘plan’, ‘propose’, ‘will’, ‘believe’, ‘forecast’, ‘estimate’, ‘target’, ‘outlook’, ‘guidance’, ‘potential’ 
and other similar expressions. The forward looking statements contained in this Presentation are not 
guarantees or predictions of future performance and involve known and unknown risks and uncertainties 
and other factors, many of which are beyond the control of CYP, its directors and management, and 
may involve significant elements of subjective judgment and assumptions as to future events which may 
or may not be correct. There can be no assurance that actual outcomes will not differ materially from 
these forward looking statements. A number of important factors could cause actual results or 
performance to differ materially from the forward looking statements. No representation or warranty, 
express or implied, is made as to the accuracy, likelihood of achievement or reasonableness of any 
forecasts, prospects, returns or statements in relation to future matters contained in this Presentation. 
The forward looking statements are based on information available to CYP as at the date of this 
Presentation. Except as required by law or regulation (including the ASX Listing Rules), CYP and its 
directors, officers, employees, advisers, agents and intermediaries undertake no obligation to provide 
any additional or updated information whether as a result of new information, future events or results or 
otherwise. You are strongly cautioned not to place undue reliance on forward-looking statements.

Industry and Market data
Certain market and industry data used in connection with this Presentation may have been obtained 
from research, surveys or studies conducted by third parties, including industry or general publications. 
Neither CYP nor its representatives have independently verified any such market or industry data 
provided by third parties or industry or general publications.

Disclaimer
To the maximum extent permitted by law, CYP and its advisers, affiliates, related bodies corporate, 
directors, officers, partners, employees and agents (Related Persons) exclude and disclaim all liability, 
including without limitation for negligence, for any expenses, losses, damages or costs arising from this 
Presentation or reliance on anything contained in or omitted from it. To the maximum extent permitted 
by law, CYP and its Related Persons make no representation or warranty, express or implied, as to the 
currency, accuracy, reliability or completeness of information in this Presentation and disclaim any 
obligation or undertaking to release any update or revision to the information in this Presentation to 
reflect any change in expectations or assumptions. Statements made in this Presentation are made only 
as at the date of this Presentation. The information in this Presentation remains subject to change 
without notice.
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Important information





















DFU | Phase 1 clinical trial – key results

12

Primary Objective

CYP-006TK successfully achieves its primary objective:
– safe and well-tolerated (primary objective)
– no participants withdrew from the trial due to adverse events
– no suspected serious adverse reactions were reported

Time CYP-006TK Standard of Care

Mean change in wound 
surface area from 
baseline (mm²)*

12 weeks Decreased 
by 181 mm2 

Increased 
by 355 mm2 

24 weeks Decreased 
by 261 mm2 

Increased 
by 62 mm2 

Mean change in wound 
surface area from 
baseline (%)

12 weeks Decreased 
by 64.6%

Decreased 
by 22.0%

24 weeks Decreased 
by 83.6%

Decreased 
By 47.8%

*A decrease in the size of a wound demonstrates that the wound is healing (i.e. there is an improvement to the wound). An increase in the size of a 
wound would demonstrate that the wound is not healing (i.e. wound is getting worse).

N=15                                                      N=15





Segmenting the data – larger wounds¹
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Time CYP-006TK Standard of Care

Mean change in wound 
surface area from 
baseline (mm²)*

12 weeks Decreased 
by 262 mm2 

Increased 
by 540 mm2 

24 weeks Decreased 
by 354 mm2 

Increased 
by 135 mm2 

Mean change in wound 
surface area from 
baseline (%)

12 weeks Decreased 
by 68.6%

Increased 
by 3.9%

24 weeks Decreased 
by 84.2%

Decreased 
by 32.2%

A total of eleven participants had wounds measuring <200 mm² at baseline (six in the CYP-006TK group; five in the control 
group). 
If smaller wounds <200 mm² are excluded and the remaining larger wounds (>200 mm²) are analysed separately, there are 
even greater differences in outcomes between groups:

1. Post-hoc analysis.

N=9                                                      N=10
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Bone marrow transplants & GvHD
Bone marrow transplant (also known as blood stem cell transplant)
• The procedure replaces blood stem cells in people whose bone marrow has been 

destroyed by large doses of chemotherapy or radiotherapy
• Bone marrow transplants can be curative for blood cancers (e.g. lymphoma & 

leukaemia)
• However, these procedures, if they use third party donors (“allogeneic”), can result in 

graft versus host disease (GvHD)

Graft versus host disease 
• GvHD is where the transplanted cells recognise the recipient’s cells as “foreign” 
• This results in the transplant (the “graft”) attacking the recipient’s (the “host’s”) tissues 

and organs
• First-line treatment for acute GvHD (aGvHD) is corticosteroids, but ~50% of patients 

develop what’s known as steroid-resistant acute GvHD (SR-aGvHD)
• In steroid-resistant patients, 2-year survival rate is less than 20%1

1. Westin JR et al. Adv Hematol. 2011:601953 (2011)

Images from: A Cotliar, Atlas of Graft-versus-Host Disease, 2016 
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60%

Overall Response
• Between Day 28 and Day 56-60, the 

Overall Response Rate (ORR) for 
both RUX and BAT decreased 
markedly, while the ORR for CYP-001 
marginally increased

Overall Survival
• CYP also reported 60% survival at 

24 months (not shown on graph, as 
18 months was the latest timepoint 
reported in RUX/BAT trial)

Safety
• No serious adverse events or safety 

concerns for CYP-001

39%

62% 67%
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CYP-001 vs other treatments in SR-aGvHD 

Note: comparisons are for illustrative purposes only; data taken from different clinical trials with different sample sizes (BAT: n=155; Rux: n=154; CYP-001: n=15). 
D28/D56 time points used for response rate comparison as D28/D56 were the only response rate time points reported in the BAT/Rux clinical trial (NCT02913261;  
1. Overall Response at Day 56-60 refers to Day 56 response for BAT & Rux, and Day 60 response for CYP-001

 Zeiser et al. N Engl J Med 382:1800-1810 [2020]).

Day 28 Day 56-601 18 months

CYP = CYP-001 in Phase 1 trial (NCT02923375). Rux = ruxolitinib in Phase 3 trial (NCT02913261) (ruxolitinib is now approved for 
SR-aGvHD). BAT = “best available therapy” control arm in ruxolitinib Phase 3 trial (NCT02913261)

Overall Response Overall Survival

BAT RUX CYP BAT RUX CYP

▼17%

▼22%

▲6%

BAT RUX CYP
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Diabetic foot ulcers (DFU)
• Open sore or wound that develops in patients with diabetes

• Very difficult to heal, which can lead to serious complications such as serious infection

• 20% of patients who develop DFU will require an amputation1

• Multi-disciplinary team can be required to treat: GP, endocrinologist, podiatrist, wound 
care nurse, vascular surgeon and infectious disease specialist

• Cost to treat DFU in the US can exceed US$60,000 per patient (depending on severity)2

• Annual costs to US public and private payers estimated to be US$9 – 13 billion per year2

Diabetes is the 
fastest growing 

public health 
concern 

worldwide4

~38 million 
Americans have 

diabetes5

Up to 34% of 
those with 

diabetes will 
develop a foot 

ulcer1

20% of patients 
with DFU will 

require 
amputation of 
the foot or limb1

150,000+ 
amputations per 
year in the US 
due to DFU6

Estimated costs 
to US public and 
private payers

US$9–13 billion 
per year2

1. McDermott et al. Diabetes Care. 46:209–221 (2023).
2. Raghav et al. Ther Adv Endocrinol Metab. 9(1) 29-31 (2018).
3. Hicks et al. J Vasc Surg. 67:1455-62 (2018).

WIfI = Wound, Ischemia, and foot Infection3

4. Hossain et al. Health Sci Rep. 7(3):e2004 (2024).
5. American Diabetes Association: https://diabetes.org/about-diabetes/statistics/about-diabetes  
6. American Diabetes Association: https://diabetes.org/advocacy/amputation-prevention-alliance 
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Acute graft versus host disease (aGvHD)
>38,000 

allogeneic 
transplants*  
per year1

~35-50% 
develop 

aGvHD2,3

Almost all 
receive 
steroids

<50% respond 
to steroids4

2-year survival 
rate in SR-

aGvHD: <20%5

Current treatments for steroid-resistant aGvHD (SR-aGvHD):
• Ruxolitinib

• Good initial response rates but no apparent increase in longer-term survival rates (18 months +) compared to controls6

• Serious/life threatening adverse reactions are common in patients who receive Ruxolitinib (e.g. infections, blood disorders)7

• Ruxolitinib is priced at ~US$18k per month, and typically requires at least 6 months treatment for GvHD (i.e. >US$100k per patient), and 
has forecast sales of US$4.5b in 2024 across all indications8

• Other investigational agents
• Sometimes referred to as “Best Available Therapy (BAT)” in clinical trials
• Most have shown limited efficacy and/or poor safety profiles

Up to 9,500 
steroid- 

resistant cases 
per year

1. Malard et al, Nature Reviews Disease Primers 9: 27 (2023).
2. Reshef et al, J Clin Oncol. 39(17):1878-1887 (2021).
3. Akahoshi et al, Blood Adv. 7(16):4479-4491 (2023).
4. Major-Monfried et al, Blood.131(25):2846-2855 (2018).

Safer and more effective treatments are desperately needed for aGvHD

* “Allogeneic” means cells come from someone else (a donor) rather than the recipient; “transplant” refers to blood stem cell transplants

5. Westin JR et al, Adv Hematol. 2011:601953 (2011).
6. Zeiser et al, N Engl J Med 2020;382:1800-1810 (2020).
7. JAKAFI® (ruxolitinib) tablets, for oral use, US FDA approved Prescribing Information, September 2021.
8. Sales figures relate to all approved indications, including myelofibrosis, polycythemia vera, and GvHD.








