—);(—NSW

NETWORK

Snapshot of Stem Cell Companies in Australia
2016

Second Edition

[ LY .
- LI T
" o d
: Tt ik LS

Snapshot of Stem Cell Companies in Australia



About the NSW Stem Cell Network

The NSW Stem Cell Network is a professional community w \ I /
an interest in all forms of stem cells. e —

The Network strategy is to work with the scientific, health an
medical research communities, the higher education sector
business to promote growth and innovation to achieve posit
outcomes for the people of NSW. Our work encompasses
science, medicine, ethics, law, business and public awareness of
stem cells.

NETWORK

Objectives of the NSW Stem Cell Network

The Network, since its establishment in 2002, has worked towards:

i Facilitating communication among members to promote the use of stem cells within an ethical
framework;

9 Acting as a source of information on stem cells for the community and as a public advocate for them;
1 Promoting the development of resources to support the use of stem cells within New South Wales;
1 Enhancing the R&D and/or commercialisation potential of stem cells within New South Wales.

Contact us:

www.stemcellnetwork.org.au
E: stemcellmanager@stemcellnetwork.org.au
P: +61 (02) 9552 9981

About this Snapshot

A list of companies was formulated, largely compiled from information that was publicly available] A
guestionnaire was sent out to relevant company representatives, and the information was compiled into fhis
Snapshot. Hence, the information contained within this Snapshot is up to date and relevant as of July 20}6.

A draft was circulated back to the company representatives for approval before its publication and laungh at
International Biofest 2016 (227th October, Melbourne).

The second edition of the Snapshot includes a more comprehensive list of companies and contains detajs of
clinical trials run by cell therapy companies (page 28).

Disclaimer:

The information contained in the Snapshot of Stem Cell Companies in Australia: November 2015 is intended solely for
general information. This publication must not be relied upon as a substitute for medical, investment or othgr
professional advice. You are encouraged to speak with the relevant contacts provided in the Snapshot for furtper
information. This Snapshot should not be read as reflecting the policies of the NSW Stem Cell Network, its Execlfive,
officers or members. Nor does the Snapshot represent an endorsement of the processes, procedures and technoldpies
described therein. The NSW Stem Cell Network does not accept any liability arising in any way from informagon
contained in this publication, including by reason of negligence for errors or omissions in the information. Orffly
companies that have agreed to be published in the Snapshot were included and, any liability resides with them.
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Forward

Great progress has been made since the first attempts to treat diseases using stem cells over the past 50 years, witlj blood
disorders being the lead disease treated. In Australia, there are more than 150 people with acute leukaemia treated
annually with haemopoietic stem cells. In this Century, the use of stem cells for other disorders is being contemplate
and trialled. These includmultiple sclerosis, diabetes, macular degeneration, spinal cord lesions and cancer. Despit
the innovative advances in this field, the full potential of cell therapies is yet to be realized.

j

The NSW Stem Cell Network has nurtured the stem cell community for the past 14 years to grow and advance stem Eell

research and development. The Network has over 500 members around Australia including clinicians, researchers, golicy
developers, members of Government, lawyers, ethicists, students, patients and companies, who are all passionate
advocates working together for the growth of the stem cell industry. With this report, our intention is to elevate stem dell
business in Australia to the next level.

In the snapshot, we profile current stem cell companies, some of whom are licensed by the TGA, and are carrying oyt
ethically approved controlled stem cell clinical trials registered with an appropriate entity. Defaastralian clinical
trials run by stem cell therapy companies can be found in page 28 of this document.

The growing number of stem cell trials registered in Australia and worldwide reflect recent efforts to expand the use
cell therapies to a broader range of conditions. However, maximum research and development potential can only be
achieved with the provision of substantial support from government bodies and the private sector.

Stem cell research and development is particularly flourishing in countries where there is plenty of investment from bpth
Government and the private sector. In the US, Singapore, Israel and Canada, there is a solid business model for
progressing innovative stem cell research. Meanwhile, changes in regenerative medicine regulations in Japan have
attracted great international interest for the Japanese market, especially due to accelerated commercialisation
opportunities.

funding in stem cells and the small pool of specialist stem cell businessman that sit on company boards and mentor
growth in stem cell companies, are just a few of the hurdles.

A number of companies have chosen to seek investment from overseas organisations to assist their growth in Austr
whilst others have secured a foot of their business overseas to create a channel for investment. Some companies ar
desperately seeking partnerships with pharmaceutical companies, with minimal success.

The companies progressing with autologous stem cell products already on the market for patients with sports or oth
injuries have come up against other challenges relating to a relatively unregulated marketplace including scrutiny fro
Government regulatory bodies.

According to a number of industry experts, there is a need for stem cell organisations including companies to come
together under one banner with a united voice. Importantly, the stem cell group needs to have influential advocates vfjho
can lead the charge in stem cells.

When the Hon Jillian Skinner, NSW Minister for Health, opened the 23rd of the NSW Stem Cell Network, she adviseq her
strong support for the translation of stem cell research from the lab to the clinic. Well known businessman, Frank Lo
invested over $5 million into stem cell research. More advocates like this are needed in Australia to drive the businegs of
stem cells.

The Regulations

In pursuing the goal of developing stem cell therapies, there is the need to obtain regulatory approval for both
development of the product, and for conducting clinical trials to test safety and efficacy.

The Therapeutics Goods Administration (TGA) provides guidance and advice concerning all of the above, with the
regulatory framework being that for biologicals. It is advantageous for discussions to be held with relevant officers of jhe
TGA prior to proceeding with clinical trials, to help circumvent problems that might otherwise arise.
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The conducting of clinical trials with stem cells requires approval from a duly constituted Human Research Ethics
Committee. This will require reasonable prinical evidence that they might work in humans, and that the cells are wdl
characterized, and free of microbiological contamination. Good Clinical Practice is needed.

In addition, before the Trial can proceed, acknowledgement by the TGA that the Trial is being conducted (Clinical Tfial
Notification), or a more thorough assessment of it by the TGA (Clinical Trial Exemption), is needed. If the use of thg stem
cells has been approved by the Regulatory Body of another country, especially the Food and Drug Administration cf the
USA, it is probable that the TGA will support its use in a trial in Australia.

Registration of stem cells as a treatment for a medical condition requires them to have been tested in several phasgs,
initially for safety (phase 1), then efficacy in a relatively small study (phase 2), and finally at multiple sites in a large
cohort of people (phase 3). Evidence that the therapy will work usually requires it to be tested against a control grodp,
to determine the placebo effect, which can be quite large. Registration of the product occurs after phase 3 trials.

Sometimes, stem cells will be placed in a device before being used. This might be a scaffold to allow the stem cellgto
FOGGFEOK YR LINRPEATFTSNIGS Y2NB NBFRAft&@Z 2NJ Ly AYYdzy2Aapt !l i
Approval for the use of such devises also comes under the biologics framework.

Unregulated by the TGA as detailed in the Excluded Goods Order is the possibility for a clinician to obtain cells frorg his/
her patient, process them, and-aminister them to that person, e.g., for the treatment of sports injuries. Some
members of the autologous stem cell industry have written a Code of Conduct to encourageriggskilfion, and the
TGA is currently examining what form of regulation would best serve Australia in this contentious area.

drive the development of the stem cell industry in Australia, hopefully providing insight around where Australia is at
right now. Combining this information with the Snapshot of Stem Cell Research in Australia published in 2014 by th
National Stem Cell Foundation of Australia we believe will create a solid landscape of stem cells R &bBuintgur

The NSW Stem Cell Network has committed to compiling this list of stem cell companies as the next step forward tl

Professor Bernie Tuch Dr Daniella Goldberg
NSW Stem Cell Network NSW Stem Cell Network
Director Executive

Dr Goldberg is a Director of the public relations firm Gene Genie Media; Professor Tuch is an endocrinologist and rfon
executive Director of the biotechnology company Living Cell Technologies Ltd.
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Commercialisation Opportunities

While stem cells hold incredible potential and opportunities, it is a field that also presents many challenpes.

Being a bespoke technology customised for each patient, the clinical development program is expensivg and
economies of scale are smaller. Attracting investors has sometimes been difficult due to the wfsks

outweighing the benefits, and the high cost of producing the product. Cost issues are compounded by the

reliance on materials from other industries.

{LISF1LAY3 Fd !'dza. A26S50KQa wS3ASYSNIGADBS aSRAOAY { €
al yI3SNJ hyO2t23éxk | FSYl{2ft23&8% alFAR GKIFIG 06A3 LEKIF N
and that new approaches are required. The path and timeline for funding are challenging, and hiphly
dependant on the offering. There is complexity across all functiananufacturing, consumer market access

(such as how should patients be prioritised and scheduled) and commercialisation model consideratjons.
There are also greater education needs for investors and patients, and companies are learning jvhat
guestions to ask.

Speaking at the same Symposium, Paul Anderson, Managing Director of Orthocell said the challenggs are
2y3A2Ay3 2y | RIAf &F NS S AlAXS yodzKES NISG [ ANEBF 6/t2S8 NA&EA N | 2 dzi

He said companies need to ask the following questions:

Is there a genuine market need?

How internationally transferable is it?
Will it cost more to make than sell?

Can we protect IP?

Do we have the money? Can we raise it?

GLY@Sai2NAR ySSR (G2 dzyRSNEOGFYR @2dzNJ 6dzaAySadaad ¢ KSNE
02 aK2g 6K2Qa R2AYy3 A0 LINPLISNI @ d¢

One recent success story is Australian biotech Mesoblast, the shares of which rose by 22% in April 201¥% after
USbased biotech giant Celgene Corporation invested $58.5 million to buy about 4.7% of Mesoblast an§l get
access to its anttancer drugs. Celgene will also get a¥s® Y 1 K NA IKG 2F FANBA NE
proprietary adult stem cell product candidates for the prevention and treatment of acute graft versus hpst
disease, certain cancers, inflammatory bowel diseases and organ transplant rejection (this was later extghded
for another six months).

In a Market Insight report for the September 2015 edition of Australasian BioTechnology, Rhenu Bhullpr of
CNRal FyR {dzZ f A-Bokific stenN@Ilingaiket wab Kafied!atiUS$7.10 billion in 2014 and}is
projected to increase to US$18.71 billion by 2018 growing at a compound annual growth rate of 27.3% for
the period. This growth is a result of the increasing regulatory support regarding stem cell resedrch,

opportunities include contract research outsourcing and an increase in the patient population
neurological and other chronic conditions in the region. Japan, Singapore and South Korea ar
frontrunners and set to dominate the Asia Pacific stem cell market in the coming years.

6! dzaAdNFfAlF KFa adlrNISR (2 RSOSt2LI ONARUGAOLIE Ay TN &

have been some achievements such as the success of companies like Mesoblast as well as the $153million
Australian Regenerative Medicine Institute (ARMI) at the Monash University Clayton campus. Australia i§ also
starting to gain ground internally with partnerships like the ARMII Biological Laboratory one which will
enable knowledge sharing and hopefully accelerate discoveries in areas such as heart disease, autoinjmune

RA2SHASE FYR YdzaOdzZ 24186801t RA&Z2NRSNE
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G1 26 SOSNE GKSNB FFNB adGgAftt 2yte | KFEYRFdzZ 2F O2f LIy
is the cost and on a more practical level, the supply chain that will enable larger access to such thergpies.
Whilst the Asia Pacific region holds high potential for the commercialisation of regenerative medicine, hgving

to transfer material from Australia to Asia and vice versa is a costly exercise. However, opportunitie§ are
present and results would best be attained through partnerships between Australian researchers jand
companies with those in Asia, for example Japan or Korea, which could be a combination of consulfative
servicesandlaboreda A S LINPRdzOUA2Y FFrOAfAGASAZE oNRGS aal . Kd

The CRC for Cell Therapy Manufacturing, based at University of South Australia, is abpegdcglobal
network established to help facilitate the cesffective manufacture and rapid translation of cell therapieg
into clinical practice.

Dr Tim Oldham, Chief Executive Officer, Cell Therapies Pty Ltd, writing in the September 2015 editfn of
' dzZA ONY £ FAALY . A20SOKy2f23ex adlrdiSRY a! ¢gKz2ftS Sé
thousands of patients are to benefit from these breakthrough therapies. Traditional pharmaceuticalsfare
inert, largely temperature stable and can be manufactured centrally in batches of thousands or millior of
doses to sit on a pharmacy shelf until needed. Cellular therapies are patient specific, living products thgt are
inherently fragile, have very short shdifes unless stored in liquid nitrogen and are highly variable. A clinidal
prescription initiates and jush-time, time critical production process with each batch producing a singje
LINE RdzOG F2NJ 2yS LI GASyGod ¢2RIFIe (KS&asS LINRpOS&aasSa

G!'y I RGFYOSR Y-$ystatmtid dévieldphd afaaind $h€s2 new therapies. Cell Therapies alregdy
collaborates with Invetech Ltd in Melbourne for process automation, the CRC for Cell Therapy Manufactiring
in Adelaide for cost reducing processes and Peter Mac for optimising cell collection by apheresis. Augtralia
has a genuine opportunity to be more than a local manufacturing ¢ubcan also become an advanced
YIEydzZFF OGdzNAYy 3 € SIFIRSNIAY (GKAA FTASE RDE

Australia faces the challenge of needing a regulatory approach that enables Australian companies to b¢ part
of this exciting medical frontier, but also addresses the safety and quality concerns. Structural weaknesges in
NB3dzA FGA2y Ay &42YS 2GKSNJ O2dzy UNASaA KI @S &aSSy
the safety and efficacy have yet to be established . To realise the clinical promise of stem cells, com
must address the challenges of how to reduce risk, how to increaseeffestiveness and eventually how to
deal with explosive demand.

R & D Tax Incentive and other tax reform

The 2011 introduction of the R&D Tax Incentive was a momentous point for Australian innovation. [The
Incentive is actively attracting companies from around the world to bring their R&D to Australia gnd
supporting medical R&D via small innovation companies. -8farinnovation companies, especially
0A20SOKy2t238 O2YLI yASa GNIRAYy3I Ay ft2aaszx | NB JikKS
refundable component. The legislation also benefits large innovative companies by reducing the coft of
conducting eligible R&D activities in Australia, making Australia a more competitive location for condugting
biomedical and pharmaceutical R&D and clinical trials.

Glenn Cross, CEO, AusBiotech

—

AusBiotech Investment offers a series of stadsed, national and international investor events as a platforr
to showcase Australian biotech companies to potential partners and investors. The annual Australia Bptech
Invest and Asia Biotech Invest are the keystone events. More details can be foumwa ausbiotech.org/
investment
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Mesenchymal Lineage Adult Stem Cells (MLCs) comprising Mesenchymal Precurs
Cells (MPCs) and cultiiexpanded Mesenchymal Stem Cells (MSCs)

smesoblast

DI

Mesoblast Limited is a global leader in cellular medicines. The Company has leveraged its proprieta

technology platform, which is based on specialized cells known as mesenchymal lineage adult stem cej]s, to

establish a broad portfolio of latetage product candidates.

Mesoblast Limited is committed to delivering innovative cellular medicittes: £ f 2 3 S yite-& @ 5 €

TO

product candidates target significantly advanced stages of diseases where there are high unmet medicaljneeds.

a S a2 o fportiolio @&mesenchymal lineage adult stem eddirived product candidates each has its o
distinct technical characteristics, target indications, individual reimbursement strategy, sep
commercialization potential, and unique partnering opportunities.

PIPELINE
aSazoflad Kra SadrofAakKSR ¢KIG AG o0StAS@HSa Aa

rate

i0KS

cellular medicines. There are five programs, two of which are partnered, in active Phase 3 clinical stuflies or

Phase NBE I Re&X | yR F2dzNJ LINPINIYa Ay tKFaS Hod | ff
under-served therapeutic areas including cardiac diseases, immediated and inflammatory conditions
oncology and hematology diseases, and spine orthopedic disorders.

LATEST NEWS

Mesoblast licensee in Japan has received Japanese Government regulatory approval for its mesenchyma

27

stem

celkbased product, which is the first allogeneic regenerative medicine product to receive full approval in JTan.
t

Mesoblast believes it iwell positioned to have the first industrially manufactured allogeneic stem cell produ
approved in the Unite®tates.

CEOProfessor Silviu Itescu
Established in Australia in 200
ABN: 68 109 431 87

Status: Public

www.mesoblast.com

CONTACT

Julie Meldrum | Global Head of Corporate Communicati

P: +61 (0)3 9639 6036

E:julie.meldrum@mesoblast.com
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Mesenchymal Stem Cell

cyna °

therapeutics

Cynata Therapeutics Ltd is developing a proprietary therapeutic stem cell platform technology, @ymerdgsKjA O K
arose from the University of Wisconditadison, a world leader in stem cell reseaCfimerug I RRNB 3]4 S &
critical shortcoming in existing methods of production of mesenchymal stem cells (MSCs) for therapeutic §se: the
ability to achieve economic manufacture at commercial scale

Limitations in conventional methods of MSC production include the dependence upon donors, the variability bejween
donors, the relative scarcity of MSCs in adult tissue, and the low proliferative capacity of adult stem cells compfred to
LX dzNA LR GSyd adSy OSttao /eyliar o0StAS@Sa GKFG GK
/[ 2YLI yeua | OGAGAGASE Ay NBfFGAZ2Y G2 GKS [/ @ YSNHzax
to capitalise on the flourishing field of stem cell therapeutics. The Company has been covered in highly favqurable
equity research analyses published by Baillieu Holst, BBY, SeeThru Equity, Rodman & Renshaw and Shaw & Rartners

PIPELINE
There has been extensive interest in the development of MSCs as therapeutic agents, in light of their ability to gecrete

bioactive molecules such as cytokines, chemokines, and growth factors, in addition to their immunosuppressivd and
immunoregulatory properties. There are currently over 300 active clinical trials of MSCs, covering an extremelyjwide
range of therapeutic indications, including haematological, cardiovascular, orthopaedic, gastrointestinal and
autoimmune disorders, among others. Cynata is currently planning a Phase 1 clinical studyvergusfiost
RA&aSIFaS oD@I 50 F2NJ (KS /-00IY Bpprdialdod theftriallhad beer grantedth@ RdzO G /
Medicines and Healthcare products Regulatory Agency (MHRA)iserdpected to commence late in 201B.is
envisaged that this study will serve a clinical proof of concept, and a basis for further development in numerougjother
indications, such as those in which MSCs from other sources have previously been investigated. Cynata is als
investigating the potential of modified MSCs to treat other conditions, including cancer and announced in 2016
partnership with German company Apceth to investigate engineered MSCs in cancer.

LATEST NEWS

Cynata has successfully completed apro®2 y OSLJi aGdzRASE 6AGK AG& / & YSNYJzan
limb ischaemia, asthma and in GvHD , in which efficacy was clearly demonstrated, and further proof of concep

studies in models of idiopathic pulmonary fibrosis are ongoing. The company has also completed technology trgnsfer
andscaledzLd 2 F GKS / @ YSNHzAxn Y y-damplidhiinuaNfagfiufing E0iRy CCPrata is dis® || Dat
conducting additional programs, one in cardiovascular disease with the University of Sydney and another to degelop
modified MSCs to treat cancer, in collaboration with Massachusetts General Hospital/Harvard Medical School. JThe
Company has also announced a developing strategic alliance with FUJIFILM, a major participant in the regenegative
medicine sector.

CEODr Ross Macdonal
Established in Australia in 201
ABN: 98 104 037 372

Status: Private

www.cynata.com
CONTACT

Dr Ross Macdonal

P: +61 (0) 412 119343

E:ross.macdonald@cynata.co

Snapshot of Stem Cell Companies in Australia 10


mailto:ross.macdonald@cynata.com

o @O, re 9 eneus

living regenerative medicine

Regeneus Ltd is an Afisted clinical stage regenerative medicine company developing a portfdlio
of innovative cellular therapies for the human and animal health markets

wS3ISySdzaQ Of AyAOlIf F20dza Aa 2y 2

comprising:

1 allogeneic ofthe-shelf adiposederived mesenchymal stem cells (MSCs) for OA and other inflammagory

conditions Progenzdor humans andCryoShotfor animals)

] allogeneic offthe-shelf bioactive secretions from adipoederived MSCs for inflammatory skin conditiorfs
and wound care (for humans only)

7

1 I dzi2f 232dza OF YyOSNI AYYdzy 2 G KSNY LI GKIFd dzasSa GK§
immune recognitionRGSH4kor humans andvaxfor animals)
MSCs respond to the local disease environment and secrete a diverse variety of bioactive factors including

cytokines and growth factors that are responsible for reducing inflammation, promoting tissue repair and
reducing scarring.

PIPELINE

A0S2F NIKNAGA A ofh!
¢tKS O2YLIyedQa LINRPRdzZOG LIALISEAYS A& dzy RSNLIAYYSR Joeé

LJF

The company is conducting two Phase 1 human trials: the STEP trial using Progenza to treat OA has completed

recruitment and the prespecified review of patient safety data showed no safety concerns. The 12 month ppst
treatment followrup will be completed in Q3 FY17; the cancer vaccine trial (ACTIVATE) has commenced agd

enrolment should be completed in H2 FY17. The company will be conducting clinical studies for its secretigns

technology for topical applications.
LATEST NEWS

Regeneus is well advanced in discussions for licensing its Progenza technology for manufacture, devefppment
and commercialization in Japan. Japan has become an active market for partnering of stem cell technplogies
and therapies following the introduction in 2014 of regulations that provide an accelerated pathway to Pring

new cell therapies to market.
CEOJohn Martin
Established in Sydney, Australia in 20Q7
ABN 13 127 035 35
Status: Public (ASX: RG
Wwww.regeneus.com.au
CONTACT

)

\"Z/

Sandra Mclintosh Investor Relations
P: +61 2 9499 801§
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Biobanking

{..#CellCare

Storing stem cells for the future

/ Stt /I NB Aa ! dzaGNIEAFQa fFNBS&G YR Y2aild SELSNASY
store umbilical cord blood and tissue to provide potential medical treatment options for Australian families

/ Sttt /I NB Aa ! dzaGNIfAFQa fFNBS&AdG yR Y2aid SELSNASY
LYaoSLiiaAzy [AFSolylZ /FyFRIFQa fFNBSad LINAGEFGS J2NR
g2NI RQa (2L mn O2YLI yASa Ay (KS aSOG2N®» ¢23SGKINE

platform to expand its clinical trial initiatives into North America that may potentially include cord blood
investigations in cerebral palsy and typaliabetes.. Cell Care operates according to the highest level of qudity
management systems and is regulated for storage and release by the Therapeutic Goods Administration.
[ Sttt /I NBQa LINRPOS&aasSa | NB aidNHOGddNBR  O02NRAY 3
Practice (cGMP) and the Foundation of Accredited Cellular Therapies standard (FACT/ Netcord). Our facifity is
located in Melbourne. Whilst we collect cord blood from virtually all maternity hospitals in Australia, the mgin
challenge for the business is to drive awareness and uptake of cord blood banking with28flgflall births in
Australia storing privately. We invest in driving market awareness through multiple consumer and health care
professional channels. We manage our own national network of up to 100 cord blood collectors and own ghe
entire value chain from marketing to collections, laboratory processing, storage and release (transport
excluded). We are experiencing strong growth and have high levels of expertise across all areas of the bysiness.

CLINICAL TRIAL NEWS

Our research investment program supports fatamical and clinical local Australian research investigating
methods to improve clinical outcomes for approved and potential new indications for cord blood therapy.
In June 2015 Cell Care received national TV and print news coverage whety@aioBerth girl became the firsal

person worldwide to receive her own cord blood (stored at Cell Care since birth) in a clinical trial investigajing
the safety and efficacy of cord blood to prevent or delay the onset of type 1 diabetes. This study, being rug by
{@RYySe&Qa YARA wSaSINOK LyatAaddziS d GKS / KAt RNHyQa
400-600 high risk type 1 diabetes children with the aim of 20 reinfusions in the next 3 years.

LATEST NEWS

Cell Care in partnership with the Cerebral Palsy Alliance, is funding a second clinical trial investigating the
potential of sibling cord blood to treat children with cerebral palsy. The study, sponsored by the Murdoch
Childrens Research Institute in Melbourne, received governance and ethics approval in August 2016 fromjthe
w2elf [/ KAftRNBYQa |1 2aLAdFt yR A& Od2NNByuafeée aONHSyYyA
/| SNBoNIf tlfae gAGK FdAZte& YIFIGTOKSR airoftAy3a O2NR Jof 2
cerebral palsy, and will add valuable insight to the already growing data investigating the safety and efficagy of
cord blood in this setting, and further explores the possibility that sibling (related) cord blood delivers bett
outcomes than nonrelated donors. The above clinical study is being extended by collaboration between Cqll
Care and The Ritchie Centre, at the Hudson Institute of Medical Research exploring the expansion of
neurotrophic factors from umbilical cord blood cells for the treatment of neurological disorders. This study
received funding from The Science and Industry Endowment Fund (SIEF) in June 2016 for a three year pgriod.

CEOBrent Dennison
Established in Australia in 20

ABN: 35 110 312 53]
Status: Private
www.cellcare.com.au
CONTACT]

Brent Dennison

+61 (03) 8551 020d
brd@cellcare.com.atl
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Biotechnology

Calimmune is accelerating the promise of gene therapy to liberate patients from chronic
and currently incurable diseases. To achieve our ambitious goal, we have built a suite of

technologies to advance the delivery, manufacturing, and overall efficiency of these life

CALIMMUNE

OKIy3Ay3 YSRAOAYS&® /I fAYYdzy SQavibgeheR RSGSE 2 LI

therapies for hematologic diseases.

CEOMr Louis Breton
Established in Australia
as Calimmune Australia Pty Ltd in 2009
ABN: 86 134 900 397
Status: Private

www.calimmune.com

CONTACT

Hailee Jones Administrative Manager
P: +6102) 8382 4921

E: hailee.jones@calimmuneinc.comy
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Biotechnology

Genea

HUMANLY POSSIBLE

Genea Biocells is a neuromuscular disdasased discovery stage company using proprietary human pluripp-
tent stem cell technologies. Genea Biocells also provides contract research services to pharma and supgjies re-
agents to strategic academic collaborators to expand their capabilities and further validate their technologies.

DSySI . A20S8tfta Kra 2yS 2F (GKS ¢g2NI RQa I NHBHSa YA
0KS 62NI RQa TFTANRUG Ol differdniisdion pracess forfundtiandl Skeldtayniuscké sells
Genea Biocells is based in San Diego, California and is part of the Australian Genea group, a public, unligted

company that has been operating world leading IVF clinics since 1985. The company has been supplying com-
mercial stem cell solutions for 10 years, drawing on an almost 30 year research heritage within Genea.

PIPELINE

DSySI . A20StftaQ fSFR LINRINIYa NB 6mM0 avltt Yz
common genetic muscle disorders, and (2) stemdedived satellite cells for cell therapy.

LATEST NEWS

w»
O
o

[ FEAF2NYAFYK! dZAGNI €t Ay RNHzZA RAaAaO0O2OSNER O2YLIl ye PSSy
first human stem celbased cellular model for a muscular dystrophy that is suitable forthighughput
screening and drug development. In research published in Stem Cells Translational Medicine, scientists fom
Genea Biocells analyzed in detail cellular and molecular aspects of facioscapulohumeral muscular dystrgohy
(FSHD) during myogenic development and in myotube cultures by comparing muscle cells generated fron five
FSHEaffected and four normal control stem cell lines. Facioscapulohumeral Dystrophy (FSHD) is an inhdritable
muscle disease affecting approximately 1 in 8,000 people. There is no cure or treatment strategy for patignts
GAUK C{I 5 ¢KS FTAYRAYy3IA KAIKEAIKIG DSySI . A20S|fac
ate human pluripotent stem cells into skeletal muscle cells and demonstrate dispas#ic phenotypes in
muscle derived from both human embryonic and induced pluripotent stem cells affected with FSHD.

N>

CEODr Tomas Stojanovl
Established in Australia in 201
ABN: 68 074 369 038

Status: Private

www.geneabiocells.com
CONTACT]

Dr Uli Schmidt | General Manage
P: +61 (02) 8484 651(

E: uli.schmidt@geneabiocells.cor

-
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Manufacturing and
Medical Devices

ortho-cell

Orthocell Ltd is an Australian regenerative medicine company dedicated to the development and commercialis

ligaments and soft tissue defects
5SSt 2LIYSyd G2 RIGS KlFa F20dzaSR 2y G2 YIFAY LINRJRdzOI
0A2f23A0FE NBO2yaidNHzOGA2Y aOlFFF2f{R W St ANRPuQ® h NJiK?2(
including a licence from the Therapeutic Goods Administration (TGA) to manufacture human tissue in its

OA2f23A01IE NBO2yaldNHzOGABS aolOl FF2t R / St 3 NR-usked; itsNargetOS €
markets are large and growing; its products and procedures are regarded by key opinion leaders as being su
existing therapies

PIPELINE

FYR aOFFF2fRa FT2N¥ (GKS O2NB 2F hNIK20StfQa LALISE
of tissue specific growth factor production, a solid pipeline of scaffold opportunities across a multiple specialitigqs and
applications and continued work on ligament and tendon replacement technologies incorporating both cellulg and
scaffold aspects.

LATEST NEWS

1 The Company partnered in the receipt of an Australian Research Council (ARC) grant of $430,000 toffurther
investigate tendon tissue and develop novel therapies such as the laboratory fabricated tendon project anngunced
by Orthocell in November 2014.

T ¢KS Fyy2dzyOSYSyid 2F (GKS /2YLIyeQa Ayyz20F A0S OFft
validated following the publication of data from a collaborative research project involving centres in Swgden,
Australia and India. The paper was published in the leading scientific publication Journal of Tissue Engineefing and
Regenerative Medicine and provides peer reviewed support for a new approach to regeneration of darpaged
OFNIATIFAS GgAGKAY 22Ayia 6KAOK Aa KEANKdarilagdrpditfroSuctyy G I

1 The Company held its inaugural user group meeting in Sydney. Attendees included 40 leading orthgpaedic
surgeons, sports physicians, radiologists, physiotherapists and pain clinicians from Australia and New Zealdnd. The
YSSGAYy3a ONRdzZAKG G(G23SGKSNJ a42YS 2F 1 dAGNIfAlFQa f $F RA
experiences and clinical outcomes presented further demonstrated that O&IIdM technology is a safe an
effective treatment for degenerate tendons; and

T ¢KS LINBaSyidaliArAz2y o6& hNIK20StftQa O2tflo2NF G2NA 2 A
Infection Society in Estoril Portugal September 2015. The data was generated as a result successful collaporation
with institutes in Sweden, Australia, Denmark, India and UK and has supported the role of growth factojs and
extracellular matrix proteins which were derived by the researchers from bone cells cultivated in a cell factqry, to
be combined with scaffolds, to regenerate serious bone defects .

CEOPaul Anderson
Established in Australia in 200

ABN: 57 118 897 135

Status: Public
www.orthocell.com.au

CONTACT

Paul Anderson

P: +61 411 861 62(;]

paulanderson@orthocell.com.al
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Manufacturing XN
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celltherapies ~

Cell Therapies is leading in cGMP manufacture and distribution of cellular therapies in Asia Pacific. We prgvide th
essential deployment infrastructure for the safe, reliable and scalable delivery of cellular therapies into cnical
trials and for therapeutic use.

Cell Therapies is leading in cGMP manufacture and distribution of cellular therapies in Asia Pacific. We prgvide
the essential deployment infrastructure for the safe, reliable and scalable delivery of cellular therapies intofclini-
cal trials and for therapeutic use in a region of more than 750 million people. Playing a pivotal role in the cgllular
therapy value chain, we are poised to deliver essential capability to, and capture significant value from, a gector
now delivering transformative health outcomes. For over a decade, Cell Therapies has operated TGA regllated
cell processing facilities from our home at Peter MacCallum Cancer Institute and made these facilities avajable
onafeefor-a SNIDAOS ol aira (2 a2YS 2F GKS ¢g2NIRQa fSI RAly3
helped develop products and processes that are compliant with global regulatory and cGMP requirementsjand
have successfully integrated with global manufacturing networks. This capability is in short supply as cellufar ther-
apy products reach maturity.

Cell Therapies is expanding its deployment network with a strategic alliance with PharmaBio in Japan. Wejhave
also added an apheresis site management service line to provide control over this critical starting material

We can now offer a single gateway to Asiztistomers at translational research through commercial launch
scale.

PIPELINE

Cell Therapies has broad experience manufacturing and delivering a wide range of cellular therapy produTs, gen:
erated from a wide range of tissue types, with a wide range of cell processing techniques and in a wide rafgge of
indications. Our expertise is deepest in autologous therapies in the areas of gene therapies)agkfied immu-
notherapies (eg CAR), immunotherapies (eg DC vaccines), regenerative medicine and apheresis.

LATEST NEWS
Recent highlights at Cell Therapies include:

Entering a strategic alliance with PharmaBio of Japan to create a joint business development collaboratiorjunder
a harmonised quality system

Opening our new 10 clean room GMP cell processing facility at the new home of Peter Mac, the VCCC Bylding ir
Melbourne's Parkville precinct. This doubles our capacity in Melbourne and is the template for a new faciliy
PharmaBio is constructing in Japan.
CEOTim Oldham, PhD
Established in Australia in 2003
ABN: 15 100 285 916

Status: Private

www.celltherapies.com.au
CONTACT

Cell Therapies Pty Ltd
P: +61 3 8559 7310

E:admin@celltherapies.com.au
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Medical Devices

medical

avita

transforming lives
Avita Medical develops and distributes regenerative products for the treatment of a broad range of burgs,

g2dzyRax a0FNE FYyR a1Ay RSTSOGad ! gAGEFQA LI GSYG$R |

AYY20F A0S GNBIFGYSYyG az2ftdziazya RSNRAOGSR T
@Al Qa tSFR LINRPRdAzOG:E wS/ Stttz Aa dzaSR Ay GKS GNBI{JYSy
LINE OSRdzNBSad® wS/ Sttt Aa LIIGSYGSRZ /9nYFNJSR F2N 9dzZNPLISZ
United States, ReCell® is an investigational device limited by federal law to investigational use.
l.h!'¢ w9/ 9[[1t=Z woOD9bOwW/9[[t® wObh+!/9[[1Z !' b5 w9{nu
wS/ Sttt A& ! @GAGF aSRAOFf Qa dzyAljdzS LINBLINRASGEFNE GSOKW2f 2
FLILINBEAYLFGSt@& on YAydziSasy wS3ISYySNI GABS 9LIMGKSE AT { ga LIS,
Fdzii2f 232dza adzalISyaArzy O2YLINRaAAYy3d (GKS OStta FyR ¢2dzy KS
has a broad range of applications and can be used to restart healing in unresponsive wounds, to repair burns uging less
donor skin yet with improved functional and aesthetic outcomes, and to restore pigmentation and improve cosmgsis of
damaged skin.

PIPELINE
Product derivatives to meet new clinical indications, including chronic wounds such as Diabetic Foot Ulcers and Venqus Leg
Ulcers

LATEST NEWS
Business

i Awarded a contract with BARDA for up to US$53.9m

i Received CE Mark for ReGenerCell and ReNovwg@eliluct derivatives

i Entered into a research partnership with University of Huddersfield

i Received patent validation in 11 European countries

i International rollout of proposition with distributor appointments in 12 territories, including China

i Strengthened Board and management positions to accelerate commercialisation

i A datadriven commercial execution strategy, with clear milestones, to make the approach mainstream

i Value creation is the main commercial focus of the management team

Clinical

i Publication in the Journal of Craridaxillo-Facial Surgery of results from a series of cases using ReCell® show
clinically significant improvements in aesthetic outcomes

1 First patient treated in investigatenitiated trauma wound trial at Walter Reed National Military Medical Center

i FDAapproval of expanded Compassionate Use Investigational Device Exemption (IDE) program for ReCell® t
continue clinical evaluation on twice as many patients as originally permitted [

i Presentation of three academic papers at the 16th European Burns Association Congress that further demonsfate
wS/ StttQa STFSOUAPSySaa

i Extensive data package that includes more than 60 publications

i Recent RCTs in chronic wounds and repigmentation show significance

i FDA burns trial fully recruited, and on track for PMA pathway submission: approval expected Q3 2017

i Randomized, muHktentre venous

CEOAdam Kelliher
Established in Australia in 1993

ABN:28 058 466 523
Status: Public

www.avitamedical.com
CONTACT

Lorraine Glover| General Manager, Asia Pacifi
P: +61(08) 9474 7738

E.cs.ap@avitamedical.com
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Biotechnology CYTO

Cytomatrix was formed in 2007 to develop a series of technologies licensed in from Cordlife Ltd (a foundatjon
shareholder), Barwon Health and Deakin University. This led, in 2014, to the formation of HeiQ Australia, a Joint
Venture with Swiss chemical company HeiQ AG, to develop a world leading technology for the manufacture df short
nanofibres, and in 2015 to the formation of Nohla Therapeutics Inc;tmkkl company that has licensed in seve
patent families in the field of haematopoietic stem cell expansion from the Fred Hutchinson Cancer Research Centre.
2 KSy O2YO0AYSR 6AGK /&i2YFUNREQE 26y (SOKyz2t23AS

Therapeutics Inc. will rapidly become a world leader in the field of cell therapies

commercialization of short nanofibres in the fields of wound healing, tissue engineering, coagulation, diagnogtic and
many others, leveraging established and highly productive R&D relationships with Deakin and Monash Universifies.

PIPELINE

Cytomatrix is currently reconfiguring its business plan following successful sale of its stem cell assets tp Nohla
Therapeutics Inc. Utilizing existing grant opportunities through the innovative Manufacturing CRC and the Ipdustry
Transformation Research Hub, together with proceeds from the sale, Cytomatrix Ltd will accelerate developfent of
key platform applications of short nanofibres in wound healing, artificial skin, slow release of drugs and modulgtion of
coagulation.

LATEST NEWS

In November 2014 Cytomatrix Ltd entered into a Joint Venture Agreement with Swiss company, HeiQ AG, todevelor
the Cytomatrix short nanofibre technology. Under this Agreement, a joint venture company, HeiQ Australif, was

formed to develop manufacturing capabilities for short nanofibres. HeiQ AG retained a license for applications ¢f these
fibres in the fields of textiles and coatings, with Cytomatrix Ltd retained a license for all biomedical applications.

Ly {SLISYOSNI unmp /&d2YFGNRE ONBIGSR | yS¢é ! { O2Yd ye
and in October 2015 CTI signed an agreement with Fred Hutchinson Cancer Research Center (FHCRC] in Set
Washington, to license seven patent families in the field of haematopoietic stem cell expansion and felated
technologies. FHCRC is a world leader in bone marrow transplantation, and developed the first successful cgrd blooc
stem cell expassion technology (Nature Medicine, 2010, 16(2):832NTI has licensed this technology, together
new patents in the field of chimeric antigen receptors anddeK therapeutics. In November 2015, Cytomatrix
sold its stem cell technologies (a novel expansion agent, Ficolin, and 3D cell culture technologies) to NTI.

CEOBen Bergo

Established in Australia in 2007

ABN: 109 903 73]

Status: Public unlistec

www.cytomatrix.com.au

CONTAC

Mark Kirkland | Chief Scientific Officdr
P: +61 408 395 01

mark.kirkland@cytomatrix.com.a
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