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First pivotal patient dosed

Formative event

Pharma & biotech

ReNeuron has announced the long-awaited dosing of the first patient in its
placebo-controlled US Phase IIb (PISCES III) study in patients six to 12
months after ischemic stroke. The news has been well-received as it is rare
for a small UK biotech to start dosing US patients with a novel stem cellderived product.
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ReNeuron has announced the dosing of the first patient in its US placebo-controlled
Phase IIb (PISCES III) study. The study (NCT03629275) of its CTX stem cell
therapy candidate will treat chronic stroke disability patients who are stable for six
to 12 months after their ischemic stroke event. While the announcement at
ReNeuron’s recent interims that the initial clinical sites for the PISCES III study –
the first of two pivotal studies required for approval – had been opened, this
subsequent announcement should be welcome confirmation that the study is
underway. For a small UK biotech company to dose its first patient in a US placebocontrolled Phase II clinical study is momentous enough, but for a product that is a
novel stem cell-derived therapy to satisfy all the requirements of the FDA and local
ethical panels, the achievement is even more impressive. Guidance on the results
of PISCES III in early 2020 is unchanged.
PISCES III involves 110 patients, randomised 1:1 to either 20 million CTX0E03
cells or placebo at 40 clinical trial sites across the US. Further information on the
study can be found at www.pisces3.org and this latest news continues ReNeuron’s
run of positive newsflow in 2019, with the earlier announcement of a research
collaboration on its exosome platform with a US-based biopharmaceutical
company.

Business description
ReNeuron is a UK biotech company developing
allogeneic cell therapies. The first pivotal Phase IIb
trial for CTX neural stem cells for chronic stroke
disability is underway. Human retinal progenitor
cells (hRPCs) are also being studied for RP (in
Phase I/IIa).
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