The Economic Times

O

Reliance

Life Sciences

v il

ﬁﬁi ;
(4 S0 L"-@It—'_f_ 415

e

Tare EcoNomic TIMES

&

Publication : The Economic Times (print)

Date : August 27, 2021
Page : 05
Title : Reliance Life Gets Regulatory

Nod for Trials of 2-dose Vax

Reliance Life Gets
Regulatory Nod for
Trials of 2-dose Vax

'Ifeena.Thacker@timesgroup.cdm

New Delhi: The drug regulatory aut-
hority on Thursday approved Relian-
ce Life Sciences, part of India's lar-
gest private sector enterprise-appli-
cation, seekingto conduct clinical tri-
als of its recombinant protein-based
Covid-19 vaccine candidate.

The subject expert committee (SEC)
reviewed its application at a meeting
on Thursday and gave its approval.
Reliance has approached drug regu-
lator seeking phase-1 trial for its pro-
posed two-dose vaccine, people in the
know told ET.

The aim of phase-1clinical trials are

toobtainreliable information on safe-
ty, tolerability, pharmacokinetics
(PK), and mechanism of action of
drugs with the objective of determi-
ning the maximum tolerated dose

MTD). . -

"Phase-1 trials are usually conduc-

ted for 58 days to check the tolerated
dosestrength. Once it's done, the com-
pany can apply for conducting pha-
se-2/3 trials,” added a person.

‘Sofar in India there are six vaccines
which have got emergency use autho-
risation (EMA). Zydus Cadila's vacci-
ne became the sixth to get EUA in In-
dialast week, after Serum Institute of
India's Covishield, Bharat Biotech's
Covaxin, Russia’s Sputnik V, and the
vaccines of US companies Moderna

and Johnson& Johnson.

~ The vaccine by Reliance Life Scien-
ces willbearecombinant proteinvac-
cine, similarto the one which isbeing

developed by Biological E, ,
Anemal mtORﬁliﬂn ance Life Scien-
- cesdidnotel tanyreSponse Mean-

while, vaccination is picking pace in -
the country,

The Union health secretary Ra-
jesh Bhushan on Wednesday chai-
redahigh-level meetingwith all sta-
tes to review progress of Covid-19
vaccination. )

The states were advised to focus on

enhancing second dose coverage as
well as immunization of school tea-
chersandstaff. _
. “We know that these vaccines are
disease modifying vaccines, they
are not disease preventive vaccines
and, therefore, it is important to
continue to use the mask even after
one or two doses. We know that vac-
cines reduce the disease severity,
theyreducethe possibility of hospi-
talisation and also avert death to
the tune to 98-99 %,” DG ICMR Bal-
ram Bhargava said on Thursday.

'Another Shot

~ Sciencesvaxisa | a recombinant
two-dose vaccine | protein vaccine
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