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The CF "EL Drugs and Qt”'!-
nizes (CD3CO)
on ‘:L,Ildc.\ formally ap-
oroved the COVIBHD vac
cines by Bharat Biotech and
the Serum Instituie of [ndia
(8I5).

This aligws the vaccines —
Covishield by S11 and based
on the Oxford AstraZeneca
vaccing, and Covaxin by
Bharat Biotech - to be of
fered to healthcars workers
znd frontline workess in In-
diz, The Health Ministry had
gaid that 3 crore such per-
sonnel,
highest risk for COVID- 19,
W o‘ﬂd be given the vaccine
for free. It isn't vet known
which vaccine will be made

available to these personnel
Lhougll officials said roll-outs
could begin in less than a
fortnight.

Yet to complete trials
Neither Covishield nor Co-
vaxin has completed the cru-
cizl Phase-3 trial, under
which a vaccine candidate is
administered to volunteers
at multiple locations across
the country. The approval
was based on a recomimen-
dation by 2 Subject Expernt
Committee which deliberat-
ed for two days on granting
approvals to the vaccines.
The minutes of the SEC
meeting aren’t yet available.
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= The efficacy data
of the Phase-3
trials conductad-on
1,600 voluntesars
in 17 Indian cities
hava not been
made public yet
However, a Health Ministry
statement said the vaccine’s
efficacy in Indian volumteers
was “comparable” to that
tested in oversezs trials.
Eoth approvals accorded
are for “restricted use-in
gmergency situation” and in
he case of Bharat Biotech,
the approval wording notes
that it is in *...public fnterest
as an abundant precauiion,
in clinical trizl mode, to have
more options for vaccina
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the Tirm has to inform
drug reculators evﬁ:y
fo —tmg“ﬂ: EbOL.L the
adveise effacts of
t“nn \raccme

oll-out,

Pncse-‘l awd 2 uiel
were conductzd of
200 voluntserst
detarmine the safsty

. znd immunogenicity
© ofthelab

tions, espacizlly in case of i
fection by mutant strains”.
These conditions were NOU
specifiad.

Bharat Biotech, whose
vaccine candidate is being
tested in large Phase 3 trials
in India, has provided safaty
and immuneganicity data.
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This data is proof that the in-
oculation doesn’t harm and
is capable of stimulating an
immevme response in the bo-
dy — out no efficacy data,
thar shows the vaccine
achieves its primarily goal of
protecting against disease.
Doing such a trial would
have, according to the com-
pany’s dmeline, taken some
more months.

The head of the CDSCO,
V.. Somani, read out a pre-
pared statement according
appreval and on the side-
Jines of the briefing told re-
porters that the vaccine was
“110% safe” and that every
adverse event, were they to
happen, would be diligently
followed up.

Sarniran Panda, head of
the Epidemiology and Com-
municable Diseases Divi-
sion, 1ICMR, defended the
ermergency approval grant-
ed to Covaxin on the ground
that the existence Of the
pandemic, the deteciion of
the UK. strain and the vac-
cine’s safety profile meant
that it could approved in
“clinical trial mede”.

«This isp't the standard
approval giver 1o a vaccine.
The scheduled trial (on
26,000) will contintie and

/

India approves two
COVID-19 va

ccines
Ve

every persom who gets the
vaccine will be followed up
and monitored for Tisk a8
well zs benefi. It ¢an aso be
withdravm. This vaccine, as
of now is not for evervbody,
and s being given under res-
tricted use condition,” he
said.

Covadn has been dever
loped based on 2n inactivat
ed SARS-CoV2 stran cul
tured  at  the National
Institate of Virciogy, an
ICME body. Because it was 2
whole virus (and therefore,
more of it would be exposed
to the immune system) the
chances that it would mount
a response against variety
of mutant virus types or
strains were higher.

«] would say scientifically
Covaxin offers much better
antigen presentaticn (and &
consequent immupe Tes-
ponse) thana vaccine deve-
loped as 2 specific part of
the (viral) protein,” P Pan-
da told The Hindu. “So this
is potentially more effective
against mutant strains.”

Historically there was evi-
dence for this from polio
vaccines. An interin analy-
sis of the vaccine’s efficacy
would happen around
March, he added.



