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The NSW Stem Cell Network is a professional community dedicated to exploring the potential of stem cells
and gene therapies to improve human health. The NSW Stem Cell Network focuses on facilitating
networking and knowledge-sharing between researchers and industry professionals. Our goal is to
understand the translational steps required to bring products from the lab to patients, navigating the
challenges and opportunities along the way.

This year, the NSW Stem Cell Network is continuing its cooperation with CCRM Australia to provide
commercialisation and training services under the banner of the SMART CRC initiative, supporting the
acceleration of regenerative therapies and their adoption in Australia. This workshop - Bridging Innovation
and Impact: Navigating the Path from Cell Therapy and Biotechnology Research to the Market - is another
in the series which has been designed for clinicians, industry professionals and researchers at all career
stages interested in commercialising their research. The workshop will explore the critical steps in advancing
cell therapy and biotechnologies from the research phase towards successful product development.
Attendees will gain a deeper understanding of the unique challenges and opportunities in Australia's rapidly
growing cell therapy and biotechnology sector through expert insights, practical strategies to develop real-
world applications, and navigating regulatory pathways. This workshop will help equip you with the tools
and knowledge needed to bring transformative therapies to market and make a lasting impact on Australia's
healthcare.

We are, as always, extremely grateful to our sponsors; Bio Rad, BIO Scientific Pty Ltd, Capella Science,
CATTI, CCRM Australia, The Company of Biologists, Corning Life Sciences, Cryosite Ltd, Eos Gene
Therapeutics, Eurofins Biopharma Product Testing ANZ, Micro-analytix Pty Ltd, Miltenyi Biotec, Pure CDM
Pty Ltd, Quoll Biosciences, Revvity Pty Ltd, Terumo Blood and Cell Technologies, and VectorBuilder Inc, as
their support is crucial to the viability of the NSW Stem Cell Network workshops.

We also acknowledge our supporters Diabetes Australia and the SMART CRC initiative. We encourage all
attendees to visit the sponsor booth during the breaks. We hope you enjoy the workshop and continue to
support the NSW Stem Cell Network at future events.

Deb Rooz Dr Rachel Shparberg
Manager Chairperson
NSW Stem Cell Network NSW Stem Cell Network
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9:00am Registration Opens
9 30am Dr Rachel Shparberg - N5W Stem Cell Network
Welcome
At e Silvio Tiziani {CCRM]

Bridging Innovation agnd Impoct in Regenergtive Medicine: Lessons and Oppartunities for Austrolio

From research to commercial product

Chair: Prof leremy Crook (Chris (FBrien Lifehouse, University of Sydney)
Dr Mick Hunt [University of Sydney)

HE-B0: 3 Crol insulin from bench to clinical trials
11050 arm A/Prof Robert Nordon [University of NSW)
Addressing scale-out manufacturing chaollenges af cell and gene theropy products with microfluidics
10,40 30 A/Prof Anai Gonzalez-Cordero [University of Sydney]
Developing on ‘aliogeneic stem celi-derived photoreceptor cell product’
5 bt o Prof Bernie Tuch [Australian Foundation for Diabetes Research)
A Cell Therapy for Insulin-Dependent Diobetes without Systemic immunosuppression Using Not-for-profit Modsl
11.20 am Morning Tea

Commercialising products

Chair: Lilly Bojarski [Cicada Innovations)

Nick Cameron [Mbryo}, Dr Michael Morris (University of Sydney)
1150 am Fram conception to minimum viokle product (MVP): Novigating the pothwoys for successful commercialisation of embryo
technology with business, funders and resegrchers

D Gavin Recchia {Davies Collison Cave)

12325
i Intellectual Property considergtions to maximise potentiol gnd gvoid nasty surprises!
12.45 pm Dr David H.‘hu-de.s {Referve I.hd}
ReNerve: Inception and evoiution of o start up
1:05 pm Lunch

lourney towards success

Chair: Helen Poliviou {PureCDM Pry Lrd)

Prof Gordon Wallace {University of Wollongong)

Driving deployment af bioengineered products - g journey that has to be made

Dr Mathias Kroll [Cynata Therapeutics Ltd)

Technologies enabling future widespreod use of regenerative cell therapies

A/Prof Dominic Wall {Cell Therapies Pty Ltd)

2.20 pm Sustaining industry benchmarked GMP for cell and gene therapy production in government owned services - an
impaossible dream?

Dr lack Lambshead [Bicintelect)

Key challenges foced by ATMFP product developers: an overview ooross the value chain

1.40 pm

2.00 pm

2.40 pm

3.00pm Afternoon Tea

Panel session — EA

Chair: A/Prof Anai Gonzaler-Cordero [University of Sydney)
Panel: Mick Cameron {Nbryo), Dr Jack Lambshead (Bicintelect), A/Prof Robert Mordon {University of NSW), Dr Gavin
Recchiz {Davies Collison Cave), Silvio Tiziani (CCRM ), AfProf Dominic Wall (Cell Therapies Pty Ltd)

3.20 pm

Seszion & How to pitch your product

Dr Chihwei Teng [CCRM)

4:10
il Behind the investor trigging process

4.30 pm Warkshop close
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SILVIO TIZIANI

CEO
CCRM Australia

ABSTRACT
Bridging Innovation and Impact in Regenerative Medicine: Lessons and
Opportunities for Australia

Regenerative medicine is advancing rapidly, but translating breakthroughs into real-world
outcomes remains a challenge. This keynote explores how Australia can bridge this gap by
leveraging global successes, strengthening commercial pathways, and capitalising on new funding
and regulatory opportunities. Drawing on international and local case studies, the presentation
highlights the role of biotech spinouts, advanced manufacturing, and Al-driven discovery in
shaping the sector’s future. It also examines how researchers, startups, and postgraduates can
engage with these developments to drive innovation and commercialisation. With practical insights
and key takeaways, this keynote outlines opportunities to position Australia as a leader in
regenerative medicine.

BIOGRAPHY

Silvio Tiziani, MBA, GAICD, is the CEO of CCRM Australia, leading efforts to bridge the gap
between research and industry in regenerative medicine. With extensive experience across
academia, health, and industry, he has successfully developed strategic partnerships, secured
funding, and driven commercialisation initiatives. Previously, he held senior leadership roles at
Monash University’s Australian Regenerative Medicine Institute and the Victorian Institute of
Forensic Medicine, where he managed major operational, policy, and strategic developments.
Silvio holds a Master of Business Administration from Monash University and a Bachelor of
Science from Swinburne University and is a member of the Australian Institute of Company
Directors (GAICD).

NSW Stem Cell Network | www.stemcellnetwork.org.au
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DR NICK HUNT

NHMRC Emerging Leader Fellow
ANZAC Research Institute

Faculty of Medicine and Health
Charles Perkins Centre & Sydney Nano
The University of Sydney

ABSTRACT

Oral insulin from bench to clinical trials

Injectable insulin is an extensively used medication with potential life-threatening hypoglycaemic
events. We address this challenge we have developed an oral and smart insulin nanoformulation.
This formulation is pH responsive, is insoluble in acidic environments and shows increased
absorption in human duodenum explants and Caenorhabditis elegans at neutral pH. The
formulation is sensitive to glucosidase enzymes to trigger insulin release. Non-diabetic primate
studies showed a dose-dependent reduction in blood glucose with no biochemical or
haematological toxicity or adverse events were observed. The clinical development of a novel
biologic involved the development of good manufacturing practice formulation techniques,
acceditied toxicity studies, regulatory guidance and scaling of our company and team. Our phase 1
trials have commenced in 2025.

BIOGRAPHY

Nick is a Senior Lecturer at the University of Sydney and the ANZAC Research Institute at
Concord Hospital. His group develops nanotechnology platforms for the oral delivery of insulin
without hypoglycaemia and immune modulation nanotechnologies for the prevention of type 1
diabetes without immune suppression. Over the last 5 years our team has developed technology
platforms from an idea in a laboratory to clinical trials. To achieve this, we founded the company
Endo Axiom with support from Proto Axiom and the University of Sydney. Endo Axiom is focused
on the prevention of autoimmune diseases and improving the quality of life of diabetics.

NSW Stem Cell Network | www.stemcellnetwork.org.au
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A/PROF ROBERT NORDON

Associate Professor
Graduate School of Biomedical Engineering
University of NSW

ABSTRACT
Addressing scale-out manufacturing challenges of cell and gene therapy products
with microfluidics

The biopharmaceutical industry has traditionally relied on large-scale fermenters, WhICh can
generate thousands of doses per production run. However, the roll-out of cell and gene therapies
has been hindered by high labour costs and capacity constraints. Each production run must be
individualised using cells from the patient or a suitable donor. Our microfluidic bioreactor,
however, offers a promising solution to these challenges, with its potential to automate and
integrate cell manufacturing steps, thereby reducing costs and increasing production capacity.

In collaboration with Genesys Electronics Design Pty Ltd and CSL Ltd, the CRC-P program “Making
cell & gene therapy affordable with a microbioreactor” evaluated the performance of a microfluidic
bioreactor in manufacturing blood stem and CAR-T cell gene therapy products. Manufacturing
steps such as target cell selection, activation, lentiviral gene transduction, and culture expansion
were automated and integrated into a novel microfluidic sheet bioreactor. Microfluidic circuits
were printed onto gas-permeable biocompatible plastic sheets, featuring a grooved culture bed
that retains cells during media exchange. Antibody-mediated target cell capture and harvesting
occurs via flow along the microbioreactor grooves, and a microfluidic controller automates each
step of the cell manufacturing process through a graphical user interface. The microbioreactor
operates as a low-volume, high-intensity perfusion culture system, supporting cell growth of up to
100 million cells per millilitre.

Microbioreactor technology offers several advantages, including a small footprint, minimized
reagent consumption, reduced labour costs through automation, and scalability for personalised
cell therapy products. Initial process optimisation is done at the lab scale, then transitioned to the
clinic using multi-sheet clinical microbioreactors. Scaling is achieved through clusters of clinical
microbioreactors in treatment centres or centralised facilities.

BIOGRAPHY

Associate Professor Nordon's research encompasses the fields of engineering, stem cell biology,
and cellular therapies.

He commenced his training in medicine, specialising in biomedical engineering. His primary focus
has been on creating technologies for the cost-effective delivery of cellular therapies. In 2014, he
served as the ANZ regional Vice President for the International Society for Cell and Gene Therapy.
Early in his career, he invented the Quantum hollow fibre cell expansion system, marketed by
Terumo BCT, which was among the first closed and automated bioreactors for expanding primary
cells for clinical therapies.

Over the past 15 years, he has concentrated on employing microfluidic methods in stem cell
research and clinical applications. His microfluidic research ranges from fundamental studies,
observing blood formation from pluripotent stem cell-derived embryonic aorta on a pulsatile flow
microfluidic chip, to applied research, developing microfluidic bioreactors for the delivery of cell
and gene therapies. His most 5|gn|f|cant research, conducted with industry partners CSL and
Genesys Electronics Design, was co-funded by the Australian CRC-P initiative "Making Cell and
Gene Therapy Affordable with a Microbioreactor." He continues to refine the microbioreactor
under Australia’s Economic Accelerator program to advance pilot-scale manufacturing of
microfluidic bioreactors for the biotech industry.

NSW Stem Cell Network | www.stemcellnetwork.org.au
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A/PROF ANAI GONZALEZ-CORDERO

Al & Val Rosenstrauss Fellow
Group Leader
Children’s Medical Research Institute

ABSTRACT

Developing an ‘allogeneic stem cell-derived photoreceptor cell product’

In her talk Anai will present an overview of her research on developing cell therapy to develop a
universal therapy for inherited retinal blindness. She will explain how stem cell technology,
including retinal organoids derived from pluripotent stem cells, serve as ideal source of cells,
specifically the light-sensing cells of the eye, the photoreceptors for transplantation. Efficacy for
this approach has been established following years of research and now her team is testing new
methodologies to improve transplantation outcomes as well as translating the current approaches
to good manufacturing practice (GMP) methods. Anai will cover the pathway towards developing
this advanced therapy.

BIOGRAPHY

Associate Professor Anai Gonzalez-Cordero is a Al & Val Rosenstrauss Fellow, and a Group Leader
at Children’s Medical Research Institute (CMRI), with a co-joint appointment at The University of
Sydney. Anai is a leader in the field of stem cells and their differentiation into organoids with an
emphasis on translational research to develop novel therapies for retinal genetic diseases.

Having started her scientific career in the UK, she obtained a Wellcome Trust PhD in Stem Cell
and Developmental Biology and continued her work at the Institute of Ophthalmology, University
College London. In 2019, Anai relocated to Australia to continue her research programme in stem
cells and ophthalmology. Her work in the field has led to numerous awards, including the MetCalf
Prize for Stem Cell Research in 2022, and high impact studies including proof-of-concept studies
for stem cell-based cell therapy by transplantation of the light sensing cells, the photoreceptor
cells, which once in the eye can rescue vison perception in blind animal models. At CMRI she also
heads the Stem Cell and Organoid Facility proving iPSC lines and human organoid models for
Australian researchers.

NSW Stem Cell Network | www.stemcellnetwork.org.au
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PROF BERNIE TUCH

Australian Foundation for Diabetes Research
Director and CSO

ABSTRACT
A Cell Therapy for Insulin-Dependent Diabetes without Systemic
Immunosuppression Using Not-for-profit Model

This presentation outlines the development of a diabetes cell therapy mostly using a not-for-profit
model. The project aims to address the growing global diabetes market, with Type 1 Diabetes
(TAD) affecting 141,000 Australians and 8.4 million people worldwide, while Type 2 Diabetes
(T2D) impacts 318,000 Australians and 101 million globally.

Current insulin treatments provide imperfect glucose control, and cell therapies face rejection
issues, requiring systemic immunosuppressants that pose risks. The solution is a bioengineered
device comprising a scaffold, encapsulated stem cell differentiated insulin-producing cells,
extracellular matrix, and immunomodulatory nanoparticles. This innovation could normalize blood
sugar levels without the need for systemic immunosuppression.

The project team includes experts in endocrinology, polymer chemistry, regulatory affairs, clinical
trials, and commercial strategy. Research has progressed from preclinical trials (2010-2025),
demonstrating successful blood sugar normalization in diabetic mice, to planned clinical trials in
2026. A patent has have been secured in the US, Europe, and Australia.

The commercial plan involves collaboration with Kadimastem, licensing agreements, and eventual
pharmaceutical partnerships. A phased timeline includes regulatory approvals, manufacturing, and
clinical trials over five years. Funding comes from donations, grants, and investments, split
between the not-for-profit Australian Foundation for Diabetes Research and the for-profit Sydney
Cell Therapy Foundation.

This therapy's key advantages are the unlimited availability of stem-cell-derived islets, no systemic
immunosuppression, and local manufacturing. The competitive edge includes a safer approach
positioning it as a leading potential cure for insulin-dependent diabetes.

BIOGRAPHY

Bernard Tuch is a translational endocrinologist who spends half his time seeing patients and the
remainder developing a cell therapy for type 1 diabetes without the need for systemic
immunosuppression. Prof Tuch is the Chief Scientific Officer and a Director of the Australian
Foundation for Diabetes Research and Sydney Cell Therapy PtyLtd. He is a Adjunct Professor of
Medicine at Monash University and was the co-founder of the NSW Stem Cell Network. His past
roles include leading the Diabetes Transplant Unit at Prince of Wales Hospital and chairing Living
Cell Technologies Ltd. Dr. Tuch has supervised 30 Ph.D. students and led clinical trials on
pancreatic islet transplantation for diabetes. A prolific researcher, he has published extensively and
reviewed for 61 journals. His contributions have earned him awards such as the Mary Jane Kugel
Award and the Millennium Award. He continues to advance diabetes treatment through research,
education, and clinical practice.

NSW Stem Cell Network | www.stemcellnetwork.org.au
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NICK CAMERON

Co-founder
Director of Technical Development
Nbryo Pty Ltd

DR MICHAEL MORRIS

Sesqui Senior Lecturer in Embryonic Stem Cells
School of Medical Sciences
The University of Sydney

ABSTRACT

From conception to minimum viable product (MVP): Navigating the pathways for successful
commercialisation of embryo technology with business, funders and researchers

This presentation will describe the journey from concept development to research, through to commercialisation of a
product aimed to improve in vitro production of bovine embryos. The journey will be described from the point of view
of both the company and the University researcher. The company viewpoint will include discussions on how to find the
most appropriate researcher, negotiation of research contracts with research organisations, funding mechanisms,
interactions with researchers and taking the concept through to an MVP. The University researcher’s viewpoint will
include discussions of types of research-commercial interactions, engagement with patent lawyers and IP protection,
invcc)jlvement of students in the research, and how to maintain scientific rigor while meeting the company’s need for a
product.

Overall, the aim of the talk is to provide an example of the complexities involved in the collaboration between
researchers and business and potential ways to progress product development.

BIOGRAPHY

Nick is the primary inventor and co founder of Nbryo, established 2020. Since the early 2010s Nick has developed
technology to empower commercial beef and dairy producers through in vitro Fertilisation (IVF) and Production (IVP).

In his role as Farm Manger and Director at Nindooinbah, Nick was instrumental in the design and development of
Nindooinbah into one of Australia’s leading artificial breeding centres for beef cattle.

Through his career, Nick has designed and managed large-scale artificial breeding programs, including delivering 4500
embryo transfer cattle to Australian Agricultural Company. In 2009, Nick initiated Australia’s first Ultrablack breeding
program, an adapted beef breed designed for cross breeding programs in Northern Australia to enhance performance
indicators of fertility and carcass quality.

At Nbryo, Nick guides the development and application of the platform, bringing a practical livestock farmer’s
perspective to advanced technological approaches. With a lifelong involvement in artificial reproduction, from
mustering surrogates on horseback in his youth to running Nindooinbah's state-of-the-art facility, Nick's thought
leadership continues to shape Nbryo’s innovations.

Michael Morris graduated with a PhD in biophysics and has experience in a range of environments including universities,
industry, and commercially oriented centres and enterprises. He currently co-leads a multidisciplinary team combining
stem cells and biomaterials with the aim of generating structures for a variety of clinical applications, and a second team
using artificial intelligence and novel IVF technologies with the aim of revolutionising livestock breeding in first world
and developing countries.

Michael is also a member of the Board of the NSW Stem Cell Network.

NSW Stem Cell Network | www.stemcellnetwork.org.au
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DR GAVIN RECCHIA
Principal
Davies Collison Cave

ABSTRACT
Intellectual Property considerations to maximise potential and avoid nasty
surprises!

An effective Intellectual Property (IP) strategy is crucial in maximising the clinical and commercial
potential of an innovative therapeutic product, and in ensuring your innovation is investor-ready.
This presentation will highlight the primary IP issues to be considered, both offensive and
defensive, focussing on key considerations for an effective patent protection strategy and an
understanding of freedom to operate.

BIOGRAPHY

Gavin is a Principal and patent attorney with over 20 years’ experience, specialising in the areas of
microbiology, molecular biology, biochemistry, genetics, plant varieties and pharmaceuticals.

Gavin provides strategic advice to clients in relation to their patent portfolios, including advising
on aligning IP and commercial strategies, and maximising the commercial value of IP. He drafts and
prosecutes patent applications in biotechnology and pharmaceutical related fields, files and
prosecutes plant breeders’ rights applications, advises on patent validity and infringement,
provides freedom to operate advice and conducts patent oppositions.

Having been awarded the University Medal Gavin completed his PhD at the CSIRO Division of
Biomolecular Engineering in Sydney before taking up an NHMRC CJ Martin Postdoctoral
Fellowship in the UK at the University of Oxford, Department of Biochemistry, working in the field
of genetic recombination. After three years in Europe, including short stints at medical research
centres in Japan and Norway, Gavin returned to Australia. He is the author of numerous research
papers in peer-reviewed international journals and has contributed to texts in the fields of
antibiotic resistance and molecular microbiology. He continues to lecture widely on biotechnology
patenting issues. He has won numerous awards for his research, including the inaugural Australian
Society for Microbiology Research Trust Award. Gavin joined Davies Collison Cave as a partner in
2006 having previously been a principal at another Australian IP firm.

Gavin manages the firms life science group in the Sydney office and represents many local and
international clients in the protection of inventions in all aspects of biotechnology including:
medical therapeutics and diagnostics; biochemical, genetic and molecular biological markers;
microbiology; immunology; transgenic organisms; nutraceuticals and food supplements; and
medical and molecular biological research methods. Gavin also has expertise in matters relating to
devices for use in medical treatment, diagnostics and molecular biology research.

NSW Stem Cell Network | www.stemcellnetwork.org.au
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DR DAVID RHODES

Chief Scientific Officer
ReNerve Ltd

ABSTRACT

ReNerve: Inception and evolution of a start up

N

ReNerve was co-founded by a neurosurgeon and experienced med tech sector executives to
develop products to improve the outcomes from repairs to peripheral nerve injuries and therefore
improve patients quality of life.

Through focussing on peripheral nerve repairs, leveraging of end user knowledge and its
development and commercialisation experience, ReNerve has developed a novel product for
peripheral nerve repair and gained market entry into the US. This presentation will discuss
ReNerve's strategies and journey, from inception, funding, product focus and portfolio
development, through to its evolution into an ASX listed company.

BIOGRAPHY

Dr David Rhodes has more than 25 years’ experience in healthcare and biotechnology industries,
where he has held numerous senior management roles and developed technologies through to
market approval. David is co-founder and technology developer in the listed company ReNerve
Ltd (ASX:RNV). Prior to ReNerve, David held roles including senior researcher at Amrad, Chief
Scientific Officer of the medical devices company Admedus Ltd, senior executive and Head of
Drug Discovery and Senior Vice President Biology at Avexa Ltd. Amrad, Admedus and Avexa were
all ASX listed companies.

David has been a leader in developing companies from inception to ASX listing as well as
developing multiple technology development programs attracting significant levels of funding from
many State and Federal Government initiatives and research institute programs. He publishes in
high impact peer reviewed journals and is an inventor on numerous patents. David is an Adjunct
Associate Professor in the Faculty of Engineering at Monash University and previously a member
of the Australian Regenerative Medicine Institute Leadership Advisory Board. David has a PhD in
Biochemistry.

NSW Stem Cell Network | www.stemcellnetwork.org.au
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PROF GORDON WALLACE

Distinguished Professor

Australian Institute for Innovative Materials
Intelligent Polymer Research Institute
University of Wollongong

ABSTRACT

Driving deployment of bioengineered products - a journey that has to be made

More than three decades ago, we embarked on a number of bioengineering explorations using the
most advanced materials and fabrication methods available to us . In every area we ventured into,
it was our intention to ensure fundamental discoveries were deployed into the clinic to benefit
patients.

When we embarked on this journey, we did so without a road map, not even a compass, and so
the path was arduous, sometimes tedious. Now, we can see the doorway to deployment on the
near horizon. However, maybe we could have been here a lot sooner, and so maybe the lessons
we have learned could benefit others and accelerate deployment of new bioengineered products.

Through a number of case studies, including , cartilage regeneration, skin regeneration, the 3D
printing of capsules for islet cell transplantation, and the bioengineered cornea, here, we retrace
our steps. We will summarise the journey to date, point out the obstacles encountered, and
celebrate the progress to date.

BIOGRAPHY

Professor Gordon Wallace is involved in the design and discovery of new materials as well as the
development of innovative fabrication and characterization methods. Gordon is committed to the
use of fundamental breakthroughs in these areas to drive new technologies in health.

He has published in excess of 1,200 refereed journal publications that have attracted more than
72,000 citations with an H-index of 123 (Scopus). He is listed as a co-inventor on more than 60
patents and was acknowledged in 2017, by patent attorney Nicola L Maxwell, as one of Australia’s
most influential inventors.

Prof Wallace has a long-standing track record in research training. Since joining UOW, he has
successfully supervised more than 130 PhD students from over 20 different countries who have
go”e on to highly successful careers around the world. He has also mentored over 40 ECR
Fellows.

He currently serves as the co-Director of the Beyond Science program an initiative aimed at
bringing together early career scientists, engineers and clinicians to facilitate the translational
journey.

He serves on the advisory board for research institutes and centres in Australia, Ireland, Spain
and Finland as well as a number of international start up companies.

He was appointed as an Officer of the Order of Australia 26 January 2017 and received
Wollongong's award for Innovation in 2017 as well as serving as Wollongong's Australia Day
Ambassador. Gordon was named NSW Scientist of the Year 2017. He received the Eureka Prize
for Leadership in Science and Innovation in 2016 and was appointed to the Prime Ministers
Knowledge Nation 100 in 2015. Gordon is a Fellow of the Australian Academy of Science,
Australian Academy of Technological Sciences and Engineering (ATSE), Institute of Physics, and
Royal Australian Chemical Institute (RACI). He is a corresponding member of the Academy of
Science in Bologna. He was elected to the Royal Irish Academy in 2023.

He is currently Director IPRI.

NSW Stem Cell Network | www.stemcellnetwork.org.au



https://en.wikipedia.org/wiki/Gordon_Wallace_(professor)
https://www.uow.edu.au/research-and-innovation/our-research/research-institutes-and-facilities/australian-institute-for-innovative-materials/ipri/

w1z
SENSW
I NETWORK

@ o SPEAKER PROFILE

smantcre

DR MATHIAS KROLL

Chief Business Officer
Cynata Therapetics Ltd

ABSTRACT

Technologies enabling future widespread use of regenerative cell therapies

Thousands of preclinical and clinical studies conducted over more than two decades have
highlighted the therapeutic potential of mesenchymal stromal cells (MSCs). In spite of a wealth of
encouraging data, only a small handful of MSCs products have reached the market in different
indications and countries to date, and MSCs globally remain a commercial niche therapy. This
presentation will explore some of the key technologies, whether existing or emerging, which have
the potential of making effective MSC therapies accessible to larger patient populations in major
disease indications.

BIOGRAPHY

Dr Mathias Kroll has over 27 years' experience in biopharmaceutical research and business
development. He joined Cynata Therapeutics Ltd. in April 2024 as Chief Business Officer. Dr. Kroll
has extensive global experience in biopharmaceutical business transactions of all kinds and has
created a large number of partnerships ranging in value up to several billion dollars.

His previous appointments are Chief Commercial Officer, QIMR Berghofer (AUS), Chief Executive
Officer, InProTher ApS (DK, now Hervolution Therapeutics), Global Head of Business
Development, Bavarian Nordic (DK), Sr Director Global Business Development, GlaxoSmithKline
Vaccines (BE), Assoc. Product Director and Global Brand Manager, UCB (BE), Assoc. Director
Business Development, UCB Japan (JP), Research Unit Head, Sanofi (FR), Laboratory Head, Bayer
Healthcare (DE), Vis. Assoc. Consultant, Boston Consulting Group (DE), and Research Associate,
INSERM (FR). Following studies and research work performed at the Universities of Dusseldorf
(DE), Paris (FR), North Carolina at Chapel Hill (USA), and at IMD in Lausanne (CH).

Dr Kroll holds Master’s degrees in Chemistry, Biology, and Business Administration, a diploma in
Molecular Virology, and a PhD in Viral Immunology for work performed at Pasteur Institute (FR).
He is a member of the Australian Institute of Company Directors and served on the Selection
Panel of CUREator, Australia’s national biotech incubator.
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A/PROF DOMINIC WALL

Executive Director
Business Ventures
Cell Therapies Pty Ltd

ABSTRACT
Sustaining industry benchmarked GMP for cell and gene therapy production in
government owned services- an impossible dream?

Operating GMP services to industry benchmarks is not for the faint hearted as the investments
required for GMP level operating expenses are substantial, well before any realistic likelihood of
being compensated for these costs. The field has been impacted by numerous production facilities
restructuring as the operating models have not proven to be sustainable, and indeed some of the
larger pharma-owned facilities have even restructured to offer vacant capacity as 'spare’ CDMO
capacity. The questions around sustainability are even more pressing for academic and
government operators as the support structures and commercial risk appetite are rarely sufficient
to assure these programs of long term viability. Dominic will share his insights on the iterative
models that have been tested to support GMP production of cells and tissues in academic
environments and will discuss which models have been the most effective in securing long term
viability.

BIOGRAPHY

Prof Dominic Wall is Executive Director Business Ventures in Cell Therapies Pty Ltd, leading the
organisation’s existing and emerging business ventures programs, as well as leading the
partnerships, enterprise and commercialisation portfolios. He also oversees the Centres of
Excellence in Cellular Immunotherapy and Theranostics at Peter Mac. Additionally, he governs
Peter Mac’s Pathology services and Nexomics, a commercial unit offering specialised accredited
medical oncology testing for clinical research. Dominic trained at the University of London School
of Pathology at Middlesex & UCH and obtained his PhD from the University of Melbourne. He is
the Chief Scientific Officer of Peter Mac’s commercial spin-out Cell Therapies Pty Ltd, which he
co-founded in 2003. Cell Therapies provides specialised contract manufacturing and testing of
cells for human therapy, predominantly in the field of cellular immunotherapy and gene therapy.
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DR JACK LAMBSHEAD
Senior Associate

Regulatory Affairs

Biointelect

ABSTRACT
Key challenges faced by Advanced Therapy Medicinal Products product developers: an
overview across the value chain

Biointelect work to maximise the impact of Advanced Therapy Medicinal Products (ATMP) product
development by delivering a broader strategic approach.

ATMPs are complex and often personalised products, whose complexity and diversity bring many
challenges to product development. Beyond academic and early-stage research, a complex system of
clinical trials and regulatory and reimbursement challenges must be navigated in order to market a
successful product and grow a successful company. The challenges vary substantially between
different technology types and therapeutic indications. Maximising impact requires a deep
understanding of the nature of ATMPs and the ecosystem in which they are developed and delivered.

This talk will outline some of the challenges that we and our clients have faced in developing ATMPs
and setting their companies up for success.

BIOGRAPHY

Dr. Jack Lambshead has over 15 years of diverse experience across the scientific, biopharma, and
clinical sectors - with a focus on ATMPs.

Jack holds a BBiomedSc (Hons) with a PhD in stem cell manufacturing from Monash University, CSIRO,
and the Australian Regenerative Medicine Institute. His research experience focused on realising the
clinical potential of human pluripotent stem cells: generating novel monoclonal antibodies and
optimising/benchmarking synthetic cell culture surfaces - delivering numerous publications and
presentations at local and international conferences.

Jack transitioned to industry as the first employee at Medialis (UK), a start-up medical affairs
consultancy. There he collaborated with a European advisory board to develop scientific and medical
evidence-based non-promotional materials focused on rare diseases including several manuscripts, a
disease registry, and a disease severity score. Locally, Jack has worked in freelance medical writing,
scientific editing, and streamlining clinical ethics and governance applications at St Vincent’s Hospital.
With CCRM Australia, Jack provided consultancy services for biotechnology companies and project-
managed a successful pitch event.

With Biointelect, Jack drafted AusBiotech’s “The Regenerative Medicine Value Chain” report and led
development of their “National Cell and Gene Manufacturing Blueprint”. Jack has also drafted a
business case for RNA manufacturing and R&D and has worked across the commercialisation of early-
and late-stage technologies for Australian and international research organisations and biotechnology
companies. Therapeutic areas include cell and gene therapies, RNA, oncology, rare diseases,
immunology, and anti-microbial resistance.

Since joining the regulatory team, Jack has supported submission activities to the TGA and Medsafe
including orphan drug and provisional designation applications for a US client, and provided strategic
regulatory advice including on GMP requirements for phase | trials of a CRISPR therapy, data suitability
for future TGA/FDA applications for a US client, and interpretation of FDA/EMA guidances related to
clinical development of an autologous iPSC-derived therapy.

Jack is a member of the Australian Cell and Gene Catalyst’s Expert Manufacturing Working Group, and
RMIT’s Biomedical Science Industry Advisory Committee.
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DR CHIHWEI TENG

Vice President of Corporate Development
CCRM Australia

ABSTRACT

Behind the investor triaging process

Despite groundbreaking scientific innovation, many biotechnology companies struggle to secure
the investment needed to translate early-stage research into viable therapies. Some pundits have
reflected that biotechnology companies face an average probability of success of 15% to 20%
when raising pre-seed and seed capital, which reflects the complexity and undertaking associated
with capital raising. On one hand, biotechnology companies are faced with lengthy development
cycles, rigorous regulatory compliance and clinical failure. On the other hand, investors' decision-
making is an integration of science with a fundable, executable, and de-risked business strategy.
This presentation reviews key factors that investors prioritise, such as scientific validation, market
potential, team expertise, intellectual property, and strategic differentiation, with the hope of
sharing practical guidance to tailor fundraising strategies that meet investor expectations.

BIOGRAPHY

Chih Wei is the Vice President of Corporate Development at CCRM Australia, responsible for the
development and operationalisation of CCRM Australia's 5 Year strategy. In addition to his
administrative role, Chih Wei actively works with biotechnology companies and academics to
translate their innovation.

Chih Wei has completed a doctoral degree, researching how the translation of regenerative
medicine can be improved with open collaborative innovation. His research showed that
interdisciplinary collaboration result in new capabilities that not only improve translation outcomes
but also support the development of competitive business models. Prior to CCRM Australia, Chih
Wei has worked for IBM for seven years where he handled portfolios of Energy and Utilities,
Industrial Manufacturing as well as Healthcare and Life Sciences industries. In addition to his role
at CCRM Australia, Chih Wei was a Research Fellow at the Department of Management at
Monash University where he works with industry on implementing Sustainable Procurement and
research on the growth of SMEs.
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The NSW Stem Cell Network is a professional community with
an interest in all forms of stem cells. Our all inclusive free
membership makes this network unique in consisting of not only
researchers and practitioners, but members of the public,
industry and government bodies. Our aim is to ensure effective
communication between diverse sectors for the advancement of
stem cell research. As a member, you will receive invitations to
upcoming network and external stem cell-related events.

Sign up at www.stemcellnetwork.org.au

CAREERS

To advertise positions related to

the field of stem cells, please email CONTACT
a full description of the job offer to Deb Rooz

stemcellinfo@stemcellnetwork.org.au Manager
stemcellmanager@stemcellnetwork.org.au

(02) 9552 9981

NSW Stem Cell Network

PO Box 821, Maroubra, NSW, 2035



