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Anew era of stem cell research
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“DCGI's approval will enhance allogeneic “Approval for clinical trials is an
stem cell research™ encouraging development”

—KV Subramaniam, president and CEQ, Reliance Life Sciences, Mumbai

—BN Manohar, president, Stempeutics Research, Bangalore
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Lo embryonic stem cell research. How significant will it prove
1o be for the companies and researchers engaged in stem
cell research?

India becomes ane of the leading countries after the US to

have reached this level (may not be second). The DCGI's
«  clearance of Investigational New Drug (IND) application is
one of i ignifi i towards
4 its goal of bringing safe, effective and affordable stem cell-
“ based drug in India in the near future. Mast of the studies
done by other companies or institutes today are based on
autologous treatment that makes use of stem cells origi-
nated from the patient. The autologous treatment takes about 4-5 weeks to make
the required number of stem cells for each patient and the cost associated with it
is high. While Stempeutics IND uses allogeneic transplant, which makes use of the
stem cells originated from a healthy donor. We use proprietary large scale production
techniques for upscaling mesenchymal stem cells. This reduces the production cost
and makes the drug or therapy affordable. Stempeutics has patented the isolation
and upscaling process. Stempeutics IND is immune privileged and does not require
donor-recipient matching.
We believe that the approval from DCGI will enhance allogeneic adult stem cell research
in India. Many centers will invest maney in initiating research on mesenchymal stem
cells from various parts of the adult organs. Stem cell companies will approach DCGI
for getting approvals for large scale clinical trials.

How soon will the clinical trial start and how will it impact cardiovascular health
segment globally?

The clinical trails on acute myocardial infarction and eritical limb ischemia have already
started and patient recruitment is in progress. It is a multi-centric trial conducted at
four different hospitals in India. The phase-I/ phase-Il trials are expected to be over
by March 2010 and phase-I1l by 1.Based on f clinical
trials we expect to bring out the first stem cell-based drug in the Indian market by
end of 2011 or early 2012.

What significant impact does DCGI's approval for human
clinical trial for stem cell research will provide for Indian
stem cell companies?

For organizations such as Reliance Life Sciences, pur-
suing research in stem cells, consistent with ICMR and
DBT guidelines, the DCGI's approval for human clinical
trials has been a shot in the arm. This will help ensure
that efficacy of stem cell therapies are based on clinical
data generated through trials conducted as per ICH-GCP
quidelines, which will be accepted by the international
community. Reliance Life Sciences is working towards
bringing several cell-based therapies to the market and
abtaining DCGI approval for conducting clinical trials
has been an encouraging development. Reliance Life
Sciences had received approval to conduct clinical trials for stem cell applications
for myocardial i ion, conjunctival defici  neural and

disorders.

Will the DCGI approval paves the way for new technolegies in stem cell therapy?
Regulatory clarity always helps the researcher to take a product to the bedside through
a well-defined route.

What do you think will be the next step of approvals by the DCGI in stem cell re-
search?

The way forward would be the development of a well-defined pathway for stem cell
therapies in India, with a defined timeline. This will in turn lead DCGI to clearly spell
out ions from helping the pment of a regulatory mechanism
to foster stem cell research and development work in the country, be it institutional
or individual initiated.
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