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First COVID vaccine secured emergency approval from MHRA, UK

Editorial:
I am fortunate to write this editorial in a historical moment as the first COVID vaccine got emergency use
approval from MHRA a few days back. This mRNA vaccine has been developed by PFIZER jointly with
BioNTech has completed phase 3 trial recently as they claimed. Two doses are to be administered with a gap
of 2 weeks for developing protection as the company claimed. The companies previously signed an
agreement to supply a total of 40 million doses to the U.K. with delivery in 2020 and 2021. Pfizer India has
become the first company to seek an emergency use authorization from the DCGI for its COVID vaccine in
India after its parent company secured such approval in the UK and Baharain. The company submitted
application before CDSCO for approval to import the vaccine for sale and distribution in India with a waiver of
clinical trials on Indian population as per the special provisions under the New Drugs and Clinical Trials Rules
2019. It is reported that Pfizer COVID vaccine is stable at -70 degree centigrade, which may not be suitable
for India because it needs huge infrastructure for its cold chain transport.
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PFIZER
BIONTECH
ACHIEVE
FIRST
AUTHORIZATION IN THE WORLD FOR A VACCINE
TO COMBAT COVID-19
Wednesday, December 02, 2020 - 02:05am
 U.K. regulator, MHRA, authorizes supply of
COVID-19 mRNA vaccine for emergency
supply under Regulation 174; Companies
are ready to deliver the first doses to the
U.K. immediately
 First authorization for a COVID-19 vaccine
represents a breakthrough scientific
achievement to help combat this
devastating pandemic
 The companies previously signed an
agreement to supply a total of 40 million
doses to the U.K. with delivery in 2020 and
2021
 U.S. FDA and EU EMA decisions on
authorization are expected in December
NEW YORK & MAINZ, Germany--(BUSINESS
WIRE)-- Pfizer Inc. (NYSE: PFE) and BioNTech
SE (Nasdaq: BNTX) announced today that the
Medicines & Healthcare Products Regulatory
Agency (MHRA) in the U.K. has granted a
temporary authorization for emergency use for
their COVID-19 mRNA vaccine (BNT162b2),
against COVID-19. This constitutes the first
Emergency Use Authorization following a
worldwide Phase 3 trial of a vaccine to help fight
the pandemic. Pfizer and BioNTech are
anticipating further regulatory decisions across
the globe in the coming days and weeks and are
ready to deliver vaccine doses following potential
regulatory authorizations or approvals. The
distribution of the vaccine in the U.K. will be
prioritized according to the populations identified
in guidance from the Joint Committee on
Vaccination and Immunisation (JCVI).
Source:
https://www.pfizer.com/news/pressrelease/press-release-detail/pfizer-and-biontechachieve-first-authorization-world
First vaccine doses may be available in a matter
of weeks: PM
Going by expert opinion, India will not have to
wait for a vaccine against Covid-19 for long and
the first shots could be available in a matter of
weeks, Prime Minister Narendra Modi told an all-

party meeting called on Friday to discuss
the pandemic situation.
The PM said the pricing of the vaccine would be
finalised keeping public health interests in mind
and after deliberations with state governments.
He strongly urged political leaders attending the
meeting to dispel rumours about the vaccine and
said unfounded claims would hurt the fight
against the virus. His reference seemed to be the
recent controversy over an adverse event during
a vaccine trial and concerns over “vaccine
hesitancy” in the wider public.
“The rollout of the vaccine will begin as soon as
scientists wave the green flag,” Modi said at the
meeting.
Source: The Economic Times
WHO reclassify cannabis under the UN treaties
Cannabis be removed from the most
restrictive schedule IV – but remain under
schedule
I
Cannabis is currently designated under both
schedule I and IV. Schedule IV indicates any
medical uses are outweighed by abuse
potential – so the removal from IV
acknowledges the medical usefulness of
cannabis and removes the default treaty
recommendation that medical uses be
prohibited



CBD not be subject in international controls
This
recommendation
would
end
international legal confusion around CBD
(CBD is the a non-psychoactive component of
cannabis that has certain medical uses). As
well as deleting the category of ‘extracts and
tinctures’ from Schedule I, the ECDD
recommend that CBD not be subject to
controls under the treaty (if it contains less
than 0.2% THC – the main psychoactive
component in cannabis)
Hopes that cannabis might be moved from
schedule I (alongside heroin and cocaine), into a
lower schedule more appropriate to its risks,
have, however, been dashed, despite the
committee noting (in an annex to the letter) that
they “did not consider that cannabis is associated
with the same level of risk to health of most of the


other drugs that have been placed in Schedule I
“
India tests 2-dose COVID-19 vaccine despite
reduced efficacy
A COVID-19 vaccine under development by
AstraZenaca and the Serum Institute of India will
consist of two full doses despite research that
shows it is less effective than a half and full dose.
The two-dose regime is 63% effective while the
half and full dose has shown to be 90% effective,
according to trials.
For details: Reuters (12/1)
Pfizer's COVID-19 vaccine delivery could start
Dec. 15
An Operation Warp Speed document sent to
governors estimates that initial shipments of
Pfizer and BioNTech's COVID-19 vaccine will be
delivered Dec. 15, to be followed by Moderna's
vaccine Dec. 22, but these distribution dates are
contingent on the FDA's decision to grant
emergency authorization for both vaccines.
According to the document, an estimated 18
million doses of Moderna's vaccine and 22.5
million doses of Pfizer/BioNTech's vaccine will be
manufactured this month.
For details: CNN (12/2)
EU approves Janssen's Guselkumab for psoriatic
arthritis
Janssen's Tremfya, or guselkumab, has gained the
European Commission's approval to be used as a
first-in-class treatment for patients with active
psoriatic arthritis. The drug has been previously
approved to treat moderate to severe plaque
psoriasis.
For detailsa: PharmaTimes online (UK) (11/26)
NICE recommends Isatuximab for relapsed,
refractory MM
The UK's National Institute for Health and Care
Excellence has recommended the use of Sanofi's
Sarclisa, or isatuximab, as a treatment for adults
with relapsed and refractory multiple myeloma.
The intravenous infusion, which is administered in
addition to pomalidomide and dexamethasone,
will be used as a treatment option by the Cancer
Drugs Fund.

For details: PharmaTimes online (UK) (11/26)
India OKs COVID-19 test from CoSara Diagnostics
India's Central Drugs Standard Control
Organisation has given clearance to CoSara
Diagnostics for its Saragene COVID-19 2-gene
multiplex RT-PCR test.
For details: Verdict Medical Devices (UK) (11/26)
WHO issues warning as virus cases climb in EU,
Africa
Officials from the World Health Organization are
urging people in Africa and Europe to remain
vigilant in fighting the coronavirus as cases climb
in both places. Dr. Hans Kluge, WHO regional
director for Europe, this week welcomed news of
multiple positive vaccine trial results, but noted
that equitable distribution of a vaccine around
the world is needed to end the pandemic.
Full Story: BBC (free registration) (11/19),
CSE Provides Details of Honey Adulteration
Investigation to FSSAI
Environment watchdog CSE said it has shared
details of its investigation into the “wellorganised” honey adulterating business with food
regulator FSSAI.
The Centre for Science and Environment recently
came out with an investigation, which claimed
that top brands in the country were selling honey
adulterated with sugar syrup. CSE also added that
any claim by these companies of meeting all
Indian standards “holds limited value” and is
“jugglery” of language.
It may be noted that Dabur had released a
statement yesterday, rejecting the investigation.
Others like Emani and Patanjali have denied the
findings of the investigation as well.
CSE Director General Sunita Narain stated that
the investigations have uncovered how honey
adulteration business, though sophisticated, is
designed to bypass the purity and quality
standards laid down by the Food Safety and
Standards Authority of India (FSSAI).

In a statement released today, the environment
watchdog said it has presented details of the case
to FSSAI officials, including chairperson Rita
Teotia and CEO Arun Singhal. The details of the
investigation including all key findings have been
shared, said Narain.
"CSE also showed how Chinese companies were
openly advertising products to bypass standards
on their website; how it had contacted these
companies; and how it had procured the sample,"
it said.
CSE informed that FSSAI officials asked about the
specific names under which adulterants were
being imported to India. CSE said in its
investigation how Honeygate has a China
connection.
The watchdog said fructose and glucose were
being imported into India — 11,000 tonnes in the
past few years. It added that a bulk of it was from
China.
The CSE went on to say that FSSAI officials
wanted to know about the tests conducted on the
deliberately adulterated syrup samples. These
syrup samples were procured by CSE from China
and a factory in Jaspur in Uttarakhand.
CSE explained to FSSAI that the syrup was called
“all-pass syrup” in India. FSSAI representatives
further inquired why CSE had not asked for SMR
— specific maker for rice — in the spiked samples
that were sent to the National Dairy Development
Board laboratory in Gujarat for testing.
The FSSAI officials said SMR was required for
detecting adulteration by rice syrup and added
that the other tests — isotope ratio tests and
foreign oligosaccharides — were unable to detect
rice syrup adulteration, according to the
statement issued by CSE.

“Our research has clearly established that
samples adulterated even up to 50 per cent can
bypass our testing for C3 and C4 sugar,” Narain
said.
FSSAI official had also asked about the economics
of the syrup and why it would be favoured over
natural honey.
CSE’s Arnab Dutta said, “The Indian and Chinese
syrups offered to us were much cheaper — while
the sample cost was between Rs 53-68 kg, we
were told we could get the sample at much more
competitive rates once we placed bulk orders.”
Furthermore, FSSAI officials also wanted to know
if there was an existing database for Indian honey
for effective screening for Nuclear Magnetic
Resonance Spectroscopy (NMR) tests.
The CSE replied that it had sent the samples for
NMR tests to one of the top food testing
laboratories of the world, based in Germany,
which has the expertise and necessary databases
for NMR screening.
CSE handed over the samples and documents to
FSSAI and asked the food regulator to take up the
matter expeditiously. The watchdog stressed the
urgency of the matter as it invoked health,
especially amid the ongoing pandemic.
“The adulteration business is a double-whammy
for us, as we have increased our honey
consumption to boost immunity and that instead
of honey we are now ingesting sugar. We know
that overweight people are more at risk to
COVID-19 and therefore, it is necessary that this
extremely well-organised honey adulteration
business, which is so bad for us, is immediately
stopped,” Narain said.
Source: India Today

