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Regenerative medicine
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Japan streamlines

When Christopher Reeve spokeatthe1996
Paralympics, thestarof four Supermanmovieswas
optimisticaboutstemcelltherapy.

“"Hecameonstageinawheelchairandtalked
aboutthegreatbreakthroughsinstemcelltherapy
thatweregoingtohelprepairhisspinalcordsohe
couldwalkagain," recallsJohn Martin, the chief
executive officer of clinical-stage biomedical
technologiesdeveloper Regeneus.

Reevediedin2004 from complicationsofthe
quadriplegiahehadsustainedinaridingaccident,
withoutseeingthetherapybecomeareality.

Sincethenhowever, stemcelltherapy hasmade
significantadvances. Research hasshifted from
embryonictoadult-derived stemcellsknownas
mesenchymalstem cells (MSCs). These MSCscan
besourced frombone marrow, placental tissueand
fat.

Sciencenow hasamuchclearerpictureofthe
normalfunctionoftheseadult MSCsinthe body.
Theoriginalexcitementaboutstemcellscentred
ontheircapacity todifferentiateinto newtissue
typeswith the potential togrow neworgans.

Butadult-derived MSCsactbyreducing
inflammation, promoting healing,and repairing
andreducingscarring. Their healingand
regeneration capacitiesmeanthatcelltherapies
andotherregenerativemedicinesrepresentanew
paradigminhumanhealth.

MSCshavebeendescribedasboththe
paramedicsand theemergencyroom practitioners
ofthebody. The bioactive moleculesact likefirst
respondersatanaccident.Firsttheyassessthe
damage, thentheysecrete medicationsintheform
of cytokines, growth factorsand exosomes, aswell

assignallingactionstobetaken by
othercells.
Morethan800registered
clinicaltrialsarebeing
conducted worldwide using
stemcellsandother
regenerativemedicinesfora
widerangeoftherapeutic
areasincludingoncology,
cardiovascular,
musculoskeletal,dermatology
andimmunologyand
inflammation.
Whenthetherapieswerefirst
developed, they used cellsfromthe
patient'sownbody, buttrialsindicate thatdonor-
derived MSCsaresafeand well-tolerated and will
lead toeasy-to-use, off-the-shelftreatments.
Thisnewgenerationof stemcell productsis
expected toappearonthe marketwithinfiveyears.
InApril 2013, Japanese Prime Minister Shinzo Abe
saidinavisionaryspeech:“lwilllead effortstocarve
outanew horizonforthelatest medical
technologies, including regenerative medicine...”
Abe’sleadership has produced results—since
early2015, Japanhas becomethego-tomarket for
regenerative medicine, offeringbothafasttrack
productapproval pathwayand theleadingmarket
forclinicallicensingand partnering.
TheJapaneselawsallow for conditionalapproval
withoutthe needforexpensiveandtime-
consuming phase 3trials,oncetheregenerative
medicine producthasbeenshowntobesafe,and
hasshown probableefficacy.
Thisconditionalapprovalislimited tofiveto

Regeneus chief executive officer
John Martin.

sevenyears, butcomeswitha
likely70 percentgovernment
reimbursement.
TheEUandtheUShavealso
recognised the potential of
regenerative medicinesand
introduced regulatory
frameworksthat provideavenues
foracceleratedapproval.
Japanhasanobviousinterestin
regenerative medicines’ potentialtoaddress
many of the causes of chronicdiseases, which
particularly affectitsageing population.
Japan’'sMinistryof TradeandIndustry has
forecastthat theregenerative marketwillbeworth
SUS12.7billionwithinJapanand $US120billion
globallyin2030, rising to SUS25 billionand
SUS380 billionrespectively by 2050.
Regeneus'flagship product, Progenza,isan
allogeneic MSCplatform, meaning thatituses
MSCsfromfatinahealthydonorthatareexpanded
toproduce millionsof doses.
Ithasthepotentialtotreatawiderangeof
inflammatory conditions, withaninitial focuson
osteoarthritisof theknee.
Osteoarthritisisamajorhealthchallengein
Japan,andaccesstoandacceptanceofjoint
replacementsurgeryislimited.
Progenzapassed phaseltrialsin Australiain
May, meeting primaryendpointsof safetyand
tolerability.

The Regeneus delegation
meets with representatives of
Japan's Forum for Innovative
Medicine. At table (from left):
Trade Minister Steve Ciobo,
ambassador to Japan Richard
Court, Regeneus chief
executive officer John Martin.

iotech approvals process

Progenzaalsoshowedstatistically significant
reductionof painand promisingsigns of disease
maodificationthrough theslowingand,insome
cases, halting of thedegradation of cartilage.

InDecember, Regeneus partnered with Asahi
Glass(AGC),aleadingJapanese manufacturerof
biopharmaceuticals,inanexclusive
manufacturinglicenceforProgenzainjapan.

Asapartofthecollaboration, Regeneusand AGC
haveformedajointventure, Regeneusjapaninc, to
licenseouttheclinicaldevelopmentand marketing
rightsforallclinicalindicationsinjapan.

Japan'sindustry body, the ForumforInnovative
Regenerative Medicine (FIRM)wassetupto
establishlinks between foreignandlocal
businessesintheareaofregenerative medicine.

In2015, FIRM signedanMOU with Austradeto
enhancecollaborationbetween)apanand
Australia.

Laterthisweek, FIRMwillsignanMOU with
AusBiotech, Australia’s peak biotechnology
industryassociation,asapartoftheBioJapan
partneringeventtobeheldinYokohamain
conjunctionwiththeRegenerative MedicineJapan
expo.

OntheAustralianside, regenerative medicine
will playakeyroleinthe upcoming AusBiotech
conferencein Adelaidelater this month, with many
Japanese FIRM membersflaggingtheirinterestin
theAustralianindustry.

JohnMartinisoptimisticabout the potential of
suchmeetings.

"Theseevents provide key opportunitiesto
continuetotalktopotentiallicensingand
marketingpartners.”
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