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Japan streamlines biotech approvals process

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.

Regeneus chief executive officer
John Martin.

WhenChristopherReevespokeatthe1996
Paralympics,thestaroffourSupermanmovieswas
optimisticaboutstemcelltherapy.

‘‘Hecameonstageinawheelchairandtalked
aboutthegreatbreakthroughsinstemcelltherapy
thatweregoingtohelprepairhisspinalcordsohe
couldwalkagain,’’recallsJohnMartin,thechief
executiveofficerofclinical-stagebiomedical
technologiesdeveloperRegeneus.

Reevediedin2004fromcomplicationsofthe
quadriplegiahehadsustainedinaridingaccident,
withoutseeingthetherapybecomeareality.

Sincethenhowever,stemcelltherapyhasmade
significantadvances.Researchhasshiftedfrom
embryonictoadult-derivedstemcellsknownas
mesenchymalstemcells(MSCs).TheseMSCscan
besourcedfrombonemarrow,placentaltissueand
fat.

Sciencenowhasamuchclearerpictureofthe
normalfunctionoftheseadultMSCsinthebody.
Theoriginalexcitementaboutstemcellscentred
ontheircapacitytodifferentiateintonewtissue
typeswiththepotentialtogrowneworgans.

Butadult-derivedMSCsactbyreducing
inflammation,promotinghealing,andrepairing
andreducingscarring.Theirhealingand
regenerationcapacitiesmeanthatcelltherapies
andotherregenerativemedicinesrepresentanew
paradigminhumanhealth.

MSCshavebeendescribedasboththe
paramedicsandtheemergencyroompractitioners
ofthebody.Thebioactivemoleculesactlikefirst
respondersatanaccident.Firsttheyassessthe
damage,thentheysecretemedicationsintheform
ofcytokines,growthfactorsandexosomes,aswell

assignallingactionstobetakenby
othercells.

Morethan800registered
clinicaltrialsarebeing
conductedworldwideusing
stemcellsandother
regenerativemedicinesfora
widerangeoftherapeutic
areasincludingoncology,
cardiovascular,
musculoskeletal,dermatology
andimmunologyand
inflammation.

Whenthetherapieswerefirst
developed,theyusedcellsfromthe
patient’sownbody,buttrialsindicatethatdonor-
derivedMSCsaresafeandwell-toleratedandwill
leadtoeasy-to-use,off-the-shelftreatments.

Thisnewgenerationofstemcellproductsis
expectedtoappearonthemarketwithinfiveyears.

InApril2013,JapanesePrimeMinisterShinzoAbe
saidinavisionaryspeech:‘‘Iwillleadeffortstocarve
outanewhorizonforthelatestmedical
technologies,includingregenerativemedicine...’’

Abe’sleadershiphasproducedresults–since
early2015,Japanhasbecomethego-tomarketfor
regenerativemedicine,offeringbothafasttrack
productapprovalpathwayandtheleadingmarket
forclinicallicensingandpartnering.

TheJapaneselawsallowforconditionalapproval
withouttheneedforexpensiveandtime-
consumingphase3trials,oncetheregenerative
medicineproducthasbeenshowntobesafe,and
hasshownprobableefficacy.

Thisconditionalapprovalislimitedtofiveto

sevenyears,butcomeswitha
likely70percentgovernment
reimbursement.

TheEUandtheUShavealso
recognisedthepotentialof
regenerativemedicinesand

introducedregulatory
frameworksthatprovideavenues

foracceleratedapproval.
Japanhasanobviousinterestin

regenerativemedicines’potentialtoaddress
manyofthecausesofchronicdiseases,which
particularlyaffectitsageingpopulation.

Japan’sMinistryofTradeandIndustryhas
forecastthattheregenerativemarketwillbeworth
$US12.7billionwithinJapanand$US120billion
globallyin2030,risingto$US25billionand
$US380 billionrespectivelyby2050.

Regeneus’flagshipproduct,Progenza,isan
allogeneicMSCplatform,meaningthatituses
MSCsfromfatinahealthydonorthatareexpanded
toproducemillionsofdoses.

Ithasthepotentialtotreatawiderangeof
inflammatoryconditions,withaninitialfocuson
osteoarthritisoftheknee.

Osteoarthritisisamajorhealthchallengein
Japan,andaccesstoandacceptanceofjoint
replacementsurgeryislimited.

Progenzapassedphase1trialsinAustraliain
May,meetingprimaryendpointsofsafetyand
tolerability.

Progenzaalsoshowedstatisticallysignificant
reductionofpainandpromisingsignsofdisease
modificationthroughtheslowingand,insome
cases,haltingofthedegradationofcartilage.

InDecember,RegeneuspartneredwithAsahi
Glass(AGC),aleadingJapanesemanufacturerof
biopharmaceuticals,inanexclusive
manufacturinglicenceforProgenzainJapan.

Asapartofthecollaboration,RegeneusandAGC
haveformedajointventure,RegeneusJapanInc,to
licenseouttheclinicaldevelopmentandmarketing
rightsforallclinicalindicationsinJapan.

Japan’sindustrybody,theForumforInnovative
RegenerativeMedicine(FIRM)wassetupto
establishlinksbetweenforeignandlocal
businessesintheareaofregenerativemedicine.

In2015,FIRMsignedanMOUwithAustradeto
enhancecollaborationbetweenJapanand
Australia.

Laterthisweek,FIRMwillsignanMOUwith
AusBiotech,Australia’speakbiotechnology
industryassociation,asapartoftheBioJapan
partneringeventtobeheldinYokohamain
conjunctionwiththeRegenerativeMedicineJapan
expo.

OntheAustralianside,regenerativemedicine
willplayakeyroleintheupcomingAusBiotech
conferenceinAdelaidelaterthismonth,withmany
JapaneseFIRMmembersflaggingtheirinterestin
theAustralianindustry.

JohnMartinisoptimisticaboutthepotentialof
suchmeetings.

‘‘Theseeventsprovidekeyopportunitiesto
continuetotalktopotentiallicensingand
marketingpartners.’’
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