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Glorious Moment
COVID-19 vaccination started on 16.01.2021 throughout India

Editorial:

It is satisfying to witness the glorious moment of starting COVID-19 vaccination in India on 16th January 2021. On
the first day 191181 people were vaccinated by 16755 vaccinators from 3352 sites round the country. In this phase
frontline health workers were vaccinated with a very few cases of AEFI (Adverse Event Following Immunization). As
per sources 99 people experienced AEFI round the country out of which 2 were considered as serious. As per the
Union Health Ministry vaccine developed by Oxford-AstraZeneca and manufactured by Serum Institute had been
supplied to all states and Union Territories, the vaccine developed by Bharat Biotech had been administered in
“clinical trial mode” in 12 states. It was stated that every beneficiary will need to receive two doses of the same
vaccine at 28 days apart and interchangeability is not allowed. These two vaccines were approved by CDSCO for
Emergency Use only on 3rd January 2021. These approvals came after the Subject Expert Committee (SEC) of
Central Drugs Standard Control Organization made recommendations in respect of Accelerated Approval of Covid
vaccines developed by M/S. Serum Institute of India (SII) and M/S. Bharat Biotech International Limited. SII has
developed the COVID vaccine with a brand name Covishield with a tie up with Oxford-Astra Zeneca and Bharat
Biotech has developed the COVID vaccine Covaxin with a technical tie up with Indian Council of Medical Research
(ICMR). The vaccine developed by SII in collaboration Oxford-Astra Zeneca has already been approved by several
countries and is in use since last few weeks, but Covaxin has been developed indigenously by M/S. Bharat Biotech
International Limited jointly with Indian Council of Medical Research (ICMR). Both the vaccines are easy to store at
2-8 degrees centigrade for its stability, whereas the vaccine developed by Pfizer BioNTech requires to be stored at 70 degree centigrade which needs huge cold chain infrastructure.
Beneficiaries have taken vaccines with enthusiasm and the same will continue in India.
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Fact Sheet of COVID-19 Vaccine as released by
the Ministry of Health & Family Welfare, Govt.
of India vide letter dtd. 14.01.2021
Precautions and Contraindications for COVID-19
Vaccination
1. Authorised Age Group: Under the EUA,

COVID-19 vaccination is indicated only for
18 years and above.
2. Co-administration of vaccines: If required,
COVID-19 vaccine and other vaccines should
be separated by an interval of at least 14
days.

3. Interchangeability of COVID-19 Vaccines is
not permitted: second dose should also be of
the same COVID-19 Vaccine which was
administered as the first dose.
Contraindication:
1. Persons with history of:
 Anaphylactic or allergic reaction to a
previous dose of COVID-19 vaccine.
 Intermediate or delayed-onset anaphylaxis
or allergic reaction to vaccines or
injectable therapies, pharmaceutical
products, food-items etc.
2. Pregnancy & Lactation:
 Pregnant & Lactating women have not
been part of COVID-19 vaccine clinical
trial so far. Therefore, women who are
pregnant or not sure of their pregnancy;
and lactating women should not receive
COVID-19 vaccine at this time.
Provisional / temporary contraindications: In
these conditions, COVID vaccination is to be
deferred for 4-8 weeks after recovery:
1. Persons having active symptoms of SARSCoV-2 infection.
2. SARS-COV-2 patients who have been given
anti-SARS-CoV-2 monoclonal antibodies or
convalescent plasma.
3. Acutely unwell and hospitalized (with or without
intensive care) patients due to any illness.
Special precautions:
Vaccine should be administered with caution in
persons with history of any bleeding or
coagulation disorder (e.g. clotting factor
deficiency, coagulopathy or platelet disorder).
Following conditions are not contraindicated
for COVID vaccines:






Persons with a pat history of SARS-CoV-2
infection (sero-positivity) and or RT-PCR
positive illness.
History of chronic diseases and
morbidities (cardiac, neurological,
pulmonary, metabolic, renal,
malignancies).
Immuno-deficiency, HIV, patients on
immune-suppression due to any condition
(the response to the COVID-19 vaccines
may be less in these individuals).

Other Important Issues to consider:
 Vaccine specific contraindications may
apply as the new information becomes
availability.

COVID-19 Vaccination on 16th January 2021:
Historical day for India
As many as 1.91 lakh people were inoculated across
the country on day 1 of the world’s largest
immunisation exercise against the coronavirus. Calling
it a success, the Union Health Ministry said “no case of
post-vaccination hospitalisation has been reported so
far”, indicating there was no known incident of severe
adverse reaction.
India will administer shots to three crore frontline
workers in phase one. There are 3,006 session sites
across the country, where 100 beneficiaries each will
be given either of India’s two indigenous
vaccines, Covaxin or Covishield. Every beneficiary
will need to receive two doses of the same vaccine, 28
days apart.
On the break-up of Covishield and Covaxin, the
Ministry data showed that while the first vaccine,
developed by Oxford-AstraZeneca and manufactured
by Pune’s Serum Institute, had been supplied to all
states and Union territories, the indigenously
developed Covaxin was administered in “clinical trial
mode” in 12 states, including the national capital. Each
session site could administer only one of the two
vaccines.
During the vaccination drive, Maharashtra recorded 14
cases of adverse events, however, none of them were
fatal. State officials currently studying them.
Since the pandemic hit India in early 2020, over one
crore and 5.42 lakh people have been infected with the
disease, while close to 1.52 lakh have died. At present,
Kerala and Maharashtra are reporting the highest
number of daily cases.
Source: The Indian Express

Comparative Sheet for different Covid-19 vaccines under Indian Government supply
Indicator
Type of vaccine

COVISHIELD
Recombinant COVID-19 vaccine
based on Viral Vector Technology

COVAXINE
Whole-Viron inactivated Corona
Virus Vaccine

No. of doses in each vial
Shelf life
Expiry date available on vial
Vaccine Vial Monitor (VVM)
Route
Physical Appearance of Vaccine

10
6 months
Yes
Not available
Intramuscular (IM) Injection
Clear to slightly opaque,
colourless to slightly brown
0.5 ml each dose
2-doses
4-weeks apart
Not recommended
Not recommended
Not recommended
+2 degree centigrade to +8
degree centigrade at all levels
2.109 cm3

20
6 months
Yes
Not available
Intramuscular (IM) Injection
Whitish translucent

Not applicable
Not applicable
Yes
“frozen” or “frozen and thawed”
Solution is discoloured or visible
particles are observed
Some mild AEFI may occur like
injection site tenderness, injection
site pain, headache, fatigue,
myalgia, malaise, pyrexia, chills
and arthralgia, nausea.
Paracetamol may be used to
provide symptomatic relief from
post-vaccination adverse
reactions.
Very rare events of demyelinating
disorders have been reported
following vaccination with this
Vaccine without the causal
relationship establishment.

Not applicable
Not applicable
Yes
“frozen” or “frozen and thawed”
Presence of particulate matter or
other coloration.
Some mild AEFIs may occur like
injection site pain, headache,
fatigue, fever, body ache,
abdominal pain, nausea and
vomiting, dizziness-giddiness,
tremor, sweating, cold, cough and
injection site swelling.

Dose
Course
Schedule
Vaccination during Pregnancy
Vaccination <18 years of age
Vaccination to Lactating mother
Storage and transportation
Cold chain storage space in
secondary packaging
Shake test
Open vial policy
Freeze sensitive
Discard the vaccine vial, if found
Discard the vial, if
AEFI

AEFI
Other

Any other instruction

0.5 ml each dose
2-doses
4-weeks apart
Not recommended
Not recommended
Not recommended
+2 degree centigrade to +8
degree centigrade at all levels
1.7187 cm3

Shake well, before use.
Use of Chloroquine and
Corticosteroids may impair
antibody response.

COVID-19 Vaccine Manufacturers Liable To Pay
Damages In Case Of Adverse Reaction
COVID-19 vaccine manufacturers, Serum Institute
of India (SII) and Bharat Biotech, will be liable to
pay damages in case of any adverse reaction after
the usage of their COVID-19 vaccines-- Covaxin
and Covishield respectively, reported News18.
Reportedly, the Centre has taken a call to not
extend indemnity to vaccine developing
companies and according to the purchase
agreement they will be liable to pay damages for
all adversaries as per CDSCO/Drugs and Cosmetics
Act/ DCGI Policy/approval.
This comes after Pfizer had insisted on indemnity
in India, similar to the kind it got in the United
Kingdom (UK). This means the UK government
will give the company legal protection in case of
any adverse outcome and also take responsibility
of treating it.
A highly placed source in the government told
News18 that extending indemnity to the vaccine
manufacturers was "out of question".
Earlier, SII CEO Adar Poonawalla had also said the
government needs to indemnify the vaccine
developing companies against all lawsuits. "We
need to have the government indemnify
manufacturers, especially vaccine manufacturers,
against all lawsuits. In fact, COVAX and other
countries have already started talking about
that," Poonawalla had said in December 2020.
It is because when frivolous claims come up, and
something is blown out of proportion in the
media, skepticism sets in that definitely
something can happen due to the vaccine and to
dispel that, the government needs to step in to
spread the right information, he added.
"..the government can act, the US, for example,
has in fact invoked a law, to say that during a
pandemic, and this is especially important only
during a pandemic, to indemnify vaccine
manufacturers against lawsuits for severe adverse
effects or any other frivolous claims which may
come about, because that adds to the fear and
also will bankrupt vaccine manufacturers or

distract them if they have to just all day fight
lawsuits and explain to the media what is
happening," Poonawalla added.
Meanwhile, India is all set to kick off the muchawaited vaccination drive against COVID-19 on
January 16.
The roll-out of COVID-19 vaccine will provide
priority to the healthcare workers and the
frontline workers who are estimated to be around
3 crore, followed by those above 50 years of age
and the under-50 population groups with comorbidities numbering around 27 crore.
Source: Free Press Journal
Open Market Sale of Vaccines Not Allowed
Under Emergency Use Authorisation: NITI Aayog
Government think tank NITI Aayog informed on
January 13 that emergency use authorisation of
vaccines does not allow its sale in private
markets.
CNBC-TV18 quoted NITI Aayog officials as saying
that the vaccine makers -- Serum Institute of India
and Bharat Biotech - can start selling their corona
virus vaccines in the open market only after they
are granted full market authorisation by
government agencies.
Bharat Biotech is selling its COVID-19 vaccine
Covaxin to the government at a nominal rate of
295 per dose. However, since the Hyderabadbased firm is charging the government for only
38.5 lakh of the total procurement of 55 lakh
doses, the price of Covaxin comes down to only
Rs 206 per dose.
SII on the other hand is selling OxfordAstraZeneca's COVID-19 vaccine Covishield at Rs
200 per dose. It has signed a purchase order for
1.1 crore doses of Covishield with the
government.
However, SII’s Chief Executive Officer Adar
Poonawalla has clarified that he would be selling
each dose of Covishield at Rs 1,000 in open
market once it gets the nod of competent
authorities.
Source: Moneycontrol

