DCGI nod sought for ZyCoV-D

It will be the world’s first plasmid DNA vaccine for COVID-19, says Zydus Cadila

SPECIAL CORRESPONDENT
MUMBAI

Zydus Cadila said it has ap-
plied to the Drug Controller
General of India (DCGI) seek-
ing Emergency Use Authori-
sation (EUA) for ZyCoV-D, its
plasmid DNA vaccine to
counter COVID-19.

It will be the world’s first
plasmid DNA vaccine for CO-
VID-19, the company said.

The company had con-
ducted clinical trials at over
50 centres in India, it said.
Phase III clinical trials had
been conducted on over
28,000 volunteers. This was
the first time that any CO-
VID-19 vaccine had been
tested in the adolescent pop-
ulation in the age group of 12-
18 years in India.

“Around 1,000 subjects
were enrolled in this age
group and the vaccine was
found to be safe and very
well tolerated. The tolerabili-
ty profile was similar to that
seen in the adult popula-
tion,” said Sharvil Patel, ma-
naging director, Cadila
Healthcare Ltd, at a briefing.

“Our vaccine has attained
primary efficacy of 66.6% for
symptomatic RT-PCR posi-
tive cases in the interim ana-
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Fresh contender: Zydus Cadila said that Phase 3 clinical trials

had been conducted on over 28,000 volunteers. =arp

lysis. No moderate case of
COVID-19 disease was ob-
served post administration
of the third dose, which sug-
gests 100% efficacy for mod-
erate disease.” He said no
severe cases or deaths had
been reported after adminis-
tration of the second dose of
the vaccine.

“ZyCoV-D had already ex-
hibited a robust immuno-
genicity, tolerability and sa-
fety profile in the adaptive
Phase I/II clinical trials car-
ried out earlier. Both the
Phase I/1I and Phase III clini-
cal trials have been moni-
tored by an independent Da-

ta Safety Monitoring Board
(DSMB),” Mr. Patel said.

“The plug and play tech-
nology on which the plasmid
DNA platform is based is
ideally suited for dealing
with COVID-19, as it can easi-
ly be adapted to deal with
mutations in the virus, such
as those already occurring,”
he said.

“This breakthrough
marks a key milestone in
scientific innovation and ad-
vancement in technology. As
the first ever plasmid DNA
vaccine for human use, Zy-
CoV-D has proven its safety
and efficacy profile in our

fight against COVID-19. The
vaccine, when approved,
will help not only adults but
also adolescents in the 12 to
18 years age group,” he said.
The company said it had
also evaluated a two-dose re-
gimen for ZyCoV-D vaccine
using a 3 mg dose per visit,
and the immunogenicity re-
sults had been found to be
equivalent to the current
three-dose regimen.

Needle-free applicator
The vaccine will come with
PharmaJet, a needle-free ap-
plicator that will ensure
painless intradermal vaccine
delivery. This would cost ex-
tra.

fThe company has not re-
vealed the price of the vac-
cine or the applicator.

Mr. Patel said the compa-
ny had made an investment
of T500 crore for this pro-
ject, including the manufac-
turing unit, and it planned to
make 10-12 crore doses an-
nually.

By December, it targeted
to produce 5 lakh doses,
with a run rate of 1 crore dos-
es per month from August.
The gap between first and
second dose is 28 days.
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