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go-ahead for Covishield

DCGI committee seeks additional data on Covaxin efficacy
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Covishield, the vaccine can-
didate from the Pune-based
Serum Institute of India, was
approved by a subject exp-
ert committee (SEC) of the
Drugs Controller General of
India (DCGI} late on Friday.

Bharat Biotech has been
askedto furnish more data
demonbtrating the efficacy
of its candidate, Covaxin, an
informed source confirmed
to The Hindu. -

The nod for Covishield
came at the end of a marath-
on meeting of the SEC,
which began in the morning
and went on till late in the
evening. The SEC gives its re-
commendation to the DCGI
which is the approving auth-
ority for drugs and vaccines.

“Covishield is likely to be
practically available for use
within the next week,” the
source said. “Similar to that
in the United Kingdom,
we’ve approved the vaccine
to be given in two doses 4-12
weeks apart.”

Covishield, which is simi-
lar to the ‘Oxford vaccine’
developed by the Oxford Un-
iversity vaccine group and
marketed by AstraZeneca,
was approved by the health
regulator in the UK. under
emergency use conditions
on Wednesday. Under this,
the company is allowed to
deploy its vaccines to priori-

Welcome jab

Panel recommends restricted emergency use of Covishield

. ® Covishield is equivalent

*(but not exactly the
same) to the vaccine
candidate developed |
by Oxford University
and AstraZeneca

m The Pune-based
Serum Institute of
India (51} is testing
the vaccine's efficacy
in a double-blinded -

D

m The U.K. had on Dec.

. 30 granted approval
to AstraZeneca for
emergency use of
the vaccine in that
country
w Interim data based
on trials in the UK.
and Brazil suggest
that the vaccine

protected 70% of

placebo controlled oy ¢ the volunteers from

trial in 1,600 volun- e ' showing disease _

teers in India symptoms .
4more found  Govt.planning
with new strain . awareness drive
Four more cases of the As further steps are being
mutant strain of the . cleared for the release of a
COVID-19 virus were : COVID-19 vaccine in India,
detected on Friday, taking  : the Union Ministry of
the total number of those | Health has come up with an
affected by itto 29. Of the  : elaborate communication
four cases, three were i strategy to counter issues
found in Bengaluru, while  : arising out of vaccine

one was detected in
Hyderabad. »paGE 12

i hesitancy, and ‘eagerness’
i among the people. »PaGE 12

ty groups and then the larg-
er public, even though a full
safety assessment hasm’t
been completed.

For Covishield’s apprai-
sal, the source said, the nod
by the UK. regulator and da-
ta from a Phase-2 trial on 100

volunteers in India, antibo-
dy levels generated in the vo-
lunteers in response to the
vaccine, and safety data
from the Phasel studies
were relied on.
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In the UK, the vaccine has
beenrecommendedto be gi-
ver in two doses 4-12 weeks
apart. This, even though the
vaceine’s performance was
evaluated in volunteers who
were giveén doses four weeks
apart and there’s still no
clarity on how long the pro-
tective effect of a single first
dose lasts. The UK. regula-

. tor allowed this after a spike
in cases in recent weeks and
decided to ensure that maxi-
mum people get at least one
dose of a vaccine.

S1I officials have said In-
dia will have a stockpile of
100 mitlion doses as of the
first week of January but
there is no clarity on how
many of these will be availz-
ble for Indians. A longer
dosage interval means that
potentially more Indians
could get at least a single jab
of the vaccine.

Covishield is currently
being tested in 1,600 volun-
leers as part of its Phase-2/3
trial.

However the results from
these trials haven't been pu-
blished or publicised in
scientific journals.
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“The Phase-3 trial is on-
going and we will continy-
ously keep reviewing the da-
ta,” the person added,
“Other than the case from
Chennai of a reported sey-
€Te adverse event from the
vaccine, no other safety
events have been reported.
Welve  also conclusively
ruled out that the said reac-
ton was directly linked to
the vaccine”

The preliminary efficacy

* data from India seermed to

suggest that it was “similar
t0” what was s=en in the
UK. and Brazil which
formed the buik of the data
set that the U.X. relied on to
accord approval. '

Ministry yet to comment
The Health Ministry was yet
1o comment on the approval
accorded but a set of condi-
tons under which the ap-
proval was accordedis likely
tb be spelt out on Saturday.
This is the second time in
three days that the commit-
tee has met to review appli-
cations for €Imergency use
approval by SiI, BB and Pfiz-

er India. L



