REGENEUS IS SOLIDIFYING OUT-LICENSING PARTNERING AND LOOKING TO COMMENCE A JAPANESE PHASE Il TRIAL
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Mr. John Martin, CEO of the Australian regenerative medicine venture company, Regeneus, agreed to be interviewed % 1 : E
by this newspaper and relayed his plan to locate an out-license partner for the firm’s Knee Osteoarthritis (OA) cellular e YT AE N\ -\
therapy. Progenza is garnering interest from a number of companies on the back of Regeneus ’ Australian Phase I data, - g _\‘_
which showed possible disease modifying properties. AGC Asahi Glass already has exclusive manufacturing rights for X \\\g\\\\T:;\
Progenza in Japan. =T 8\
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Progenza is a cellular therapy which is manufactured using adipose-derived mesenchymal stem cells (MSCs) from
healthy donors, and utilises a proprietary culturing process. The resulting cellular therapy is injected directly into a
patient’s knee. The therapy’s anticipated MoA involves the anti-inflammatory effects of biologically active substances
secreted by the MSCs, and Regeneus hopes to be able to use the therapy to address various inflammatory conditions,
including OA.

The firm recently reported on the results of their Australian Phase | clinical trial of Progenza in OA. The trial, which
consisted of 20 OA patients and included a placebo cohort, was able to meet its primary endpoints in Safety and
Tolerability. Furthermore, the firm was also able to report significant results within their secondary endpoints of
Efficacy, whereby they rated the participant’s pain using VAS and WOMAC scores. Additionally, the firm was also
able to show an increase in total cartilage volume in the low-dose cohort, hinting at possible disease modifying properties
of Progenza.
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Taking the positive results from their Phase I trial, Regeneus is currently planning on conducting Phase 11 trials in Japan. 2 ?r He

AGC Asahi Glass has already licensed-in exclusive manufacturing rights for Progenza in Japan last December, and will AN
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be tasked with preparing GMP grade investigational product (IP) for the Japan trial in addition to part-funding the %f%g%

manufacturing-related costs for getting Progenza GMP ready in Japan. AGC Asahi Glass is looking to gain BIELE
experience/expertise in regenerative medicine contract manufacturing, thereby expanding their current biological CMO r ﬁ fiT : R T
capabilities, through this partnership covering Progenza. g kB LUZRUS I G
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Regeneus is looking to ascertain a further partner in Japan to whom which they will out-license exclusive SEBC2FERATLE PV AE G
I ialisation righ ill look f [ ive the Ph linical trial INEEELoEEHEEg (T 0L
development/commercialisation rights to, and will look for said partner to drive the Phase Il Japanese clinical trial. s RS el  EEE s n
Regeneus also hopes to take advantage of the conditional approval process recently put in place for regenerative medical SLPmOEERY mASTran
gd A . J p g pp p yp p g C "BEHEHBULZEH= AFFEIHHEP
roducts in Japan. 2 Bt B PPy ——
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The firm’s CEO, Mr. John Martin mentioned to this newspaper that “the possibility of disease modification that we’ve SPFREEEBD LG I2E
been able to see from the results of our Australian Phase | trial has piqued the interest of numerous potential partners, HECESEAICA0ENELS
who we are in discussions with.” i% %@?S g?g{ﬂ? L g;ug % L5 ;f{g 0 5
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Besides OA, Regeneus is also looking at neuropathic pain, for which they are currently conducting a pre-clinical study, "AHICHOEEHT RHSHENER

as a possible indication for Progenza. Should the pre-clinical study prove to be successful, the firm will consider
bringing this second indication down the same path that was taken for OA; an Australian Phase I, followed by a
Japan/US Phase I1.
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Note: Original article published in The Chemical Daily newspaper,

Japan (August 01, 2017).

Please click here to see the original version.

www.regeneus.com
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