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IN THE SUPREME COLURT OF INDIA
CIVIL ORIGINAL JURISDICTION
WRIT PETITION (CIVIL) No 1220 OF 2021
{(Under Article 32 of the Constitution of India)

IN THE MATTER OF:

Rachana Gangu & Anr, ... Petitioners
Versus
Union of India & Ors, ... Respondents

Rejoinder on behalf of the Petitioner
1, Venugopalan Govindan, S/o Shii. Govindan Gopalan, aged
about 52 years, R/o "Karunyam’, No. 5, EB Colony, Vadavalli,
Coimbatore, Tamil Nadu- 641041, do hereby solemnly affirm and
state on behalf of me and on behalf of the other applicant as under:
1.  The Petitioners arc fling the present rejoinder in response
to the Counter Afhdavit filed by Respondent No.l in the
above captioned Writ Petition No, 1220 of 2021

Al the outsel, the Petitioners appreciate the condolences

b3

Irom the Union of India. However, the irresponsible
statements presented by Respondents in their counter
affidavit are appalling to the Petitioners. The Pelitioners

further craves leave of this Hon'ble Court to file such

other/additional rejoinden{s) as may be necessitated in order
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3, That the present rejoinder affidavit is sub-divided in to
following parts:
Sr. Chapter Particulars Page
No. No. Na.
1. |A Informed consent not taken
- |B Serious Side effects and Death due to
Covid-19 vaccines
3 e Conflict of Interest of authoritics who
approve vaccines and 1o AEFI
commitlee
4. |D Petitioners children aged 18 and 20
died due w vaccinalion of Covid-19
5 |E Gol says vaccine [ 10% safe
Blatantly lied to the people of India
6. |F Gol says vaccines limit spread of
infection
¥ B Failure to heed early warning signals
from within India
8 |H Gol forced citizens to take covid-19

vaceinations

The AEFT system implementation by
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GOl is below international standards
and standards set by Indian authorities

incloding the Honble Supreme Court

10.

Lack of AEFT investigation in serious
adverse event cases due to

vaccination

11.

Systemic under-reporting of adverse
events by AEF]
Non-transparency. lack of lollow-up,

lack of planning

12.

Entitics  facing  parliamentary
investipation in criminal negligence,

involved in AEF] management

13. Failure of GOI to address grievances
of parents who have lost their
children to covid-19 vaccine adverse
events

14 Mathematical model cited by GO i3

legally inadmissible and also fatally

flawed

Serious lapses in regulatory process




S

Chapter A: Informed Consent Not Taken

Guidelines made information to patients about adverse

events mandatory

4. The Covid 19 Vaccines Operation Guidelines at page no.
107, annexed in the AlTidavit by Union of India at page 227,
mentions the following relevant para;

“All beneficiarics must be counselled about
adverse events which may occur afier
COVID-19 vaccine

4,1, Further, in the affidavit dated 13.01.2022 in Evara

Foundation Vs, Union of India Writ Petition (Civil) No.

580 of 2021 filed by Dr. Veena Dhawan, it is submitied as

under;

“19, Counselling before vaccination: It 18
humbly submitted that Government of India
has formulated Operational Guidelines for
COVID-19  vaccination. As per  these
Guidelines, all beneficiaries are to be
informed about adverse events which may

accur after COVID-19 vaccine.”

\,\r..

N
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4.3.

6

A True Copy of the Affidavit is annexed herewith and
marked s Annexure P-1, pg no. 167-188
NTAGI meeting dated 10.12.2020, while endorsing the
STSC recommendations for the vaccination rollowt clearly
spelt out that informed consent component was part of ELA
authorisation.
“The NTAGI endorsed suggestive framewaork
on advanced purchase agreement af COVIL-
[ vaceines with following poinis:
A repart on! (i) emergency use authorization of
COVID-I9  vaccines, including  informed
consent component”’
A True Copy of the Minutes of Meetings of NTAGI dated
10,12.20 is annexed herewith and marked as Annexure P-
2, pg no. 189- 209
V. G. Somani, DCGI, Central Licensing Authority gave
permission 1o Serum Institute of India to produce their
Covid-19 vaccine ChAdOx nCoV-19 (Covishield) with the
following conditions:
"7, The vaccine showld be supplied along with the
Sfacisheet  jor  recipients  and  prescribing

information/Package Insert (Pl)
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& The firm should provide the updated Package
Fnsert, Summary of Product Characteristics (SmPC)
& Factsheer for ChddOx! nCov-19 Corona Virus
(Recombinant) incorporating the changes as per the
Subject Expert Commitiee (SEC) recommendaiions
dated (1012001
9 The firm showld ensure that factsheet for the
vaccine recipientfiis attendant is provided prior to
the administration of the vaccine "
A True Copy of the Permission to Manufacture
Phammaceuatical Formulation of New Dugs For Sale and For
Distribution by DUGI dated 03.01.21, 15 annexed herewith
and marked as Annexure P-3, pg no. 210-211
4.4, None of the above procedures were lollowed while

vaccinating the petitioner’s danghters.

V01 so bold as to say since vaccine is “voluntary™, No

information about adverse events will be given

4.5. Respondent in para 43 of the Affidovit by Lol on
23.11.2022_ has made the following statement:

“It is most respectiully submitted that the

concept of informed consent is inapplicable ie

A\




4.6.

4.7

8

the volumiary wse of a drug such as a

vaccine...”

Mot a single person was informed about serious and

fatal adverse events

Para 4.0 to 4.3 of this rejoinder affidavit proves that the
Yacecinating Officer was duty bound to convey messages
and take written informed consent regarding
management of AEFI's and inform the vaccine beneficiary
about the possible adverse events of the vaccines.
Specifically, the information about serious adverse events,
including death causing ones, was not available in the FA()s
at the time of the vaccination of the Petitioners daughters.
The Petitioners were also never given any information about
serious adverse events of Covid vaccine from the
vaccinator,
Respondents makes the following submissions in the
AfMidavit:

“20. It ix pertinent to note that the Operational

Guidelines, which are circulated and

explained to all stakeholders in State / UTs,

clearly  recommend  that  all  vaccine

e

e
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beneficiaries should be informed aboul the
benefits as well as likely side-effects associated
with the parficular vaccine they choose o
fake ..

. Moreover, posters with information on
COVID-I9 vaceination, the risks of Covid-19
infection and benefity of vaccination along
with rare complications / coniraindications
associgted with vaccines have also  been
developed in English & Hindi .,

. Awareness has also been created through

mcsy media and social media platforms.

4.8. The above statements are false and misleading, as can be
clearly scen from the tacts presented below, In para 43 of

the affidavit, the Respondent mentions the following:

“.As detailed earlier, all relevani
information on Covid-1% vaccination iy mace
freely available tn Public domain by both the

vaceine manujacturer and MoHFW.™
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49. On the contrary, In all the communication and frequently
asked questions (FA(Q)) issued by the Central & State
Governments even after May 2021, there is a specific call
to all public to get vaccinated, without any mention of
potential death causing side effects.

4.10. Inthe old FAQs, created on 4th January 2021, there was
no mention of death causing side effects, as can be seen in
the reproduction of question *"'What about the possible side-

effects from COVID-19 vaccine?”, which reads thus;

“COVID Vaccine will be introduced only when
the safety is proven. As (s frue jor other
vaceines, the common side effects in some
individuals could be mild fever, pain, efc. af the
site of injection. States have been asked i start
mctking arrangements to deal with any Covid-
19 vaceine-related side-effects ay one of the
measures towards safe vaceine delivery amaong

masses, "

True copy of document titled “Frequently Asked Questions
on COVID- 19 Vaccine™ published by MoHFW on 04.01.21

! is annexed herewith and marked as Annexure P-4, pg.no 212-219

>
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That in para 34 of the Affidavil, the Respondent mentions

the following:
“It is alse respectfully submitted thai the
information abowt TTS as an AFFI has been
included in the package insert / summary of
product characieristics of Covishield which is
available inside the packaging of the vaccine
as well as on the website of the vaccine
manfacturer

The Respondent is misleading the Hon ble Court as it fails
to mention that the Package Insert available at the time of
vaccination of the daughters of Petitioners | and 2 does not
mention any information aboul TTS. The daughter of
Petitioner | was vaccinated on 29.05.21 and died on
19.06,21, The daughter of Petitioner 2 was vaccinated on
08.06.21 and died on 10.07.21. The Product Insert was only
updated on 25.10.21 to include TTS as a “Very Rare” nisk
of the Covishield Vaccine. Despite knowing T'T8 as an
Adverse Event of Covishield vaccine since 17.05.2021, as
mentioned in the Aflidavit, the Government failed to
demand the vaccine manufacturers to update their Product
Inserts,

Please find a True copy of the Product Insert created on

03,01.2021 annexed herewith and marked as Annexure P-5, (220 -221)

Please find a True copy of the Product Insert created on

25.10.2021 annexed herewith and marked as Annexure P-&. (222-223)

i

b\

\



12

4.12. In the affidavit of the respondents it is mentioned in para 34
that an advisory was issued by Press Information Bureau on
17.5.21 w inform the public about TTS (Thrombosis with
Thrombocytopenia  Syndrome) as a potential AEFI.
However, the FAQs issued by MoHFW were not updated
ull 31.8.2021. Moreover, none of the 2 updated versions of
the FAQs dated 31.8.21 and 26.9.22 mention unequivoeally
that TTS can cause death, as can be seen in the case of the
daughter of Petitioner 1.

True copy of the document titled “FAQs on COVID-19
Vaccines and Vaccination Program™ published by MoHFW
on 31.08.21 is annexed herewith and marked as Annexure
P-7, pg. no 224- 241

True copy of the document titled “FAQs on COVID-19
Vauceines and Vaccination Program™ published by MoHFW

on 26.09 .22 is annexed herewith and marked as Annexure

P-8, pg. no 242-258

4.13. Moreover, the product insert of the vaccine is not

accessible to the ordinary citizen as the vaccine is supplied

by the Government and only the doctor or nurse sees the

7 2 HIJTART lr. vaccine insert accompanying the vaccine. The Govermnment
m'mcm: 'af'll panying '

NP

i
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deliberately did not publicise this adverse effect of TTS and
they downplayed the importance of AEFIs — by sugpgesting
only mild side-cffects occur. As a result, ordinary citizens
will never know what to look for to detect potential effects
of TTS following vaccination. This is a specific instance of
lack of full information disclosure, resulting in the death of

the Petitioners’ daughters.

4.14. The caller tune set by the Central Government is another
instance of the lack of full information disclosure. The
English Translation of the caller tune is as under:

“Hello, the New Year has brought a new ray of
hape in the form of covid-19 vaccine, the
vaccine made in [ndia is safe and effective and
gives wy immunity against Covid, se trust the

Indian vaccine, take the vaccine when your

turn comes, And don't believe the rumors and
yes, remember medicine as well as striciness
along with the vaccine, keep in mind that
always wear a mask and keep a distance of two
yargds from others and wash your hands well

again and again, For more defails visit

N
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httpe Awww mohifwe gov. ind or call the national

helplineg 1078

4.15. The failure of the Government of India to disseminate the
side-effect information on Covid-19 vaccines widely in the
public domain is in violation Delhi High Court order in case
of Master Haridaan Kumar Vs. Union of India 2019

SCC OmLine Del 11929 which categorically states that the

authorities have to place adverlisements in  major
newspapers all across the country so thal necessary
mlormation 15 available to parents in the public domaimn as a
result they can take an informed decision. 1t has ruled as
under;
“14, The contention that indication of the side effects
and contraindications in the adverfisement would
discourage parenls or guardians from conseniing o
the MR campaign and, therefore, the same should be
aveided, is unmerited. The entive object of issuing
advertisements i fo  enswre  that  necessary
information is available 1o all parenis/guardians in
order thai they can take an informed decision, The
respondents arve not only required fo indicate the

benefits of the MR vaceine but also indicate the side
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gffects  or  contraindications  so  that  the
parents/guardians can lake an injormed decision
whether the vaccine is to be administered to their
wards/children

(1) Directorate _of Family  Welfare sholl _issue
quarter page advisementy in various newspapers os
indicated by the respondents, namely... The

ailvertisement shall also clearly indicate the side

effects and contraindications as may be finalised by

the Depariment of Preventive Medicine, All India

Tnstitwie of Medical Sciences.”

According to an RTI reply received by Shri Vikrant
Kadwadkar, dated |2th October 2022, it was disclosed by
the MoHFW that the Gol has released 8473,73 ¢rores to the
States/UTs for fight against COVID-19 including for the
IEC/BCC activities under the *India COVID-19 emergency
response and Health System Preparedness Package-[',
However, even with this money, relevant information about
potential death-causing adverse events has nol been
provided to the public. This is an act of serious omission on

part of Gol, misleading the public that the Cowvid-19
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vaccines are completely safe, while suppressing

information about the serious side-effects including death.

It is important 10 note that the Government of India is in
contempt of the Hon'ble Supreme Court Judgement as it has
failed to provide the public with details of adverse events
reports. As per Hon'ble Supreme Court Judgement dated

02.05.2022, in Jacob Pulivel v. Union of India, 2022 SCC

OnLine SC 533, it has directed Union of India to publish
all adverse events without reservations. Gol also failed to
advertise the online AEF] Reporting system. The relevant

para of the judgement as under:

“93...fvifli) Recognising the imperative need for
collection of requisite data of adverse events and
wider participation in terms of reporting, the Union
of India is directed to fucilitate reporting of suspected
adverse events by individuals and private doetors on
an aecessible vietual platform. These reports shall be
madle publicly accessible, without compromising on
protecting  the confidentiality of the persons
reporting, with afl necessary steps te  creaie

awareness of the existence of such a platform and of
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the information regquired to navigate the platforin to

be undertaken by the Union of India ai the earliest.”

Many countries like Japan have warned its citizens of
death causing side cffects. The Japan government made
companies of Covid “vaccines™ to warn of dangerous and
potentially deadly side effects such as myocarditis. In
addition, the country is reaffirming its commitment to
adverse event reporting requirements to ensure all possible
side effects are documenied.

Link: hitps:/rairfoundation.com/alert-japan-places-

myocarditis-Wirming-on-vaccines-reguines-

informed-consent/

None of the advisories or communications of the MoHFW
to the States/UT"s instruct Health workers / Doctors / DIO's
cte requires to show the package inserts 1o the vaccine
recipients and the MoHFW has not submitted any matérial
on record te prove that vaceine recipients were informed to
check the package insert before administering the vaccines
ta them.,

The photos of the two largest Government hospitals namely
KEM and J] hospital, located in Mumbai, have been

attached. The photos clearly demonstrate that information
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regarding severe and senjous AEFD's like TTS, Myocarditis
have not been mentioned anvwhere. The faet that Covid
vaccines are having death causing side effects have not
been displayed in any of the posters all thronghout the
hospitals where Covid vaccination have been carried
out. It 15 pertinent to note that these photos were taken after
the Affidavit of Union of India MoHFW dated 23
November 2022 and still death causing side effects were not
being advertised nor any kind of counselling of vaccine
recipients is being done even for contraindications putting
lives of citizens in danger. The posters provided by Union
of India MoHFW are nowhere to be found in both the
Hospitals. The posters are thus an attempt by Uol to mislead
the Hon ble court.

True copy of the Photographs are annexed herewith and

marked as Annexure P-9, pg no. 259- 2606

. The Respondent in their Affidavit in Para 29, states as

under:

“..... Moreover, posters with information on Covid-
I9 vaccination, the risks of COVID-1¥ infection and
benefity  of vaccination along  with  rare

complications’ contraindications associated with the
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vaccines have also been developed in English and
Hindi. It has been advised to the States/ Ul's that
these posters and other awareness materials should
be prominently displayed in all vacecination cenires
across the country Awarencss has also been created

throueh mass media and social media platforms

The posters attached in the affidavil are not to be found
either online on the websites of the Government of India,
Social Media handles of MoHFW and neither with any
vaccination center or any place where vaccination is

being carried out by the State or Central government.

We draw attention of the Hon"ble Court to the fact that Lol
has provided no account or proof that advertisements of
such posters were made either in oral/electronic media via
videos, writlen in print/newspapers, digital media, social
media and especially in the vaccine centres where Covid
vaceines were actually administered to the people. Further,
the posters never mention even one adverse event of Covid
vaceines apart from mentioning that chances of death are

rAre.
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4.23. Below are examples where the governmenl, while

disseminating message aboul vaccination, failed 1o warn

about the process for AEFL, We argue that government’s

efforts to raise awareness about AEFI were not

proportionate to the efforts & messaging around

vaccination,

ii.

In the below tweet, MoFHW while suggesting the
vaccine is safe does not make a mention that the
vaccine 15 restricted emergency use or that potential
side effects may show up in the future,

https:Awitter com/MaoHFW. INDELA Statos 1 350140

027478624256

The Ministry of Health and Family Wellare have
released a document titled “Covid-19 WVaccine
Communication Strategy™. In the entire sirategy
document, the main things which are repeatedly
discussed are how to promote the vaccines as safe and
effective. There is no mention about how to
communicate potential and newly identified side
effects of the experimental Covid-19 vaccines. Nor
does the document mention the need to communicate
to the public regarding reporting of potential Adverse

Events.

9

=

>

\®

|
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True Copy of relevant extracts of "Covid-19 Vaccine
Communication Strategy™ published by MoHFW is
annexed herewith and marked as Annexure P-10, pg

no. 267-290

Government so bold as to say find out for yourself

424, In placing the onus of seeking relevant information on
vaccine beneficiaries (para 43 of Uol affidavit), the Unl is
violating its own operational guidelines, and misleading the
Hon'ble Court. In Uol Affidavit dated 23.11.2022 it 15
stated;

Y. A vaccine beneficiary always has the oplion fo
access even more information about the vaceine and
its possible adverse effects from the health workers
at the vaccination site or their doctor before making
an informed decision on their own. As such i is
humbly submitted that once a vaccine beneficiary
who has access to all  relevamt  information
voluntarily chooses to enter a vaccination center and
receive vaccination, the question of lack of informed

consent does not arise”
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When the Government promises in all media about “safe and
effective vaccines” without any mention of the possibility of
scrious adverse effects, it is preposterous to expect the people to
suspect such statements and make inquiries about the vaccine's

salety.

Consent taken for other vaccinations in the past

425 The Union of India already has a process for taking
informed consent of vaccine beneficiaries, This can be seen
from RTI reply from CPIO, AITMS Bhubhaneswar, in the
context of Yellow Fever vaccination, where it has provided
information about *Consent Form™ and the information
detailed in it. However, no such forms were provided to the
Petitioners (as submitted in Para 1 of the Writ Petition) prior
to-administration of Covid-19 vaccines.

A True Copy of the RTI Reply from AIIMS Bhubhaneswar

is annexed herewith and marked as Annexure P-11. pg n0.291
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Internationally informed consent taken in writing

4.26, That, recently the Health Ministry of Japan has made
Following declaration/orders on their website:

“Consent to vaccination
Although we encourage all citizens to receive
the COVID-19  vaccination, & is not
campuisory or mandatory. Vaccination will be
given only with the consent of the person io be
vaccinated affer the information provided,
Please get vaccinated of vowr own declsion,
understanding both the effectiveness in
preventing infectious discases and the risk of
side effects. No vaccination will be given
withowut consent. Please do noi force anvone in
vour workplace or those who around you io be
vaccingted, and do not discrimingle against
those who have not been vaccinated, ™

Link: hitps 2 www. mhbaceo pdsifecovids= | 9vaccine.himl
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The law on informed consent

The legal requirement of informed consent is very much

clear from the following:

(i) Universal Declaration on Bicethics & Human Right
2005

(ii) Judgement in Monigomery v. Lanarkshire Health

Board [2015] UKSC 11

That in Universal Declaration on Bioethics and Human
Righis, 2005 (UDBHR), which i3 binding upon India since

it is a signatory to the said declaration, following provisions

are made:

“Article 6 — Consent

1. Any preventive, diagnostic and therapeufic
medical ntervention is only to be carried oul
with the prior, free and informed consent of
the person concerned based on adeguaie
information. The consent showld, where
appropriate, be express and may be withdrawn
by the person concerned al any time and jfor

any reason withou! disadvaniage or prejudice.
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429, In Montgomery’s case [2015] UKSC 11, it 1s ruled as

under;

“78. Anather curvent document (Conzent!
patients and doctors making decisions together
(2008)) deseribes a basic mode! of partnership

between doctor and patient:

"The doctor explains the options fo the
patient, sefting ouwr the potential benefits,
risks, burdens and side effects of each option,
including the option 1o have no freaiment. The
docior may recommend a particular oplion
which they believe to be best for the paiient,
bt they must pot pul pressure on the patient (o
accep! their advice. The patient weighs up the
potential benefits, visks and burdens of the
various options as well as any non-clinical
issues that are relevant to them. The patient
decides whether to accept any of the options
and, i so, which one.” {para )

80, Three further poinis should be made, First,
it jollows from this approach that the

assessmeni of whether a risk s material

X
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cannot be reduced to percentages.... The
dssessment is therefore fact-sensitive, and

sensttive alve to the characteristics of the

piient.”

4.30. That in the case of Ajay Gautam vs Amritsar Eve Clinic
2010 SCC OnLine NCDRC 9. Hon'ble Supreme Court

granted compensation for failure to produce the consent

form of the patient.

Chapter B: Serious Side effeets and Death due to Covid-19

vaccines

5.  Reactions from Covishield Covid vaccine are wide-ranging
as capturcd by European Medical Agency Database,
EudraVigilance. A summary of all such reported reactions
are listed below:

Total reactions for the vaccine AZID1222 i
VAXZEVRIA (CHADOXINCOV-19) from Oxford
[ Astra Zeneca: 9,427 deaths and 1,328,069 injuries (o

30072022
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15,427 Blood and lvmphatic system
disorders incl, 335 deaths

23778 Cardiac disorders incl, 991 deaths
281 Congenital familial and genetic

disorders Inel, 11 deaths

14,975 Ear and labyrinth disorders inel. 8
deaths

B34 Endocrine disorders incl. 7 deaths
22,260 Eve disorders inel. 33 deaths

| 19,238 Gastrointestinal disorders inel. 501
deaths
3237 General disorders and admimastration

site conditions inel, 2,198 deaths

1,202 Hepatobiliary disorders incl. 84
deaths
6,727 Immune system disorders inel. 47
deaths
58,172 Infections and infestations incl. 800
deaths
15172 Injury poisoning and procedural

complications incl. 232 deaths

32,384 Investigations incl. 226 deaths
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o 14,713 Metabolism  and  nutrition
disorders incl. 150 deaths

o 191884 Musculoskeletal and connective
tissue disorders incl. 197 deaths

« 915 Neoplasms benign malignant and
unspecified incl. 55 deaths

= 203,049 MNervous system disorders inel. 1,350
deaths

« TIE Pregnancy  puerperium  and

perinatal conditions incl. 23 deaths

o 207 Product issues incl. 1 death

s 23,695 Psychiatric  disorders inel. 84
deaths

o 4,860 Renal and urinary disorders incl.
101 deaths

« 18374 Reproductive  system and breast

disorders inel. 3 deaths

« 46318 Respiratory  thoracic  and
mediastinal disorders incl. 1,254 deaths

s 58,025 Skin and subcutancous tissue
disorders incl. 77 deaths

o 2,440 Social  circumstances incl. 11

deaths

A\
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« 3,147 Surgical and medical
procedures inel. 43 deaths

« 31435 Vascular disorders inel. 599 deaths
Vaccine banned/suspended in 15 countries

5.1,  Within weeks afier the rollowt of the AstraZeneca vaccine,
some people died of blood clots resulting from vaccination.
Following this, 15 countries restricted or suspended the
AstraZencca COVID-19 vaccine (which is the same as
Covishicld in India as per Government of India FAQs). The

details of the status of the Suspension/Restriction of the

vaccine in these countries is as under:

Sr. | Nameof | Status & Link of the News Report
No the Date
Country
| | Norway Suspende | hupsiweow blopmbers.com/news

d, May 12 dantigles 2021 -05-1 Dinorwiays

permangnily-rermoves-

2021

pslraEenech-Trom=-y pccine-

progran T lesd Souceuvern a2l

wall

A
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Sweden Suspende | limps:iwww nprote/sections/coro
d, March navirus-live-
16, 2021 bpdates'202 |03 1697773 7574
wisden-yengzucta-latest-countrics-
Io-guestion-asimeenecd-
vacginet: fext=Sweden®620isted
Otheto20latest%20 Evropean. nlhe
Qa2 0 %2 D o n o2 0 hose %
2reports
Bulgaria Suspende | hewswww rewlers com/ariclelus
d  March | h=alth-_comuavivys-asiEzencea:
12,2021 b brrbulenrin-suspends-ro ot
ol-asirazeneca-covid- 19-vacoine-
WS KBMNZE4 196
Slovakia Suspende
d, May 11,
2021 thie-nstrmseneca=1ab- for- i st-time-

el 153
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Canada Suspende | hitps:indianexpress com/artichese
d, e"hl:'ril gl ingd-why-  canpda-
T T e
| e szl o 552
years- 725 135{F
Denmark Suspende | hitps:iiwww coronews.com/202 1/
4. March | L1 denmarkesuspends-
f1:gnoy | [AENCECE I
l vacsinations-as-a-preeauticn-
aller-hlood-¢ lot-repen
Austria Suspendc
d, May 18, 02| -05-pustriy-phase-astrazeneca-
2021 s
Venezuela | Suspende Inttpsdiwoww Frence 24 com/end]jve
d, March -newy 2021031 6-veneruela-will-
16. 2021 not-snthorize-astrazenaca-covid-
| ¥aeEing
France Suspende |t sl wwe . peuters comyarichelis
d. March “health-coronsy k-
15,200] |MUSRENZRIZU

L)

11‘\-1
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10 | Brazil Restricted | hitps:/fwww reuters. comhusiness’
ME-}." 11 healihcare-pharmaceuticualshrasil-
' L]
beslth-agency-calls-hali
2021
B TR - VAL e - T g -
women-202 | -415-] 1/
11 |leceland Restricted | httpsi/fwww ndty comwaorld-
Marcl e fin Il -ieeland-spprove-
: news fin ieeland-npprove
gsazengva-coyid- | Y-vaceing-for-
235, 2021
seniprs- 2 JH848E
12 | Italy Restricted | hutps:/Swww bugisess-
Tune 12, | sandard.com/anticle/cument-
* ¥
i Taarss i v-suspends-Lse-oi-
2021
g ine-Tor-penphe-
under=id-vear-old-
J21061 2000 1 iml
13 | Portugal Restricted | bttps:dfwwwereuters comfarticle'us
ﬂpl‘ﬂ G =healith=coropavirus-poriug |-
P 5

2021

pstrrene-id L ISKBN2BVIRE
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14 | Netherland | Bestricted | hitps: www reuters comdarticledus
g Aprii 12 peglth-coronay irus-petherlands
2021 pstrae-idU S AN REISO
15 | United Restricted | himps: vww w.itheswardian. com/wor
Kingdom May 7 147202 Vmay/ 07/ peaple-under-40-
2021 ii-uk-10-be-offered-alternative-to-

gslryensca-jab

Extrapolating from the U.K data of deaths/ALE

Using the same vaccine U1 should have declared

39.793 deaths following vaccination and 1,13,75.583 AE
as vaceine related

i

and India is presented below:

A comparison of Adverse Events in the Uniled Kingdom

Particulars Uk India
Total no. of doses administered | 94.5M 2.198
Total population size 68 .4M .48
No. of people who have received
covid 19 vaccine 53.8M 524.6M
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Mo, of people who have received

Astrazeneca vaccine 24.9M T42.1M

MNo. of Imuries reported post

vaccination 3,581,731 | 90,966
2362 (1

No. of deaths reported post in 1148 (1 in

vaccination 22777) | 718293)

No. of injuries reported post

Az/covisheild 246866 | B1869

No. of deaths reporied post

Azicovishield 1334 1033

5.3, The data is captured from the following sources:
o  RTI First Appeal Response dated 31.10.22 by
Scroll regarding Serious and Severe AEFIs and
Deaths reported Statewise.
e Affidavit dated 23.11.2022 on behalf of Union of
India in WP (C) 1220 of 2021,

. hitps://assets. publishing service. gov. uk/govemm

ent/uploads/svstem/uploads/attachment daia/file/

| 121458/ Coronavirus Vaccine -

Summary of Yellow Card reporting 23.11.720

22 pdf




35

As can be seen above, the number of people in India who
have received Covishield is approximately 30 times than in
UK. However, the number of deaths reported afler
administering Covishield in India is less than in UK, The
injury reporting rate in India is a mere one-sixtieth of the
rate in the UK, and the reporting rate of death following
vaccination is 32 times lower than the rate in the UK. This
indicates the unacceptably poor standards of the AEFI

system implementation by Gol.

Media reports show 17,979 adult deaths and 100
children deaths

Not one media report investigated by government

5.4. There have been thousands of cases of deaths following
vaccination reported in the newspapers and social media in
India till December 2022, Petitioners have made a
compilation of 17,979 newspaper reports reporting deaths
after administration of vaccine in the adult population in
India. There are 100 media / social media reports of deaths
among Children in India.

File 1 - Deaths From 1 to 15,432
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hitps:/drive google.com/file/d/ Tuike Tas KDzUxTTINLrfw

al | MIRWHD Y P/viewMusp=sharing

File 2 - Deaths From 15,433 10 17,979

m4lPlu ] DEPH2SNGaqCg/edit?usp=sharing&ouid=103%5

6627693044 525505 &ripof=true&sd={rue

File 3 - CHILDREN Deaths — From 1 to 100

htips://does. goosle.com'document'd’ 1L ZIDp-ubbBIVE-

nneddalSeemhkRaeC/editYusp=shanned&oud= 1 0383662

F695944 525505 & ripof=true&sd=true

India says unbelievably low 19 vaceine related deaths!
In 200 crore vaccination
Hid the truth from the public

5.5. National AEFI committee has certified A l- vaceine product
related reaction i.¢ death due to Covid -19 vaccine in many
cases 1ill date. The following is 8 summary table of the

deaths accepted so far as Al Deaths.

MNir Ag Statu
5 NATIONAL ID & | BEX |'s Vaccine Diagnosis
THROMBOUYTOFENIA
[T Bilal COVISH | WITH INTRACEREBRAL

I | AEFORHFRAIIGT | 33 | e Deah | 1ELD HEMORBFHAGE
THROMBOSES WITH
[ C0- Fem COVISH | THROMBOCY TOFENLA
2 | AEFDIKEKNU2I054 1% | ale Dieah | 1ELIY Y IR ML

L
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FHEOMDOOSIS WITH
IS0 Mal COVISH | THROMBOCY TOPENEA
3 | AEFDKERLM2 1024 28 1 Ereath | TELD EYHNIROME
THREOMBOCYTOPEMLA

INIR OO Fem COVIEH | WITH INTRACRANLAL
4 | AEFDKEEMNEXIOE 41 | ale Deatth | [ELD HEMORR] Lﬁ.{}f':__
THROMBUCSTS WTTH
[NIMCO- Feum COVIEH | THROMBOCY TOPEMILA

=

AEFIMPBPLETONT 22 | nle Death | IELD SYNDEROME
THREOMBOSTS WITH

INEKCD- Fem COVIEH | THROMBOCY TOPERLA
6 | AEFLTSHYD2 1023 28 | alg Death | IELD STMDROME
THEOMDCSTS WITH
TNEMCI= Fem COVISH | THROMDOCYTOPENTA
7 [ AEFDEALUDLZ 00T 20 | -als Death | IELD SYMDROME
SEVERE
INENCO- Ml COVIEH | ANMAPHYLACTIC

g | AEFDAPGTR2I00Z | 38 | e Denth | IELD REACTION
MRS THRLADUSLS WL
ININCO- Feeen COVISH | THROMBOCY TOPENTA

G | AEFOUPETALI0M | 22 | ke | Dewh | IELD SYRDROME
PRI Y TOPENIA
[ MINCT- Fem COVISH | WITH INTRACRANIAL
10 | AEFDKEENKZI0IS | 19 | ale | Dewh | [ELD | HEMORRAGE
TTHROMBOSIS WITH
J.'I‘-II![CU— Fem COVISH | THROMBOCYTOPERNILA
11 | AEFDTSIOG2I008 | 20 [ ale | Dewh | LD SYNDROME
ITIROMBOSIS WITH
WD Fem COVISH | THROMBOCY TOFENIA
12 | AEFBKEROT21008 | 32 [ ale | Death | 1IELD SYNDROME
THROMBOSIS WITH

IND(C0- Fem COVisH | THROMBOCYTOPENIA
13| AEFDKEAPZZION [ 38 | ale Death | TELDY SV MIROGME
MR- CONTsH
AEFTRT MO 102 Sbal 1
14 | § (<] I Demth | ELDY Anaphylasis -
THROMEPOSRS WITH
MRC0- Fem COVISH | THROMBOCYTOPENIA
15 | ARERTSIYD2I022 | 18 | ale [heath | TELEN SYMIHOME
IR = finl COVISH | ANAPLIYLALCTIC
6| AEFINKEUAIION |21 1o [eth | [ELD SHOCK
[ Fem COvIsH
17 | AEFNHAHSREZ100M | 68 | ale Erenih | 1ELE | ANAPHYLAXIS
INIHCO- hdal COVANX
18 | ARFDCGROHIION | 47 | & [henth | TN AMAPLHYLAXIS

Bzl iransyierse ainus
thrombosis with fght
fempornd haemorrsagic
infiret, tiglid posterion
ININCO- Fem COVISH | fromeal hacmorrhigic infarct
19 | AEFIMHENSKZ100] | 34 | ale Death | IELD with thrambocyiopisenia

5.6. An article featured in Scrollin ttled “How fndia failed

those who were harmed by the Covid-19 vaccine™ published

% on 02,11.22 by Tabassum Barnagarwala.

R
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Relevant Excerpts:

. Across the world, countries have reported far
higher AEFI rates, Argentina
has reported AEFIs in 0.06% of vaccinations,
ten limes more than India. Canada, Brazil and
Colombia’s AEF] rate is 0.05%, cight times
higher, while Chile and Paragonay reported
AEFI in 0.03% of vaccinations, five times
higher than India,

. There are also significant discrepancies within
India. While Kerala has reported the most
AEFI cases — a total of 490, including 242
deaths, the most populous state Uttar Pradesh,
which has administered six times more doses of
vaccine than Kerala, has reported just about a
third of this number, with 139 AEFIs,
including 85 deaths.

A True Copy of the article is annexed herewith and marked

as Annexure P-12, pzno. 292- 304

In Thailand, where a sizable proportion of the population

ot

was vaccinated with Astra Zeneca and Sinovac (which is a
traditional vaccine like Covaxin). compensation has been

provided to 0.011% of recipients. The percentage of

It ™
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compensation recipients whose reactions were not mild
works out to 0.003151%. which is about 24 times the rate
of senous or severe AET [s reported in paragraph 30 in Gol's
affidavit. It is important to note that majority of Thai
vaceie recipients were vaccinaied with Covishield and
Sinovac (which uses the same traditional platform as

Covaxin),

||||||

25 14/b]1 -Ton-for-adverse-jab-effects

An article featured in the British Medical Journal titled
"How covid-19 vaccines exposed India’s adverse evenis
reporting system” published on 7-Jan-2022 by Priyvanka
Pulla. It reports on the travails of Petitioner-2 when faced
with the AEFI system. It also gives an example of Rijula
(20} who died because of brain blood clot / TTS after 1st
dose of Covishield but the Bhopal hospital did not report an
AFFI despite cvidence, with doctors even dismissing the

dea,
Key Points:-

» Hospitals are failing to report Adverse Events Following
Immunisation { AEFT)

e Patients and their families don’i know how to report
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o Slow pace of investigation - Only 89 of 946 deaths
investipated. Only 6 of 26 cases of thrombosis with
thrombocytopenia syndrome (1T5) investigated.

* Non-communication of findings with families

+ Many physicians have never heard of AEFIs as per Iyoti
Joshi Jain, who previously worked with New Delhi's
Immunisation Technical Support Unit

e For every 1,00,000) doses India’s system got only 4
adverse events, while Canada’s got 48 and the UK™s gol
300-700

« Distinguishing between causally related and
coincidental adverse events oflen requires sophisticated
medical investigations, which aren’t always done by
hospitals.

s Conflict in roles - Members of the national committee
evaluating AEFIs were also involved in Covid policy
making including recommendation for vaccination. And
some of these commitiee members have connections to
organisations that have interest in vaccine manufacturers
District immunization officers have to meet high

vaccination targets.

N
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s Once reported, the system is “a black hole™ with no
assurance that a case will be dealt with in a time bound
MANNEr.

s A strong safery svstem will also allow finer calculations
of a vaccine's benefit-risk ratio in specific age groups -
yvounger people had a higher risk of TTS and a lower risk
of severe covid-19.

o Arlicle highlights the pains of Venugopalan Govindan
who lost lis daughter, Karunva (20} to multisystem
inflammatory syndrome {an Adverse Event of Special
Interest in WHO's list) after her first dose of Covishield.
However. AFFI commiites declared her death as
“indeterminate”

s Article gives an example of Rijuta (207 who died because
of brain blood clot / TTS afier 15t dose of Covishield but
the Bhopal hospital did not report an AEFI despite
evidence.

A True Copy of the article is annexed herewith and marked

as Annexure P-13, pg no. 305-307

50 A Letter has been sent to the Hon'ble Prime Minister dated
8.12.21 by a group of Indian Doclors on the subject:

“Petition to improve and make functional, AEFI Reporting

R
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and it's active Monitoring in India”. Relevant extractls from
the letter are reproduced as under:

“We, Indian Doctors for Truth, are alarmed

that there is practically no proper protocol to

report Adverse Event Following Immunization

(AEFT) in India, as mass vaceination drive jor

Covid vaccines is implemenied. ™

. “severe AEFIs were reported in less than

(.5 percent of recipients... 5 severe cases oul

af 1,000 vaccinations, "

... "ft iy possible several cases of AEFI may
be going wnreported or undefected, says
Fineeta Pandey, while writing about her firsi
hand struggle to get her 21 yr old son 's AEFL"
“It is unbelievable that a country of our size
with the largest Covid Vaccination drive on
this planet has only 2116 AEFIs which alse
includes death.”

A True Copy of the Letter by Indian Doctors for Truth is

armexed herewith and marked as Annexure P-14, pg n0.308 - 314
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Chapter C - Conflict of Interest of authorities who approve

vaceines and in AEFI committee,

Adverse events and deaths deliberately understated by UOI

and vaccine manafacturers.

6, The AEFI Committee and the body governing reporting and
monitoring of AEFI in India is plagued with Conflicts of
Interest as shown in the details below

6.1. Narendra Kumar Arora is the Chairperson & Adviser to

the National Adverse Events Following Immunization

{AEFT) Committee in India which is tasked with the

responsibility of setting oul the framework for adverse event

reporting in India, and performing causalily assessment on
reported cases. We would ideally want the person
heading/advising this commitiee © not have any
connections with vaccine/pharmaceutical companies as
these companies stand to make windfall profits from the sale

of vaccines, and it is in their best interest to try (o

underreport vaceine adverse events/deaths so that the sales

are higher. The evidence shows that NK Arora’s research is
funded by the Bill & Melinda Gates Foundation. This

foundation was severely indicted in the 72™ Parliamentary

Mt
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Committee Report (Rajva Sabha). He is also an advisor to

Bill Gates Projects on Immunization, & a Chairperson of

Scientific Advisory Committee of HPV program between
India's Dept of Biotechnology & Gates Foundation. He was
also involved in the drafting of the revised AEFT causality
assessment  guidelines, which make it very difficult to
attribute deaths and new serious adverse events Lo vaceines.
Furthermore, he is also the Chamrperson of Covid-19
Working Group, NTAGI which has recommended Covid-
19 vaccines in India. The following links show the conilict

of interest involving Shri N.K.Arora:

ofindia.indiatimes.com/citv/pune/no-

test-for-fullv-vaccinated-travellers-

panel/articleshow/85223745. emsTutm_source=conte

ntofinterest&utm medium=lext&utm campaign=cp

pst

2. https:fwww.who.int'vacecine safety/publications/Ca

usalitvAssessmentA EF1 EN.pdf

3. https:/‘main.icmr.nic.in/sites/default/files/upload _do

cuments/'Vol I _1.pdf

4. http://inclentrust.org/inclen’wp-content‘uploads/MN-

K-Arorapdf
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Immunization Technical Support Unit ITSU was Setup
by PHFI in 2012 by a $6.9 million grant from Gates
Foundation. The Gates Foundation had funded an activily
called “evidence to policy™ at the Immunization Technical
Support Unit (ITSU), which in turn acted as secretariat of
another key body called the National Technical Advisory
Group on Immunization (NTAGI). This was a crucial panel
that examines scientific evidence on the effectiveness of
new vaccines and recommends their inclusion in the
national vaccination programmes,

The Senior Management Team of the ITSU's key areas of
tocus consist of the AEF] Secretariat, Implementation of
India’s Immunization Program, & the Communications
Strategy of the Covid-19 Vaccine Communication Program,
Other Partners in deciding the communication strategy of
the Covid-19 vaccine program include the Bill & Melinda
Crates Foundation. Following link supgests the same:

Itepss . ceonomictimes. com/news/politics-and-

nation/centre-shuts-pate-on-bill-melinda-gates-

toundation anticleshow/STO2R68T cms

The funding of the BMGEF to the [TSU Secretariat was
withdrawn after controversy over influence of vaccine

manulacturers  in India’s Universal  Imowmization

A

o

=

o

—
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Programme, but funding to other parts of the ITSU by the
BMGFE still continues, according to WHO Chief’ Scientist
Soumya Swaminathan.

hittps:/fwwwreuters.com/article/us-india-health-bmgf-

idLISKBNTSNT I

6.5. Members of Senior Management Team of ITSU include :

1} Pritu Dhalaria, Director of TTSU is the Ex Director of
PATH (Program for Appropriate Technology in Health)
an organization funded by the Foundation.

2) Apurva Rastogi, Project Manager at ITSU, Ex
Researcher at PHFI (Public Health Foundation of India)
also [unded by the Foundation,

3) Kishore Kumar Bajaj, Senior Operations Manager at
ITSU. Has worked at PHFT & PATH in the past.

4y Dr, GK Soni , Team Lead of program implementation at
ITSU. Has worked at PHF] in the past

hitpa:dtsu.ore.in/about-itsw/

6.6, PHII, a public private partnership started by Ex Prime
Minister Manmohan Singh, Rajat Gupta, Bill & Melinda
Gates Foundation & Srinath Reddy, has received funding
from pharmaceutical companies. vaccine manufacturers.

Where does philanthropy end and commercials interest

b

dominate is a relevant question.
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6.8,
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Everything to do with the adverse events of the Covid-19
vaccines is handled by the I'TSU, right from the drafting of
the guidelines which decide which death will be considered
to be caused by a vaccine and which will not.

Source: hitps:/itsw.org infaefi/

The Covid-19 Pandemic Public Health Response was not
just driven by Governments and International NGOs like
Waorld Health Organisation but also by many public-private
partnerships  involving drug companies and private
foundations, The article titled “How Foundations’
Investments in Drug Companies Influence COVID
Research™ published on 10.03.21 in the online portal The
Defender outlines the role of Guates Foundation and
Wellcome Trust who have financially benefited from the
pandemic response, The article mentions that Gates had
more than $230m invested in companies working on Covid-
19,

Link:

hitps:/'childrenshealthdefense.org/defender/ foundations- ¢

mvestments-influence-covid-research’

Another article published on  online news portal
lifesitenews, titled “Gates Foundation makes billions

through dangerous vaccine development” dated 21.2.21
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mentions the Gates Foundation has injected 5384m in
Oxford University's vaccine project, which has developed
the widely used Covid-19 vaceine Covishield in India. Bill
and Melinda Gates Foundation bad invested USD300
million in Serum Institute for Covishield manufacturing.

https:www. seruminstituie com/news/press sii gavi bmp

L. pdf

Link: https:fwww lifesilenews.com/news/eates-

foundation-makes-billions-through-dangerous-vaccine-

development/

Chapter D; Petitioners children aged 18 and 20 died due to

vaccination of Covid-19

One had headache along with classic symptoms of TTS,

the other high fever, throat pain and severe pain in legs
limiting movement

Family doctors did not realize this was vaccine related

Doctors in India not told of adverse events or AESI
Case of 18 year old Ritihika

Clot in the brain was treated with headache medicine

This is a specific instance of Gol's failure in dissemination

of important advisories on TTS (Thrombosis with
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Thrombocytopenia Syndrome) 1o all concerned public and
private health institutions.

7.1, Government of India sent a letter dated 17.5.2021 to all
States and Union Territories informing about specilic
adverse cvents related to TTS. But this was not advertised
in the public domain. The letter included Advisory for
Healthcare Service Providers to be alert about the signs and
symptoms of TTS, However, it is clearly seen from the case
of Petitioner no, | that there was no information regarding
TTS in the public domain, and the treating physicians of the
daughter ol Petitioner | were completely ignorant of the
signs and symptoms of TTS

7.2, At page 252 and 253 of the respondent’s Affidavit, the
Additional Secretary, Dr. Manohar Agnani, sent out an
advisory which was w0 be shared with public & private
health institutions and also amongst the waccine

benchiciaries, as follows:

“You are kindly requested to share the first advisory
on TTS with all concerned public & private health
institutions and professional bodies like IMA, etc, fo
provide guidance for Diggnosing and treating
Thrombosis and Thrombocytopenia Syndrome [TTS)

=
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occurring after administration of Covid-19 vaceine.
The second advisory lo be circwlated 1o all healtheare
workers and made available ar such platforms so ax
o creale awareness amongsi vaccine beneficiaries.”
However, the government was negligent in passing this
valuable information to the concerned public and private

health institutions.

In Page 254 and 255 of the Affidavit by Uol, the first

advisory dated 17.5.21 is mentioned:
“Reports of rare cases of thrombosis
associated with thrombocytopenia have been
reparted  globally  from  some  countries
following the wse of some COVID 19
vaccinations pariicularly AstraZeneca vaceine
[Covishield in India] and Johnsen's Janssen
vaccine. These cases have been reporied to
have oceurred within hwe to Hiree weeks of
vaceination, maostly affer the first dose;
younger than 60 years and women were
observed to have a higher risk of the problem. ™
“Healthcare professionals should be aleri to

the siens and symploms of TTS
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(Thromboembolism  and  thrombocytopenia
syndrome), so  thal they can  promptly
investigate and treat people affected in line
with available guidelines.”
The above advisory was not disseminated. Petitioner
no. L informed her doctors that her daughter Rithiaka
received the Covishield vaccine on 29.5.21. But the
doctors were unaware of any connection between the
vaccing and the symploms,
All the doctors and the public in the country were
told that the vaceine was “100% safe” and even
told *110% safe™!”, Therefore, no doctors were
willing to believe that there was any connection
between the adverse events and the vaccine.
Because of this mass deception by the government
and the vaccine manufacturers and all those

pushing the vaccine, no_training was done of

doctors in the country to deal with adverse events.

No recording of these adverse events was done
anywhere in the country because all health care

institutions were told that the vaccine did not have

any significant side events.
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ii. Petitioner No. 1, contacled two doctors from Apollo
Hospital, Hyderabad during 15t week of June. It is in
Apollo that Rithaika died. They contacted the doctors
twice, First they had an appointment with Dr, Dhanraj
K. K., on 6.5, 2021, and again with Dr. Anish Anand
on $.6.2021. Both the doctors were completely
unaware of any possible side-effects of the vaccine,

7.4. Inthe same Advisory for healthcare service providers under
“Diagnosis and Management " there are guidelines on
mvestipations for any suspected cases of thrombosis and
thrombocylopenia provided as follows:

o Blood

o Plaielet couni = 130109 /L confirming
Thrombocytoperia

o Coapulation sereen-raised D-Dimer values
(4000 meg/l, suspect i the D-dimer level is
2000-40300 meg/L)

o Rodio-imaging studies

o CTMRI specifically for cerebro-vascular sinus

thrombosis, haemorrhage, stroke

15'.-.1:.- .'.1
"i "'I'E' |:C|u'|

HL‘I’! T thrombogis (DVT)

.*_.

o USG-doppler af the limbs for deep vein




S3

7.5. In the case of Petitioner 1's daughter Rithaika, Dr. Anish
Anand was consulted, and the report of her blood test was
also shared with him, which showed her Platelet count was
at 40,000 If the guidelines had reached Dr. Amish Anand, he
would have realized that thrombocytopenia was happening
in Rithaika, as her platelet count was way below the
biological reference range and he would have ordered the
required diagnostic test of D-dimer to confirm Thrombosis
in her case. But instead she was prescribed Crocin 650mg
{Paracetamol) for pain management, The doctor was also
told that Rithaika was suffering from pain in her hands
and left toe, and that she was also sesing red spots
underneath her skim, and was having a constant
headache. None of these mentioned symptoms tniggered
the doctor to farther investigate the root cause or call for
additional diagnostic tests as mentioned in the advisory.

7.6. In Page 257 of the Affidavit, the advisory lor vaccine
beneficiaries was passed on 17th May, 2021 about
Thrombosis and Thrombocytopenia Syndrome (1T5)
occurring after administration of Covid-19 vaceine. This

advisory was to be circulated to all healthcare workers and

made available at such platforms so as to create awarencss

M=
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amongst vaccine beneficiaries. The advisory was as
follows:
YA vacecine beneficiary vaccinated with any of the
COVID-19 vaccines, particwlarly Covishield and
having one or more of the symptoms mentioned below
should be suspected 1o have Thrombosis  and
Thrombocvtopenia Syndrome (TTS),
Symptoms occurring within 20 days after receiving
any COVFID- 19 vaccine

o Pain in limbs/pain on pressing the limbs or
swelling in the limbs farm or calf)

o Multiple, pinhead size red spois or
bruising of skin in an area bevond the
infection site

o Severe and persistent headaches with or
without vomiting

o Any other symplom or health condition
which is of concern to the recipient or the
Sarily"”

7.7. As per the advisory, the above life-saving information
about TTS and specific adverse events related to TTS
should have been circulated to all healtheare workers and
made available on public platforms so as to create

}L_lm f}f,f
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awareness amongst vaccine beneficiaries. 1t was not at all
advertised in the public domain. Neither the doctors nor
the health care workers provided this information to the
Petitioners. And both the doctors at Apollo have failed to
recognize those svmptoms in Rithiaka's case.

7.8, Apollo Hospital is considered to be a premium hospital with
doctors who are supposed to be experts in their field of
study. This clearly shows how the government has failed in
trickling down the valuable advisory for doctors, and
healthcare service providers. In the case of Petitioner 1, Gol
failed in reaching the relevant information to the treating
doctors, as both the doctors did not diagnose her condition;
and timely information and intervention could have saved
her life.

A True Copy of the consultation with Rithaika’s doctors are
anriexed herewith and marked as Annexure P-15, pg.no 315 -325
7.9. In cases of TTS, time is very critical. In Rithaika’s case,
early detection could have saved her life. Rithaika’s family
reached out to doctors early enough on the onset of
symptoms, and they informed the doctors that she got
vaccinated a few davs back, but it was simply marked oft as
viral infiection, when in reality she was a victim of the fatal

side effect of the vaccine. The government has failed in

I
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providing relevant information to safeguard the precious life
of 4 voung woman, Il the government had reached
information to the doctors about the early detection and
treatment protocols, the Petitioner’s daughter would be
alive today.

In Para 36, the Respondents mention the UK reporting rate
of adverse events for TTS as 39 cases. This is totally false.
There were 444 cases of blood clots with low platelet
counts. The incidence was the highest in the 18-49 age
group following the first dose (21.5 per million). For
reference, the smallpox vaccine which was labelled as “the
most dangerous vaccine” had a severe side effect profile of
15 per million according to vaceine rescarcher Paul Offil.
In the case of vaccine, just one severe side effect, namely
TTS, is occurring at a rate of 21.5 per million.

With regards 1o the annexure on pg. 252 in the Uel
Affidavit, it is important to note that it"s dated May [ 7th,
2021. There’s no mention of age stratified risk. The
document shows that the AEFI Committee had studied
cases upto 3.4.21. This is before the vaccination opened
up for the 15+ age group only on 1.5.21. By this time,

several countries had discontinued/suspended the

-
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vaccine, and the UK was already advising against
vaccinating under the age of 30 with vaccine,

7.12. As per the Affidavit filed by Union of India, a letter was
issued on 11.10.21 by Dr. Manohar Agnani where he
mentions the [ollowing:

"However, it has been observed that all such

suspected cases of TTS are still not being reported

from the districis az these advisories have nol been

disseminated  widely _among  health  care

professionals _in _disiricts. Clinicians might have

come across such cases but are not aware of details
of the Diserict Immunization (fficer/District RCHO
to wham these cases need to be reported and whai are
the standard treatment protocols to manage (he
same.
7.13. This shows that the information shared by the Government
of India vide its letter dated 17th May 2021 was not
disseminated effectively which has led to significant deaths

in the country like in the case of Petitioner 1's daughter.
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Case of 20 yvear old Karunya :W.P 1220 of 2021
High fever/throat pain:
20-year old Karunya Venugopalan dies of <MIS-C

(Multisystem inflammatory syndrome in children)

8. In Para 38 of the Affidavit by Union of India, it is stated that
“As per Brighton Coliaboration, Multisystem inflammalory
syndrome in childrenwadults (MIS C/A) iy identified as an
Adverse Evemt of Special Interest (AESI) following
COVID-19 vaccination, ™
A True Copy of List of Covid-19 AESI by Brighton
Collaboration is annexed herewith and marked as Annexure
P-16, pg no. 326- 327

8.1. When Karunva was hospitalized following her Covid-19

vaccination, she had severe disability in her lower limbs.

This should have made the treating doctors to conduct the

diagnostic tests for DVT (Deep vein thrombosis) as per

the advisories dated 17.5.21. Bul this advisory was also
never circulated to the doctors in the public and the private
sector or put in the public domain. The vaccination was
hardly considered as a cousative factor till very late in her
hospitalisation. The transfer summary from Arogya

Hospital where Karunya was treated first and the death
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summary [rom PSG hospitals where she was treated during
the last three weeks are enclosed. Also enclosed is the
referral letter to Royal Care Hospitals to which she was
referred to on 29 June 2021, for a PET scan as part of
diagnosis, showing the lack of certainly in diagnosis even
after 10 days after the onset of serious adverse event,
A True Copy of Treatment Reports of Karunya are annexed
herewith and marked as Annexure P-17, pgno. 328 - 334
8.2, As per "COVID-19 Vaccines: Safety Surveillance Manual,
Module: Establishing active surveillance systems for
adverse events of special interest during COYID-19 vaccine
mtroduction” published by WHO, definition of AESI is
"_..a pre-specified medically significant event that has the
potential fo be causally associated with a vaccine product
that needs lo be carefully monitored and confirmed by
Sfurther special studies, "

i. It is important to note that an AESI is a significant
event that needs to be captured through Active
Surveillance in order 1o monitor and confirm its
causality through further studies.

ii. In order to capture such events, they must be

widely publicised and all Healthcare and Frontline

H;_\L L; -
e
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Workers must be educated and sensitised about
them.

iii.  In the case of Petitioner 2's daughter, the treating
physicians were unaware of MIS C being
categorised as an AESI for Covid-19 vaccines.
Due to the lack of information regarding AESI,
timely diagnosis and early treatment for the
condition could not be administered, which led to
her untimely demise. Arogya Nursing Home, the
first hospital where Petitioner 2°s Daughter was
admitted, despite her having the exact
symptoms as per Brighton Collaboration flow
chart for MIS-C, the diagnosis given was “2
Viral Fever / ? Vacciration™. This clearly shows
a total lack of information with Healthcare and
Frontline Workers on the possible AESIs from
Covid-19 Vaccines which includes MIS-C.

iv., Petitioner 2's daughter was shifted to PSG
Hospitals and was treated by Dr. Murali A, an
infectious disease specialist, who was not surc of
the diagnosis of the patient, and ran multiple tests,
PET scan etc to rule out Bacterial Infection,

Sternal Osteomyelitis, Adult Still’s discase. They

A
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only suspected MIS-C in the final days and
referred the case 1o a Paediatric Cardiologist,
Even more egregious is the fact that, in para 38 of the

Affidavit. the Respondent has claimed the following:

“However, as of now, there is no definitive evidence

globally te _associgte MIS G4 with Covid-19

vaecines and no causal association of MIS C2A has

heen proven with Covid-19 vaceines,”

This claim is patently false, The Petitioners draw atlention
of the Hon'ble Court to the Peer Reviewed research
submitted to the court vide IA No. 124527 of 2022 dated
16.11.2021.

Further the petitioners wish to submit the following Peer

Reviewed studies which show causal association of MIS C

with Covid-19 vaccines.

i. A true copy of Peer Reviewed research article
published in Journal of Korean Medicine Science on
05.11.21  titled “Multisystem Inflammatory
Syndrome in  an  Adult after COVID-19
Vaccination: a Case Report and Literature Review”,

is annexed herewith and marked as Annexure P-18.(335- 341)



8.5:

62

i. A toe copy of Peer Reviewed research anticle
published in Pubmed, National Library of Medicine
on 120921 uted *A case ol multisystem
inflammatory syndrome (MIS-A) in an aduli
woman 18 days after COVID-19 vaccination™, is
annexed herewith and marked as Annexure P-19. (342- 348)

i, A oue copy of Peer Reviewed research article
published in Pubmed, National Library of Medicine
on 01.12.21 titled “Postvaccination Multisystem
Inflammatory Syndrome i Adult with No
Evidence of Pror SARS-CoV-2 Infection™, is
annexed herewith and marked as Annexure P-20. (349-352)

The Brighton Classification Case definition document gives
a clear flowchart that can be definitively used to both
diagnose MIS-C and to definitively link it fo vaccine and
Karunya's case fits every aspect of that and links it clearly
to vaccination as evidenced from the flowchart in this
document and the medical documents of Karunya's transler
summary from the first hospital. death summary from the
medical college hospital and her investigative reports,
Hence it was wrong to conclude Karunva's causality

assesament as B1.
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¥.6. Hence Petitioner 2 pleads that Karunya's death be correctly
assigned the classification as Al, apart from granting the
various systemic remedies sought in this praver.

8.7. Ewven as per the Bl classification of Karunya's death, there
is gross negligence on part of Gol. In Para 37 of the
Affidavit, Gol states that Karunva’s case has been classified
as Bl1-Temporal Relationship is consistent but there is
insufficient evidence for vaccine causing event.” The
definition for Bl in AEFI causation as per WHO is given
below and clearly places the onus of further investigation on
the bodies doing causative analysis

"B, Temporal relationship is consistent but there is
insufficient definitive evidence thai vaccine caused
the event (if may be a mew vaccine-linked event).
This is a potential signal and needs to be considered
Sfor further investigation. ™

Link:

hitps:Yapps. who.intfirisbitstream/handle/ 10665/259959/97

8924151 3654-eng; pdt

8
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Chapter E:

ol says vaecine 110%, safe

Blatantly lied to the le of India
e Repeated claims have been made that (a) the vaccines
are “sale and effective” and (b) that they “limit the
spread of infection”, misleading the public
o “There is no side effect that would result in death™ -
AIIMS director Dr. Randeep Guleria
® “The vaccines are | 10 percent safe” — DUGI Dr. V. G.
Somani
® [ossible serious and fatal adverse events have not been
mentioned by any Authority in public domain
g, In the original FAQ published by MoHFW on 4" January
2021 {Annexure P-4), the tollowing statements were made

where it is assuring that vaccines will be safe and effective.

4. | Will the vaceine be safe | Vaccines will be introduced in
as it is being tested and | the country  only  after  the

introduced in a short | regulatory bodies clear it based |

spun of time? on its safety and cilicacy.

9, |Will the wvaccine | Yes. The COVID 19 vaccine |

introduced in India be as | introduced in India will be as

effective as the ones|effective as any  vaccine |
|
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introduced in other

countries?

developed by other countries.
Various phases of vaceine trials
are undertaken to ensure its

safety and efficacy.

19,

What about the possible
side-effects from

COVID-19 vaccine?

COVID  Vaccine will  be
introduced only when the safety
is proven. As is true for other
vaccings, the common side
e in me__individuals
could be mild fever, pain, ete.
at the site of injection.

States have been asked to start |
making arrangements o deal |
with any Covid-19 vacecine-
related side-effects as one of the
measures towards safe vaccine

delivery among

Masses,

9.1.

In the FAQs published subsequently on 31.8.21 (Annexure

P-5) and 26,9.22 (Annexure P-6), il is mentioned as under:

“E. PRECAUTIONS



67

1. What precautions do | need to take after receiving
the vaccine?

COVID- 19 vaccines are safe but in case of ary bodily
discomfors or complaint, the beneficiary should
contact Health Care Worker (HCW3) or visit the
nearesi health facility, District Immunization Officer
or call ait 10073,

2 I 1 suffer from HIN/DM/CK D heart diseasedipid
disorders etc., can ! safely take this vaccine?
Cverall, the vaccine is safe and efficacious in
adults with co-morbidity. However, if vou are
concerned for any specific medical reason, please
consult vour Health Carve Worker prior to Covid
vaccination.

92 In the interview given to NDTV on 4th January, 2021 by,
Dr. V.G, Somani, Drug Controller General of India, it is
categorically mentioned that the Covid-19 vaccines are
110% safe.

The relevant portion published in the news reads thus;
“Dirug Controller General of India VG Somani said,
"We Il never approve anvtiting if there is slighiest of

safery concern. The vaccines are 110 per cent safe”.

i
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A True Copy of article “India's Wait Over, Drug Regulator
Savs Covid Vaceines Cleared "110% Safe™ published by
NDTV on 04.01.21 is annexed herewith and marked as
Annexure P21, pg no. 353- 354

9.3. Inthe news published by Hindustan Times on YouTube on
I6th January 2021 ttled Covid: Dr VK Paul, AIIMS
director urges people to trust researchers on vaccines some

excerpts from the interview are as follows;

"D VK Paul: Safety is proven withoui doubt on

thousands and thousands of individuals.
Are vou safe with the vaceine or not? Safety is

proven without dowbht "

Link: hitpso/youtu.be/bE7v]apx/ Vs

94. Inan article published in the lournal Medical Dialogues on

19th Jan 2021 titled “There is no_side effect that would

result in death: AIIMS Director allays covid-19 vaccine
fears™
"New Delhi: AIIMS Director Randeep Guleria on
Monday  allaved apprehensions aboui  the

coronavirus vaccines and assured that the side-

"x :m effects will _not _result _in_the death of the
x..? il BF 4
4 1" [ (K]
f.*_ “ 4 r{.MEJ heneficiary ...
\!
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A True Copy of article is annexed herewith and marked as
Annexure P-22, peno. 355-357
9.5. Itis important to note that as per National AEFI Committee

Causality Assessment reporis, there were 6 deaths from

those who were vaccinated on the first day of the Covid

vacceine roll out on 16.1.21. The AEFI detals are given

below:

NATIONAL | Age | Diagnosis

D |

NI CO- 55 | Presemted a5 hvpertensive
AEFTIRICTG emergency with systohic BP of |
21001 240mmHg. Known case of Chronic |
Kidney disease with underlying |
hypertension, getting treatment for |

Same

IND{CO- 43 | Patient had documented Myocardial |
AEFIKABL mfarction (clinical assessment, |
Y21001 ECG., ECHO and post mortem

[inding), he had risk factors for MI |
imcluding long standing  diabetes

mellitus  and hypertension. Post |
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mortem showed left ventricle wall
thickening and hemorrhagic patch
n heart and evidence of chronic

lung nfection,

ININCO- 56 | Unexplained Death
AEFFIIHAGU

R21001

IND{CO- |52 |"Sudden Cardisc Death With
AEFLIUPME Underlying Left  Ventncular

D21001 Hypertrophy"

IND{COD- 43 | Acute myocardial infarction with
AEFKABL underlying comorbidities - diabetes
Y21001 mellitus  with hypertension with

probable chronic lung infection

TNDCO- 55 | Hypertensive emergency  with

AFFDORICTG intracranial bleed with underlying

21001 chronic  kidney  disease waith
hypertension

9.6. Inthe FAQs published by the PIB dated 8th June 2021 titled
Frequently Asked Questions on COVID-19 Vaccination it

has been stated as follows:

I
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“Baih the experts — Dr. Paul and Dr. Guleria... also
fermed as fake and unfounded the rumours
circulating on social media... people die after taking
waccines, a wrong belief held by some people in rural
areas and remote blocks,
A True Copy of Press Release titled “Frequently Asked
Questions on COVID-19 Vaccination™ published by Press
Information Bureau dated 08.06.21 is annexed herewith and

marked as Annexure P-23, peno. 358-360

9.7. Adar Poonawalla, CEO of Serum Institute of India, posted
the following on Twitter on 3" Jan 2021:
“... COVISHIELD, India's firs¢ COVID-19 vaccine is
approved, safe, effective and ready to rolf-owl in the
coming weeks. "
9.8, Inan article published by Zee New India titled “Covishield
is 'safe and immunogenic', has no side effects, asserts
Serum Institute of India™ dated (11 December 2020 the
following was reported.
“Pune-based Serum [Insiitwie of India (S} on
Tuesday (December 01, 20200 claimed that

Covishield - the anti-Covid-19 vaccine - being

I
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developed jointly by it is completely "safe and
immunogenic”. The company also categerically

refuted claims that the Covishield anti-Covid-19

vaceine has side-effects.”

“"Covishield is safe & immunogenic,” the Pune-

based company safd, "
A True Copy article is annexed herewith and marked as
Annexure P-24, pgno. 361
Due to the widely publicised statements of Gol officials
such as Dr. Randeep Guleria (then Director of ALIIMS), Dr.
V. G. Somani (DCGI), Dr. V. K. Paul (NITI Aayog
member) and others in Print, Television and Secial Media

news outlets, the Petitioners daughters took the Covid

vaecine under the wrong assumption that they are “safe

and effective” which resulted in their untimely death. These

Government officials as well as the vaccine manutacturers
were privy to emerging information about various fatal
adverse effects of the Covid vaccine, vet time and again
they kept making false assurances and claims that the Covid
vaccines are safe. They have misguided the Public,
including the Petitioners, due to which many lives of Indian
Citizens have been lost due to the Covid vaccines while

profiting the vaccine manufacturers.
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Chapter F- GOI says vaccines limit spread of infection

Another widely publicised false and misleading information
regarding the Covid vaccines was perpetrated by Central
Government Authorities that the vaccines would limit the
spread of mfection. The FAQ for Covid vaccines where the
Ministry of Health and Family Welfare states “However, it
is advisable to receive the complete schedule of COVID-[9
vaccine jfor protecting onesell against this disease and also
for limit the spread of this disease lo the close contacls
fncluding family members, friends, relatives and co-
workers. "
In multiple RT] replies by MoFHW regarding Mandatory
Covid Vaccination where in their response they have said
the following:
“Faccination for COVID-19 is veluntary. However,
it is advisable to receive the compiete schedule of
COVID-19 vaccine for profecting oneself against this
disease and also to limit the spread of tiis disease to
the close contacts including family members, friends,
relatives and co-workers.”
Please find below RT1 numbers where aforementioned

response has been received:
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1. MOHFW/R/T/21/04734 filed on 16/11/2021
2. MOHFW/R/E/21/05824 filed on 20/09/2021
3. MOHFW/R/E21/06716 filed on 17/11/2021
4. MOHFW/R/E21/04062 filed on 017072021
3. MOHF W/R/E/2 1/04546 filed on 19/07/2021
B, MOHFW/R/E/21/04552 filed on 19/07/2021
102, Such statements have been misleading the Indian
Population into believing that Vaccines were the only way
out of the Pandemic. Such statements made the Public
believe that taking the Covid vaccine was for greater public
good, which resulted in countless unaccounted vaccine
injuries and deaths.
10.3. However, it was known from early on, that the Covid-19
vacemes do not prevent infection or transmission. This was
proven m Gauhati High Court and the Honble Supreme
Court
L. ‘Gauhati High Court, in WP{C)Y37/2020 of In Re
Dinthar Incident versus State of Mizoram and 11 Ors,
dated 2 July 2021 whether the court ruled as
follows:
" 14, It has been brought o ouwr notice that even
persons who have been vaccinated can still be

infected with the covid virus, which would in

-
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furn imply that vaccinated persons who are
covid positive, can also spread the said virus
to others. It isx not the case of the State
respondents that vaccinated persons cannet be
infected with the covid virus or are incapable
of spreading the virus, Thus, even a vaceinated
infected covid person can be @ super-
spreader,

il. The Hon'ble Supreme Court in Jacob Pulivel v.

Union of India, 2022 SCC OnLine SC 533, ruled as

follows:

89, In conclusion, we have summarised our
Jindings on the various isues considered by
ts, befow.

(v Hawever, no data has been placed by the
Union of India or the Stares appearing before
us, coniroverting the material placed by the
Petitioner in the form of emerging scientific
opinion which appears to indicate that the risk
of  transmission of the  virus Srom
unvaccinated imdividuals is almost on par
with that from vaceinated persons. In light of

tiids, restrictions on unvaccinated individuals
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imposed through various vaceine mandates by
State Governmenis / Union Territories cannot
be said to be proportionate.

i, Statement of Dir. Balram Bhargava, Director General,
Indian Council of Medical Research (ICMR) on 30th
December 2021;

“All COVID vaccines, whether they are from
India, Israel US, Ewrope, UK or Ching, are
primarily  disease-modifying.  They don't
prevent infection. The precautionary dose is
primartly io mitigate the severity of infection,
hospitalisation, and death.”

Source:

https:/timesofindia. indiatimes.com/videos/ne

ws/covid-vaccines-are-disease-modifying-

doni-prevent-inlectioi-

o

iv., Please refer to RTI reply from ICMR — Mational
Instittte  of Virology for RTI  number
NIOVP/R/81221000A4 dated 14th January 2022,
annexed herewith. Relevant response is reproduced

below:
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“"RIT Query: Reports and evidence from
scientific studies conducted o prove that if
corona Covid-19 is an infectious disease then
that is nol transmitied to others by those wiho
have been vaccinated and that it is only
transmitted or increasingly spread by those
wiho have not been vaccinated, "

RIT Reply: This is not part of our records.

Hence, this information cannot be shared ",

Chapter G: Failure to heed early warning signals from

within India

11. In asimilar case of Dr. Snchal Lunawat, who died of TTS
after taking the first dose of Covishield in early March 2021
when the vaccination drive was opened up for Health and
Frontline Workers. Her death has been confirmed by the
National AEFI Committec as a Vaccine Product Related
Reaction — Al death. The family had approached Serum
Institute for treatment protocels, through desperate email
communications with SI1 to save her life. [t was a shocking

correspondence where 511 lied about its vaccine causing
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TTS and denied any treatment protocol for the same. The
correspondence is reproduced below;

i. First E-mail was sent by Dilip Lunawat to Serum Institute
on 9th February, 2021 reads thus;

“Subject: Covishield vaccination and impact.

Dear sir, my daughter Dy, Snehal Dilip Lunawat -
have faken the vaccipnation on 274012021 at SMBT
College Navik and theregfter Ihere was minor
headache and fever on next day but on 4th of
February she had again severe headache, vomitting
hence after checking in collepe medical departments
o 5th, she has been given medicine. She came (o
Awrangabad on 5th night and further for her
certificate conference she came to Delhi by flight
reached (@3.30 pin, but in the same late night she had
severe headache and wistoppable vomiting and due
to weakness, she has 1o pickup by two'three people
and send for hospitalisation in Gurgaon, | am
enclosing the case summary in pdf for your research
department. | would like to study by your research
department and diagnosis the case. Similar cases has
been observed in USA. { hope you will do the needful

for beiterment of the soctety art lavge. If any further

rl :"q.b'_.l

~
5

L,
._.-:I:-_
L
Ly
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information required you can contact me. Please note
this i nol a complaint but whatever corrective
actions required should be taken. With regards.
Ditip k Luncwat 9225752831
Sent from RediffmailNG on Android”
ii. The reply dated 1(th February, 2021 given by Dr.
Chetanraj Bhamare of Serum Institute, Pune reads thus;
“Degr Mr, Lunawat,
We acknowledge the receipt of vour report of adverse
event.
For the assessment of the case kindly provide the
hateh details of vaccine administered

Kindly note that, Covishield does not cause

fransverse sinus thrombosis or infarcs.

Please refer the details of COVISHIELD available
anline at

https /www. seriminstitute comyproduct_covishield

php.

Regards,
Dr, Chetanral Bhamare, MEBS MD
Safety Physician,

Clinical Research and Pharmacovigilance Dept,

A2
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Serum Institute of India Pvi. Lid., Pune {India).”

iii. The email dated |3th February, 2021 sent by Dilip K.

Lunawat reads thus:

“Dear sirs, this has reference to our earlicr emails,
we are enclosing the medical case summary of my

daughter Dr Snchal Dilip Lunawat and given below

the cases links around india, which are similar io

our case.

Inttpes: Avmanee cnbetv | B comhealtlicare! 1 - deaths-

re:@gi'{fe’f—ﬂ#ﬂﬂﬁ-b‘ﬂt‘i'f.*:l't‘-f'f-:’,'f.ﬂffﬂf:-‘-Eﬂl‘n’—.&'ﬂE.'i—u'.'u.l'-
linked-to-vaccine-patient-groyps -demarid-more-

gata-8199409/] . fitm

hitps:Atimesofindia, indiatimes. conv'citwbengalurn'k

grigroka-gsha-worker-dies-1 2-davs-afier-

vaccingtion-in-belagaviarticleshow/8071 2499 ems

we again request you to find out by your research
team to stop further deaths due to vaceination. If you
have any research done on thrombosis due lo
covishield please share. Our patient is critical and

suffering. It might help ws. Thanks™

o
/l&,’ﬁﬁ"
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iv. The reply dated 15th February, 2021 given by Dr.

Chetanraj Bhamare of Serum Institute, Pune reads thus;
“Dear Mr. Lunawuat,
Thank you for sharing medical case summary of Dr.
Srehal
As we could find in the news reports, you have
shared, the deaths were not caused by vaccine and
were the coincidental events with vaccination. The
govt, has also nvestigated and concluded the cases
as net refated to the vaccination. In any large
immunization campalgn such coineidental events and
deaths do oceur, they are not caused by the vaccine
but are actually a part of backeround rate of events.
As Informed to you eariier, Covishield do not cause
thrombosis or any other cardiovascalar evens.

The known adverse reactions are Infection sife
recctions, fever, headache, malaise, futigue, etc. The
majority of adverse reactions are mild lo moderate in
severity and usually resolved within a few days of
vaccinalion,

Please refer the details of COVISHIELD available

ardine af

1A e
f"-?fj‘m}f}
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htips:Awww, seruminstitute. comyproduct covishield,

plie,

Kindly consult vour physician for the management of

the case

Dy, Chetanral Bhamare, MBES MD

Safety Physician,

Clinical Research and Pharmacovigilance Dept,

Serum Institute of India Pvi. Lid., Pune (India).”

11.1. Following Snchal Lunawat’s death caused by the vaccine
on 1* March 2021, if the AEFI committee and the Serum
Institwie had done their due diligence, many young lives
could have been saved. Snehal's case was one of the first
rounds of vaccine deaths that happened when the vaccines
were rolled out for the front line workers and doctors. [f the
AEF] was efficient and carried out the investigation
immediately, and the Union of India followed the guidelines
set by other countries with restricted use of Covishield
vaccine for women only above the age of 30, then our
Petitioners’ daughters would still be living today. It has
caused not only the death ol both the Petitioner’s daughters,
but many more innocent young valuable hives,
11.2. It is clear from the above communication that there was first

a denial that TTS is caused by the Covid Vaccine but later
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it was accepted, Similarly, in the case of Petitioner 2, the
Ciovernment is not accepting that MIS-C is not caused by
the Covid vaccine, despite the Petitioner providing many
published research showing causative link berween Covid

Yaceine and MIS-C.
CHAPTER H: Gol forced citizens to take covid-19 vaccines

o The statements made by the Respondents in the atfidavit
regarding vaccination being voluntary and there was no
compulsion to any citizen to get vaccinated are prima-
facie false and misleading.

o ‘Through warious direct and indirect actions (listed
below), Gol forced Indian citizens to take the Covid-19
vaccines

12.  That the Respondent in para 41 of the affidavit had stated as
under;

“d1. It is eritical to appreciate that vaccination of

eligible popwlation wnder the National Covid-19

Vaccination Program is voluntary. The Cperational

guidelines issued by the Central Government fo all

States/UTs  clearly state that vaccinalion is

vluntary.
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12,1, The above statement is malafide and seeks to deceive this

honourable court, The Central Govemnment using its powers

conferred under Disaster Management Act, 2003, ordered

State Governmenits to ensure 100% vaccination throughout

India which compelled States to release Orders mandating

100% Covid Vaccination. This is made clear from the

following points:

ii.

iii.

iv.

The Disaster Managemenl Act 2005 was in
force from 24 March 2020,

Under this act, the entire decision making
process is  controlled by the Central
Government, wherein State Governments have
to follow the orders without any deviation.
NDMA, under the Chairmanship of the Prime
Minister, issues Nationwide orders, in which
the Ministry of Home acts as the Nodal Agency
under the NDMA Act and enforces the orders
throughout the country in exercise of ils
powers conferred under section 6{2)1) of the
Disaster Management Act, 2005,

The Ministry of Home exercised their power as

mentioned above, and Ajay Bhalla, Home
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Secretary, released Order No. 40-3/2020-DM-

I{A) dated 26™ April 2021 and stated the

following:
"3, T'would therefore, urge you to issue
directions fo district authorities in your
State/UT, o fake all necessary
measures, as advised by MoHFW in
their letter, for the implementation of the
containment framework, so as to flaiten
the curve. I would also advise that
Orders fsswed by the respective State
Crovernments/UT
Administrations/district authorities, for
imposing restrictions, should be widely
disseminaied to the public and io the
field functionaries for their effective

imprlementation.”

v. The MoHFW letter DO no. Z.28015/85/2021-
DM Cell dated 25th April 2021 issued by

MoHFW states the following:

“. Faccination

AN




v,

vii.
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100% vaccination for the elieible ape-
groups  shall  be  undertaken  duly
creating additional vaccination centres
ard  optimal  capacity  utilization of

existing Centres.

True Copy of the Home Secretary Order dated
20.04.2]1 and MoHFW Letter dated 25.04.21,
15 Annexed herewith and marked as Annexure
P-25, pg.n0. 362 - 367

The Ministry of Home AfTairs released another
order dated 27" May 2021 exercising their
powers conferred under section 10{2¥1) of the
DM Act 2005, addressed to all State Chief
Secretaries reiterating the letter of MoHFW
letter DX no. Z.28015/85/2021-DM Cell dated
25% April 2021.

True Copy of the Home Secretary Order dated
270521, is Annexed herewith and marked as
Annexure P-26, pz. no. 368-373
Thereafter, the Ministry of Home Affairs
released an Order 40-3/2020-DM-I{A) dated

27" December 2021, undersigned by Ajav

LN
/ .'i/--'}-

T
F'-..
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Bhalla (Home Secretary) in exercise of its
powers conferred under section 6(2)(i} and
10¢2)(1) of the Disaster Management Act, 2003
directing all State and UT Govemments to
consider implementation of MoHFW Advisory
vide D.O. letter NoZ.2801531821-EMR
undersigned by Rajesh Bhushan (Health
Secrctary) dated 217 December 2021, where
MoHFW repeats ils advisory on vaccination as

eiven below:

"~ Vaceination: ensure T
vaccination coverage of feft out first and
second dose eligible beneficiaries in an
accelerated manner. Special focus to be
given to those districis where the first &
second dose coverage s less than
national  average. The door-to-door
vaccination  campaign need fo  be
strengthened,

True Copy of the Home Secretary Order dated

27.12.21 and MoHFW Advisory dated

st{\\ﬁ?ﬁ
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21.12.21, is Annexed herewith and marked as

Annexure P-27, pg. no. 374- 378
viii.  Ministry of Home issued specific orders Lo the
state under the DM act 1o follow the advisory
issued by Rajesh Bhushan where he is asking
States and U'l's 1o “Ensure 100% vaccination
coverage™ as shown in the point above,

Further, para iii of the said order reads:

“Any person violating these measures
will be liable to be proceeded against as

per the provisions of Sections 31 o 60

of the DM Act, besides legal action

under Section 188 of the IPC, and

Ihereafter, the Ministry of Home Aftairs
released an Order 40-3/2020-DM-L{A) dated
25" February 2022, undersigned by Ajay
Bhalla (Home Secrctary) in exercise of its
powers conferred under section 6(2)(i) and
10(2)(1) of the Disaster Management Act, 2005

directing all State and UT Govemnments to

consider implementation of MoHFW Advisory
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vide [0.0. letter No.Z.26015/1/2022-DMCell
undersigned by Rajesh Bhushan (Iealth
Sceretary) dated 18™ February 2022, where
MoHFW repeats its advisory on vaccination as

given below:

"D~ Vaccination:  ensure  [00%
vaccination coverage of feff out fivsi and
second dose elizible beneficiaries in an
docelerated manner. Special focus fo be
given ta those districts where the first &
second dose coverage s less than
national average, The door-to-door
vaccination campalen  need to be
sirengthened. Similarly precawtion dose
& adolescent vaccination shall also be

taken up for all elivible peaple.

As jar as schooly are concerned, the
district adminisiration, in collaboration
with school management, may eHsure
viccination of all teaching and non-

teaching staff
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AN activities, like resiaurants, gym,
spas, sporfs, swimming pools, e
considered jor resumption of services
shall promote 100% vaccination of the

efigible staff

True Copy of the Home Secretary Order dated
250222 and MoHFW Advisory dated
18.02.22, is Annexed herewith and marked as
Annexure P-28, pz. no. 379-383

X, MoHFW released another Advisory vide D.O.
letter No.Z.26015/1/2022-DMCell
undersigned by Rajesh Bhushan (Health
Secretary) dated 23™ March 2022, where
MoHFW repeats its advisory on vaccination as

aiven below:

“Vaceination i an importani sirategy to
prevent disease, reduce hospitalization
and case severity, States shall strive
towards ensuring 100%: vaccination for
all the eligible age-groups. Paorticular

focus shall be given to cover lefi-ouf first

ez
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and eligible second dose beneficiaries,
Similarly, administration of Precaution
doses amd vaceination amongst young
adelescents (12 vears and abovel shall
clso be taken up for all eligible people.
The reswmption of services shall be
undertaken  while promoting 1%
vaccination of  the eligible
staffiemployees.

True Copy of MoHFW Advisory dated
23.03.22, is Annexed herewith and

marked as Annexure P-29, pe. no. 384-387

. The State of Tamil Nadu, where the Petitoner No. 2

resides, in an Counter Affidavit dated 03.01.2022 submitted
to the Hon'ble Supreme Court in the case of Jacob Puliyel
vs Union of India that they were following the directives of
Central Government for mandating Covid Vaccines.
The appropriate point is reproduced below:
... in the letter, dated 03.12.2021, the Department of
Health and Family Welfare Department, Govertment

of India, among others, has instructed that -
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", Please ensure that the remaiving 15t and 2nd dose
gaps n Covid Vaceination in respect of your Slale
are addressed and filled wp through proactive
measures,
oo it the letter dated 21122021, tire Department of
Health and Family Welfare Department, Government
of India, among ethers has instructed that -
Ensure cent per cent coverage of left out first and
second dose eligible beneficiaries in an accelerated
manner.”
True Copy ol the Counter Affidavit by the State of Tamil
Nadu dated 03.01.21 filed in the Honble Supreme Court of

India. iz Annexed herewith and marked as Annexure P-30,

pg.no. 388 - 403

. We draw attention of the Hon'ble Court to note that

nowhere in the above referenced Orders and Advisories,
the Government of India has communicated to the

States that vaccine recipients should be given informed

consent, or daly informed about all potential adverse

effects of the Covid vaccines. While on the other hand it
hias ordered fo ensure 100% vaccination from the age of

12 and above.
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12.4. That almost all states, employers and Public institutions had
brought the mandates to prohibit the movement, busincss
and livelihood of the citizens who had not taken the
vaccines. The people were deprived of travel and
movements. All such mandates were challenged before
Hon'ble Supreme Court and various High Courts & this
Honble Court had declared as illegal and disproportional as
well as violative of fundamental rights of the citizens.

i. Jacob Pulivel v. Union of India, 2022 SCC
OmLine SC 533

ii. Re:Dinthar Incident Vs. State of Mizoram and
Others 2021 SCC OnLine Gau 1313

iii.  Madan Mili Vs. Union of India 20201 SCC
OnLine Gau 1303

iv. Registrar General Vs, State ol Meghalaya 2021
SCC OnLine Megh 130.

v. Dr. Aniraddha Babar Vs. State of Nagaland
2021 SCC OnLine Gau 1504,

vi, Osbert Khaling Vs. State of Manipur 202]
SCC OnLine Mani 234,

vii. Feroze Mithiborwala Ws. The suate of

Maharashtra and Others 2022 SCC OnLine

| % J\_r-:_,-—"'ﬂ
Mo Ve

Bom 457
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12.5. That on 12th December 2021, the Puducherry LG ordered
forced and compulsory vaccination.
True Copy of the article “Puducherry LG Mandates Covid-
19 Vaccination, “Punishment For Those Who Refuse”
published on 12.12.21 by Outlook India is Annexed
herewith and marked as Annexure P-31, pg. no. 404
12.6. The Director to the Government of India, Ministry Women
and Child Development, Navendra Singh. in a letter
Principal Secretaries / Secretaries, WCD /SIE (All States &
UTs) had mandated vaccination lor children falling in 15-
18 age group in Child Care Institutions in all states through
a circular dated 04.01.2022,
“Further it is brought to the notice that in light of the
compulsory  vaccination of children against
COVID-19 falling in the 15-18 age group, il is
reguested that all District Magistirates may be
directed to moke appropriate arrangements on jor
vaccination of the Children living in CCls as well, on
priority basis. "
True Copy of the Letter by Navendra Singh, dated 04.01.22

is Annexed herewith and marked as Annexure P-32, pe. n0.405-406
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12.7. Vaccine mandate was issued for [ndian Railways Chitranjan
Locomotive Works, Chitranjan which is directly under the
management of Ministry of Railways. The following was
ordered by CPCO/CLW:

“Further it was advised that, staff, who were not yet
vaccinated, were nof fo be allowed to join duty w.e.f.
10.1.2022 ull such vime they get themselves
vaccinated by first dose ..
The abave instructions were issued to ensare 100%
vaceination of the staff working in workshops and
offices keeping in mind the condition prevalent at the
pariicular time_ "
True Copy of Circular by Chittaranjan Locomative Works,
Indian Railways, dated 28.2.22, is Annexed herewith and
marked as Annexure P-33, pg. no. 407

12.8. In a letter issued by Dy, Chiel Personnel Officer (W), For
Chief Works Manager, Eastern Railway, Kanchrapara dated
30.6.21 mentions, "9 AN stafi should mvariably gel
themselves vaccinated on priority and muandatory basis,
Respective BOs shall monitor and impress upon staff wnder
their control for their immediate to their producing

supporiive documents and vaccinalion.”

}U"_ -~
N
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True Copy of Circular by Eastern Railways, Indian
Railways, dated 306,21, is Annexed herewith and marked
as Annexure P-34, pg. no. 408-409

12.9. On 23" Jan 2022, Delhi Police, under the jurisdiction of
Ministry of Home Affairs, Government of India, shared an
image on Twitter with important guidelines for Republic
Day 2022 Parade celebrations. The guidelines mention "l

is necessary to have both doses of anti-corona vaccine, ™

IMPORTANT GUIDELINES
FOR ATTENDING REFUBLIC DAY PARADE

+ Beabing bDlocks will open for visitors at T AM; ihey ars
reguasted to arfve accordingky.

v |1 is necessary fo have bolh dosss of anti-corona vaggineg;
Visitors are requestad 1o bring the Yaccing Carlificale,

= Childran below 15 years of age are nol-allowed in the function.
s Parking ia limited. You @e advised (o use carpaolitEs.

» Misitors are requesied [ garry a valid [D card and co-operale
in fhe sacurity chack.

* There will be provision for depositing remote controlled
car fock kays In each parking area.

12.10.The Agniveer Recruitment Rally Notification also mentions

pre-requisite lor vaccination of candidates
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“38.  Vaccination Certificate.  All  candidates
appearing for rally should be fully vaccinated for
Covid-19. The cerlificate te be produced 1o auth upon
asking"”
True Copy of Relevant Extracts of Agniveer Recruitment
ERally Notification by Indian Armmy is Annexed herewith and
marked as Annexure P-35, pg. no. 410- 413

12,11, Air Foree Officer was dismissed from Service for not taking
the Covid vaccine. The case, Yogender Kumar vs Indian
Airforce, RISCA/14964/2021, is pending in the Hon'ble
Gujarat High Court.

[12.12.The Office of Dy. Inspector General NZ-I1, Central
Industrial Security Force, Ministry of Home Affairs has
released a circular dated 18.02.2023 requiring all personnel
to get their precautionary dose of Covid vaccine. This
clearly shows that despite Court orders, the Government 15
pressing citizens to get the Covid vaccine. They mention the
following in the circular:

“It is pertinent to mention that the MHA is pressing
hard to get administered the precautionary dose at

the earliest to all vaccine due personnel.”
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L submit a complianee report of 106% vaccination
fexcept persomnel with medical issue CISF Booster
dose mandate
True Copy of Circular by CISF, MHA is Annexed herewith
and marked as Annexure P-36, pg. no. 414 -415
12.13.There have been repeated orders from Gol to “ensure
100% coverage™ and also threats of legal action on any
viclation. Various basic services such food rations,
employment,  education,  transportation, government
services, ete. had been made conditional on taking the
Covid-19 vaccine. In light of this, the claim thal there was
no legal compulsion to take the vaccine in Uol's affidavit is
lantamount (o prevarication o mislead the Hon'ble Court
and Indian Citizens,
1L.14. Various High Courts have taken note of deaths of citizens

due to Covid vaccines and passed orders.

Sr | Party | Name Detail Status and Date of

No | Name & | of the brief of Order

5 | Case Nos | Court | prayers l

I K




99

I Dilip

| Lunawat
v. Serum
Institute
of India
(Py Lad:
[Writ
Petition
(C) No.
2739/202

2

Link:

Bomb
ay
High

Court

Action
against
guilty and
compensati
on and
interim
compensati
on of Rs.
1000
Crores
from
Serum
Institute,
[nstute,
Adar

Poonawala

Bill Gates

Motice issued to:
1. Bill Gates
2. Adar Poonawalla

3. Randeep Guleria

I: 4. Dr. V.G. Somani

5. Union of India
6. State of Maharashira

7. Drug Controller

General of India
|Citation |

Dilip Lunawat v. Serum
Institute of India (P)
Lid.,

2022 sSCC

Online Bom 1773
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Jean

George &
Anr v,
Serum

Instinute
Of India
&  Ors,
[Writ

Petition
(C) No.
13573/20

22]

Kerala
High

Courd

Action
against
guilty and
compensati
on and
interim
compensati
on of Rs,
10 Crores
from
Senm
Institute,
Institute,
Adar

Poonawala

Bill Gates.

Court asked UOI to file
reply.

Title: Vaccination:
Kerala  High Court
Secks Centre's

Response On Parents'

Plea

Link:

hitps:www livelaw.in/

news-updates' 1 9-year-

old-dies-post-

covishield-vaceination-

kerala-high-court-

geeks-cenlres-respunse-

un-parents-ples-

1646742 HMrom-

logm=672554




101

i Saveeda | Kerala | Compensat | Court issued directions |
Ws Union | High |ion 1o | to the Central l
of  India | Court | widow of a | Government 1o
[WP (C) person died | immediately  formulate |
No. due to | guidelines for giving |
17628 of YACCINe. compensation (o the |
2022 vicims of deaths or i

other side effects of |

vACCINes.
Citations: -

(i} Sayeeda KA, v.
Union ol India 2022

SCC OnLine Ker 4531 ‘

(ii) Sayeedn K.A. v.|
Union of India2022 |

SCC OnLine Ker 4514 |

Compensation paid world-wide in vaccine injuries

Compensation suit gre not only restricled to India, in

Taiwan, a panel of experts appointed by the Mmistry of




13.1.

102

Health and Welfare agreed that the government should pay
NTS6 million (US$209,025) in the case of a woman, whose
death is the first to be classified as directly related to
receiving a COVID-19 vaccine shot in Taiwan, Because the
woman did not have any chronic ailments, nor other
conditions that could explain a very rare blood-clotling
disorder called “thrombosis  with  thrombocytopenia
syndrome,” a known side effect of the AstraZencca vaceine
she received, the panel determined that her death was linked
to the vaccine, Chuang said. The woman was a Taipei
resident in her 50s, who was identified only by her sumame
Yu. She died of a brain haemorrhage, a complication caused
by the syndrome, according to the panel’s findings. Link:

hitps:! focustaiwan. tw/society/ 202 2032090026)

As per article titled “Government to pay out NT$ 2 Million
in Covid-19 Vaccine Case”, published in online portal
Focus Taiwan dated 3™ December 2022, reports that “The
Ministry of Health and Welfare has agreed to pay NT32
mitlion  (USS63 4600 under the Vaccine Injury
Compensation Program (VICP) to a Nantou County man
who had a stroke after receiving the AstraZeneca (AZ)

COVID-19 vaccine. "
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True Copy of the article is Annexed herewith and marked
as Annexure P-37, pg. no, 416

As per data with Australian government, 37.8 million
vaccine doses had been administered till November 7, 2021
and THBR0 adverse events linked to vaccination were
recorded. A portal was being made to eénable people to claim
damages. At least 10,000 people have registered interest to
make a claim, till the report came on news portal.

Link: pitpsy wwow, wionews.com'world/thousands-of-

australians-want-compensation-for-covid-vaceine-side-

eftects-report-4 20883

In UK, up to 920 compensation applications have been liled
by people who were left seriously injured after getting the
Covid-19 vaccine as claims could hit £110million. Vikki
Spit, from Alston, Cumbria, hopes to qualify for financial
support after her fiancé Zion, 48, died of a bramn
haemorrhage two weeks after gefting the Astrafencca
vaccine in May 2021. She claimed his death certificate
named the AstraZencca vaccine but said she has been left in
‘limbo” after applying for the scheme in June.

Link: htpsdwww.dailvmail.co.uk/mews/article-

101556213/ Covid-vaccine-claims-hit- 1 1(m-920-

)7

compensation-applications-filed_htm]
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13.4. In a recent case of vaccine injury the Government of
Singapore granted a compensation of Rs. 1 Crore 78 Las 1o
the victim as vaccine cause increase in heart beats,

Link: hitps://ereateameindia.cony/plizer-heart-attack-

gompensation

13.5. Thailand Government till now gave Rs. 1.71 Billion {arounsd
400 Crores) to 14,034 people as a compensation for side
effects of Corona Vaccine. In them 3670 people were
compensated for death due Lo Covid-19 vaccine.
Link:

hitps:/www. bangkokpost.com/thailand/seneral/22935 14/h

1-7bo-for-adverse-jab-gifects

13.6. In a case of side effects of vaccines, the United States
Government has set up the ‘National Vacecine Injury
Compensation Program’. In a case of side eflects of MMR
vaccines the court granted a settlement of 101 Million U5
Dollars (7.50,34,31 400 Crores ).

Link: hitps:www metlaw.com/ 101 -million-dollar-

yiccne-injury-mme’
13.7. SINGAPORE - A financial assistance programme will be
introduced for those suffering from serious side effects
related to the Covid-19 vaccine, said the Ministry of Health

(MOH) on Thursday (Jan 28},




105

Link:

hrtps:/www. straitstimes com/singapore health/financial-

help-for-those-sulfering-from-serious-side-effects-related-

lo-vaceine

13.8. In an article published in Korean Times titled “Court
orders gov't to compensate man for coronavirus vaccine
side effects™ on 20" September 2022, relevant paras are

reproduced below:

The patient filed a lawsult against the KDCA's
decision with the Seoul Administrative Court, and the

court sided with him.

"t fx reasonabie to consider there s g cousal
refationship between the diveases and vaccination,”

the court said.

"Bejore vaccination, the plaintifi” was very healthy
and had no newrclogical syvmpioms or medical

history, " it added.

The court said it is nor known when he developed
cerehral cavernous malformation and that he showed

no related sympioms before he ol vaceinaied
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True Copy of the article is Annexed herewith and marked

as Annexure P-28, pz.no 417- 418

13.9. So, a compensation mechanism exists in most of the

countries and many of the vaccine adverse events injuries

have been compensated appropriately,

Chapter I:

The AEFT system implementation by GOI is below

international standards and standards set by Indian

authorities including the Hon'ble Supreme Court

[4.  Even looking at India’s own AEF1 data, published till

January 2023, we see that the AEFI recorded is very skewed

and when vaccination coverage increased the AEF] counts

starled decreasing.
Year& | AEFI
month of | cases Covered people

vacoination

recorded

2021-01 33 1fromm Jan 16th, Healtheare +frontline
202102 191
2021-03 429Als0 60+ aged
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2021-04 307Also 45+ aged

2021-05 67Also 18+ aged

2021-06 159

2021-07 135

2021-08 |56

2021-09 132

2021-10 43100 crore vaccine doses completed
2021-11 35

2021-12 45

2022-01 117

2022-02 31

2022-03 57

202204 20

2022-05 24

2022-06 108

2022-07 30000 crore vaccine doses completed |
2022-08 3

Teital 23090

We have 1970 cases in the first 100 crore vaccine doses and
just 420 (about 25%) in the next 100 ¢rore vaccine doses.
T This indicates callousness on part of Gol in the AEFI

reporting process,

b
R
s
- -7
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14.1. If we look at the AEF1 deaths, this anomaly becomes even

more stark:
Year &
AEFI
month of Covered people
. deaths
vaccinalion

2021-01 40from Jan 16th. Healthcare +frontline
202102 38
2021-03 253Als0 6iH aged
2021-04 [ B9A lso 45+ aged
202105 294150 18+ aged
202 1-06 20
2021-07 el
R2021-08 66
EEGE'I—[]‘E‘ 71
_ii_'ElE 1-10 264100 crore vacecine doses completed
2021-11 26
2021-12 21
2022-01 33
2022-02 4
2022-03 :ﬂl
2022-04 |

)
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202207 3200 crore vaccine doses completed

While 856 deaths are reported in the AEF] system in the first
104 crore vaccine doses, but just 96 in the next 100 crore
vaccine doses! The AEFI implementation by Gol is thus
clearly dysfunctional, and shows the disregard for Indian

citizens’ lives on part of Gol.

Chapter J: Lack of AEFI investigation in serious adverse

event cases due to vaccination

5. Case of Aarya Bhanushali, Aged 15 years, Ghatkopar,

Mumbai, Maharashira

Aarya had taken Covid vaccine on 8th January 2022 as
reported in article published in Midday, Mumbai. On 12th
January 2022, Aarva complained of chest pain and acidity.
She was given soda and cold water but the pain had
increased. She suddenly fell unconscious. She was taken o
a nearby hospital but upon examination by the Doctor, she

was declared dead.

This death was brought to public notice by Delhi based Dr.
Tarun Kothari who had used Twitter. a social media

i ) * platform, to inform the public of potential risks of Death

R
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after Covid Vaccination. Brihanmumbai Municipal
Corporation (BMC) responded to his tweet, threatening
legal action against the doctor. Furthermore, without due
investigation, they have declared the death as “Natural death

due 1o cardiac arrest.”

iv. AEF] Surveillance and Response Operational
Guidelines — 2015 on page 25 under para “4.2 Channels
for reporting AEFI” and sub para “4.2.2 Immediate
serious . AEFI notification (by the first person who
identifies the event)” mentions that AEF] reports in the

local media are o be investipated.

v. The guidelines mention that the investigation of
reported AEF] death and cluster {two or more cases of
the same adverse event related in time, place or vaceine
administration) should be conducted without any delay.
It is recommended that an mutopsy in a death suspecied
to be due to an AEF] be performed as soon as possible
{within 72 hours) to avoid tissue damage, development
of postmortem artifacts and lysis of the adrenal glands,

which can alter diagnosis.
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vi. Use of Verbal Autopsy form in case of unexplained
death’home death/inadequate  information/insutticient
medical records is a new addition in the guidelines.

vil, Far from following the guidelines, Brihanmumbai
Municipal Corporation was instead engaging in
defamation of prople who are bringing an adverse cvent
following vaceination to public attention.

15.1, The following is an exchange between family members of
2 victims who suffered Fatal Adverse Events after taking
the Covid Vaccine. The Government Official refuses to
register an AEF] and demands prool from the family
members for the Causality of the Adverse Event, and only
after which she is willing to register the AEFL

Nikita Patel — Government Official
Aarogya Vibhaag, Opp. Fire Station, Vesu, Surat

By: Minal Madhwani, Dharmesh, Kirit Bhalani

hitps:/fu pelovd. link/publink/show?code=X s K¢ X

Lramm

Nikita Parel: n this there is nothing which shows that
the death is caused by the vaceine.

Llnknown: So then what is the cause?

Nikita: Death due to vaccine has not been proven

here and vaccines have no such side effects that

}‘fﬁ*’}ﬂ -
)
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cause death after 20 days. After taking the vaccine,
you can get Covid positive. Who are you? {someone
asking tie videographer)

Is he vour father (someone asking the viciim family
merbers).

Who are vou (someone asking Kivit Bhalani}

Minal: His jather also went through the same
prablem

Nikita: 1 told her the same thing and § am telling you
also the same thing., Both doses aof the vaccine
inciuding 151 dose and 2nd dose takes a total of 45
days. 14 days after the 2nd vaccine, we find our the
effectiveness of the vaccine. Whenever we get a
vaccine, if within 30 minutes there Is some allergic
reaction then it is a serious side effect, only if there is
a known allergy o one of the ingredients of the
vaccine. Only then, there is a chance of serious sicle
effect for | individual out of 10 lacs. If we give proper
treaiment to them, there is a chance to save their life.
The other side effecis of vaccines like headaches,
slight fever or anything else stays for 2-3 days and it
is minor. That we can call AEFI but that is also very

minor. There are no known cases of death after

o
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vaccine. I am still trying to explain to you that
effectiveness of vaccines starts only after 43 days.
From vour father's report it looks like he took the
vaccine on the 20th and then he tested positive, that
doesn't mean it was because of the vaccine. [ have
explained the same thing to this lady as well. Please
wear vour mask (fo the videographer), You ask me
your guestions because ! don't wani fo repeal he
same thing again and again,

Kirit: My father 's age was 60 years. He had no other
tvpe of disease, no pressure or nothing else. So then
why this happened only after the vaccine?

Nikita: It is not like that. We cannot prove that it
happened because of the vaceine, whatever you have
written is not proof,

Kirithhai: We don 't have any proof

Minal: In other states such cases are being
registered, we are with an organization and we are
going fo file a case in the Supreme Court,

Nikita: Which states? It is important for us fo
register,

Kirit: Every state is doing it in AEFI

5
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Nikita: We are alse doing. But until YOU prove that
this death is caused by the vaccime we will not
register.

Kirit: But what proof I can find for it? How fo give
that proof?

Minal: Post Mortems ave not hagpening

Nikita: When did the death happen?

Kirit: He had no other illness, otherwise we could
have thought its because of that,

Nikita: In this there is no proof that they came
positive because of the vaccine,

Crosy Talk berween Nikita, Minal and Kirit

Minal: We are not coming here because we are
enjoving this. My mother has died

Nikita: Covid is not happening because of the
vaccine, {1 is happening after the vaccine.

Another QOfficial: We empathise with the death in
your family. It is a very sad experience. But how the
vaccine works and how disease happens, we shouwld
understand that first.

Minal: Are you a doctor? Did you go to the Lab to
make the vaccine?

Unknown: Yes T am a doctor.
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15.2. The article featured in Scrollin titled “How India failed
those who were harmed by the Covid-19 vaceine” published
on 02,11.22 by Tabassum Bamagarwala (Annexure -F12).
Relevant Excerpts:

e Chandra told Scrofl.in that after vaccination, his
brother-in-law, K Sarvotiam, suffered thrombosis,
and then a brain hoemorrhage, and died in
Bengaluru in March 2021, I reached out io top
decision makers in the health ministry when he was
on a ventilator,” he said. “Till date there is no
FESPONSE.

o Chandra reported the case to the district AEF]
commitiee. Sarvottam's treating doctor, Gurucharan
Adoor. even made a presentation to the commitiee,
showing members evidence of vaccine-induced
haemorrhaze.  “We showed them records and
recommended this be caregorised as AEFL" Adeor
told Seroll.in. B, Chandra said, after thal they
heard nothing from the government.

« Chandra said that he later learnt that vaccine-
induced thrombosis can be treated with intravenous
immunoglobulin, ' Our intention to report this was 1o

bring it in records,” he said. “But the local AEFI
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commitiee did not bother to visit the hospital or

Sfamily to pather evidence, "

o  Covermment officials told Scroll.in that the Central
government had assured free treatiment to those who
suffered adverse evenls — but on the ground, patients
have  received  little support  from  government
Respitals,

o Sudhir Waghmare, who is 40, and whe fives in Pune,
is @ case in point... He was hospitalised for 13 days,
then required home-resi for six months o recuperate,

o Waghmare owns a teg stall in a busy timber market
i the city, and earlier managed to earn befween Rs
2,000 and Rs 3000 per day. But his visils o
numerous doctors, and his variows ireatments, ale up
Rs 6 lakh. He exhausted his savings, and borrowed
e from friends and family.

o Waghmare suffered Guillain-Barré syndrome, an
adverse event well documented in some recipients af
the AxiraZeneca vaccine.

s Waghmare said that after he began experiencing
these symptoms, he returned (o the vaceination site
and informed the nurse. The nurse asked him to visit

a municipal hospital but did not report it on CoWiN.

e
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Even ay he strugeles fo gel make ends meel again,
Waghmare believes that he should be provided
“compensation for the medical bills | incurred and
the maonihs 1 could not work due fo freaiment ",
The Petitioners have come across multiple potential severe
AEFI cases where the victims have died however there is no
information with the family of the victims regarding
whether the cases have been investigated by AEFI
committee.
1. Arya Satheesan
Arva Satheesan, R'o. Thekkinath House, Kaipathoor
PO, Pathanamthitta, Kerala, Aged 28. 1took
COVISHIELD vaccine on 3rd August 2021, serious
adverse cvents commenced on Sth August and afiter 3
weeks of hospitalisation died on 23rd August 2021,
Rakshana, her daughter was 8 vear old then. Vaccine
connection was highlighted by the family and autopsy
was conducted. Autopsy opinion was reserved pending
laboratory examination results. Till date they have not
received the laboratory exam results. Also her record
is not seen in the AEFI causality analysis results

updated il September 30™ 2022 in MolHFW website.

, 2% Her family have done all that they can (Her husband

ﬁ\\ﬁw
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has filed police complaint, approached the human
rights commission and her death and its link to vaccine
were reported in a newspaper also) but there is no
justice for them so far,

ii. Amita Netam Dfo Balram Netam, village-
Kutulnar, Block- Geedam, Police Station- Faraspal,
District- Dantewada, Chhatlisgarh
The deceased girl Amita Netam had gone to school on
4120022 and she was vaccinated in the school situated
al village Bade Tumnar, On 5-1-2022 she had gone w
school and when, she returned home in the evening,
she complained about fever and body ache to her
mother. On 6-1-2022, she again went to school for
submitting leave application to the teacher. She died on
7=1-2022 at about 12 pm at home. The family members
said their daughter used to cvele for 15 km for reaching
school. The family said the teachers should have
brought their daughter by some wehicle after
vaccination considering the distance of 15 km between
school and the village ol the deceased girl. The family

and prominent persons of the village had made a

¥ P — -

;m\‘\ complaint to the police station Faraspal on 7-1-2022 at
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they don’t have faith that the report would say she died
of vaccination because all the doctors and police are
working for government.

i,  Anuradha Makvana D/o Bhagwan Singh, aged 10
vears, Makadone (Bisankhedi), Tehsil-Tarana,
Ujjain, Madhya Pradesh
Anuradha, was a 16-year-old and studied in 9th Grade.
Her health was also perfectly fine and faced no health
issues. She got wvaccinated under a wvaccination
programme organised by government in her school,
Girls Government Higher Secondary School, itself,
This vaccination programme was available to all and
every child was wvaccinated under the same.
Registration of the programme was 10 be done on
Wednesday (05.01.22) and vaccination was given on
Thursday ie, 06.01.22. at 1| PM. After geiting
vaccinated, she sal in the bus to go back home, It took
her approximately 30 minutes to reach her stop. Her
stop was a few miles away from her house, so she used
to walk the distance after reaching the stop, When
finally reached the stop, she walked out of the bus,

j?*h walked a few steps and then felt some sort of pressure

“\in her stomach so she went inside a farm to defecate

—
[
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after which she fell unconscious. Her uncle found her
lying near the farm and took her to Tarana Government
Hospital.

There, she got admitted and was given a glucose drip
within 10 mimnes. The doctors of the Tarana
Govemnment Hospital referred her to a hospital of
Ujjain, Patidar Hospital for better treatment. While she
was being taken to Ujjain on bike, she had another drip
attached to her. Bul aller some point her health
deteriorated and died en route 1o Ujjain itself. Her

death took within 2-3 hours of vaccination,

Chapter K:
Systemic under-reporting of adverse events by AEFI

Non-transparency, lack of follow-up, lack of planning

16, The Hon'ble Supreme Court Judgement in Jacob Pulivel v.
Union of India, 2022 SCC OnLine SC 533 has noted the
following:

"B4... Thus, the Union of India is direcled o

Jacilitaie the reporting of suspected adverse events

by individuals and private doctors on a virtual

platform and the reports so made shall be publicly




accessible after being given unique identification
numbers, withowt listing any personal or confidential
daia of the persons reporting ... All necessary steps
ter create awareness of, and (o navigate, this plaiform
for  self-reporting shall be effectuated by the
Government, roping in and training relevant
participants right from the grownd level of vaccine
administration.”
A facility for voluntary reporting of Adverse Events by
individuals was created by the Govermnment of India and
made available on the Cowin online portal after this
judgement. However this system is still dysfunctional for all
practical purposes. While the public has no facility to query
the registered AEFIs and see the anonymised data, even the
victims who registered their complaints do not get any reply
for their gqueries, and there 15 no follow up inguiry from the
authorities to know more about the AEFI and to investigate
if.
Petitioner 2 has personal experience with it as he had
registered his Graves discase and hyperthyroidism (whose
onset followed soon after his first dose of vaccination, bul

= _-';:-‘.__:;;a,..u ~ unfortunately after his daughter got vaccinaled) in the

o

W
\
\

.1.. -'. gh COWIN portal as soon as this facility opened up. The AEFI
s
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number allotted was (CO-AEFI)TNCBE21000025. The
system does not have any facility to explain the
difficultv/adverse event faced. Also till date there has been
no inguiry or follow-up regarding the report, and no facility
exists in COWIN to seek any status update. In short this
facility for self-reporting makes a mockery ol the clear
guidelines set out in the Honble Supreme Court judgement
which elearly ondered a functioning, publicly accessible
platform that also includes self-reporting of AEFL

Also, till date there has been no efforts by the Government
o widely advertise the platform and explain its functioning.
More importantly the reporting system does not offer the
instructions/information in any local language including
Hindi. Moreover, it is in contempt of the Hon'ble
Supreme Court Order to “create awareness of, and to
navigate, this platform for self-reporting™.

16.1. “AFFI: Surveillance and Response Operational Guidelines
2015", published by Ministry of Health and Family
Wellare, Government of India provides that all the persons
vaccinated must be followed up and all the cases of
death/serious adverse events must be reported immediately,

A True Copy of relevant extracts of the Guidelines is

annexed herewith as Annexure P-39, pgno. 419- 433

0
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Clause 4.2.2 of the above 2015 Guidelines requires that an
immediate notification be made of a serious AEF] by the
first person who identifies the event. This is followed by
reporting, investipation and documentation. Clause 4.3
requires a post mortem to be conducted. Clause 5.3 sets out
the role of the health worker, ASHA {Accredited Social
Health Activists), Anganwadi Worker, community and
media in doing prompt reporting and investigation. Clause
6.2 says “autopsy must ideally be performed in every case
of AEFI death”™ Clause 10.3.1 specifically requires the
AW's and ASHAs to “follow up with beneficiaries to
identify AEFI after vaccination session™ and to “pass
information of any adverse events immediately by
telephone™. Clause 11.1.3 requires frontline workers and
others to interact with the families and communities where
the deaths and serious adverse events take  place. Clause
11.4 requircs that the names and contact details of the
officers involved in vaccinations, the members of the AEF]
committee etc. be made public.

However, there 15 malafide in Gol's Covid=19 vaccine AEF]

reporting system, suppressing the ongmnal 2015 AEFI

455, guidelines and instead publishing a “Revised AEFI
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A True Copy of the revised guidelines dated 01.03.2017, is
annexed herewith as Annexure P-40, pgno 434- 454
164. The critical manipulation by Gol lies in leaving oul those
parts in the AEFI guidelines, which specifically require the
frontline workers of government to follow up with each
person vaccinated and report all AEFI's, This is replaced by
the phrase “Getting the information of the case”. This
phrase left it open for the government to take the stand
which it does now that the officials are only required to
record, report and investigate if the vaccinaled person
makes a complaint. This is how the government has
manipulated and suppressed the requirement for frontline
workers (ASHA s and AW's) who are available in villages
and shums to carry out active follow up and 1o suo motu
report AEFL
16,5, In 2020, WHO published a document titled “2020 WHO
Covid-19  Vaccines: Safety  Surveillance Manual™,
emphasizing the need for active surveillance svstem 1o
[ollow up adverse events following immunization. The
relevant extracts of the 2020 WHO document is as undet:
“However, routine passive reporiting systems will not
be sufficient to allow the rapid assessment and

appropriate public health response that will be

' R L
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needed during COVID-19 vaceine introduction.
Routine systems will need 1o be enhanced with active

surveiflance to improve detection of AEFIs,

COVID-1%  vaccine mamgfacturers are  also
responsible for monitoring the safety of their COVID-
19 vaceines introduced and for addressing any safety
issues that occur. Additional safety swrveillance
activities  showld be carvied owt by vaccine
manufacturers to continue collecting information on
safety bevond that collected during prelicensure
COVID-19 vaccine frials.

Deaths following COVID-19 immunization
Individuals  who die  following COVID-19
vaccination,  inclwding  those with any  relaved
dicenosis that is an AES] should be inciluded in the
protocol for investigating deaths following COVID-
19 vaccination.

Specific protocols for awopsies of people with a
suspected cause of death given ays COVID-19 have
been developed, and these counld be used for the
awtopsy of COVID-19 vaccinated individuals wiho

die. If indicated, tissue samples showld be collected
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Jor in-depth pathologic, virologic and genetic

testing.

True Copy of relevant extracts of the “2020 WHO Covid-
19 Vaccines: Safety Surveillance Manoal”, is Annexed
herewith and marked as Annexure P-41, pe. no. 455-483
16.6. The recommendation for the rollout for the COVID-19
vaccination by NTAGI, during their meeting on 10"
December 2020 (Annexure P-2), has the below text in the
minutes,
“ft was mentioned that safety and adverse event
monitoring in the 4-6 weeks affer completing the
immunization schedule among pre-specified sample
size iy critical in making a decision on EUA of a
particular vaceine as it is accepled globally, "
16.7. The AEFI committee decided on reported cascs just twice
in the first 3 months of vaccination rollout ie. between
16th January to 31st March, and gave decision only on 13
cases. 5 cases on 5" Feh (report published one month later
on 5% March) and 8 cases on 9" March (report published on
17" March), even though there are 526 cases in AEF], who
were vaccinaled before Feb 28th of which 83 had an

outcome of DEATH.

N
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16.8. Even prior to Covid-19 vaccination program, India’s AEFI

system was quite weak.

It was reporied as far back as 2017 that India’s AEFI
is underreported. One of the reasons outlined by
Gagandeep Kang, member of NTAGI was due to the
AEFI committee met only 4 times a year and cited
only 100 cases at a ime.

Link: https:www thehindu.com/sci-

tech/health/heath-mimistry-to-study=2017-spike-in-

viccing-relatcd-adverse-

evenis/article? 2537462, eoe/amp/

Following the alarming number of pickup in
vaccination deaths, there were several reports about
how the government in India was not able to explain
why this was happening, In fact, in 2013, & team of
doctors had expressed discontinuing the pentavalent
vaccine, but to this day the pentavalent vaccine
continues to be administered to children.

Link: (i}

hitps:Stimesofindia. indiatimes. com/india' 1 28-kjds-

died-after-vaccine-in-20 | -govi-cant-say-

why/articleshow/ /8641123, cms
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(i)

hitps:/timesofindip indiatimes.comy/city/pune/pentav

alept-vaceipe-unsale-say-

experis/articleshow! 18067 307, cms?rom=mdr

169, Insummary, there has been gross negligence and criminal
violation of all norms, both established international norms
and the specific terms on which the Covid-19 vacecination

go ahead was given.

Chapter L: Entities facing parliamentary investigation in

criminal negligence, involved in AEFI management

17.  Department-Related Parliamentary Standing Commuitiee on
Health and Family Welfare released the 72° report titled
“Alleged Irregularities in the Conduct of Studies using
Human Papilloma Virus (HPV) Vaccine by Path in India
(Department of Health Research, Ministry of Health and
Family Welfare)" dated 30% August 2013, The report has
concluded that the program was to serve the ulterior,
commetcial interests of vaccine manufacturer to include the

said vaccine in universal immunization programme which

T e .
,c;if"-1=':““— would have generated windfall profit  for the
Il!llll_.“.:.!‘. .- -
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manufaciurer(s) by way of automatic sale year afler year,
without any promotional or marketing expenses.

17.1. The committee also concluded that the officers of Indian
Council of Medical Research (ICMR). in an unauthornzed
manner, had signed Memeorandum of Understanding (Mol
in 2007 even before the vaccines were approved for use in
the country, which actually happened in the yvear 2008, The
decision of ICMR of committing itself to promote the drug
for inclusion in the Universal Immunization Programme
(LI} without an independent study regarding its utility was
strongly objected. It was suggested that the investigation
should be done by the premier investigation agency i.ec.
C.B.L and appropriate legal action be taken against them.

17.2. lmportant  recommendations of the Parliamentary

Committee asking for investigation and legal action against,

PATH, Bill Gates and officials of ICMR are as under;

“2.5 The Committee finds the entire matter very
ftrizwing and fishy. The choice of countries and
population groups: the monopolistic nature, at that
point of time, of the product being pushed; the
wnilimited market potential and opportunities in the
wiiiversal immunization progamimes of the respective

countries are all pointers to a well plavmed scheme fo

i
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commercially exploit a sitwation, Had PATH been
successiul in getting the HPV 4 vaccine included in
the universal immunization programme of the
concerned countries, this would have generated
windfall profit for the manufacturer(s) by way of
automatic sale, year after year, withowt any
promotional or marketing expenses. It is well known
that  once  introduced info  the  immmization
programme if becomes politically impossible to stop
any vaccination. To achieve this end effortlessly
withowt going through the arduous ond siricily
regulated route of clinical trials, PATH resorted to
an element of sublterfuge by calling the clinical trials
as  “Observational Studies” or “Demonstration
Praject” and varvious such expressions, Thus, the
interest, safety and well being of subjects were
completely feopardized by PATH by using self-
determined and self-servicing nomenclature which is
not only highly deplorable but a serious breach of
law of the land. The Commitiee is not aware about
the strategy followed by PATH in the remaining three
countries viz, Upganda, Vietmam and Peru, The

Crovernment shouwld take up the matter with the

-



131

Governments of these countries through diplomatic
channels 1o fmow the truth of the matter and take
appropriate  necessary action, accordingly. The
Committee would afso like to be apprised of the

responses  of these counfries in the maiter.

318 The Committee feels that there was serious

dereliction of duty by many of the Institations and
individuals_invelved. The Committee observes that

TCMR represent frst, ensuring highest

levels _of ethical standards_in_research studies,

apparently acted af the behest of the PATH in

promoting the interests of manufucturers of the
HPV Vaccine. 7 3.19 It was unwise on the part of

ICMR to go in the PPP mode with PATH, as such an
irvolvement gives rise to grave Conjlict of Interest.
The Commitiee takes a serious view of the role of
ICMR in the entire episode and is constrained io
observe that ICMR should have been more
responsible in the matter. The Commirtee strongly
recommends that the Ministry may review the
activities of ICMR functionaries involved in PATH

praoject.
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4.6 The Committee’s examination has proved that
DCGH has alse playved a very guestionable role in the
entire matter. Initially, it took a call that since fman
subjects, as part of the studies, were receiving
invasive intervention ke immunization, clinical trial
rules must be enforced. However, [t remained as a
silent spectator thereafier, even when its own rules
and resulations were being so flagrantly violated,
The approvals of clinical trials ketin rovil

anel import licenses by DCGI appear to be irregular,

Therefore, the role of DCGI in this entire maiter

should also be inguired into.

617, The Commitice, accordingly, concludes that
mast, if not all consent forms, were carelessly filled-
up and were incomplete and ingecurate, The fuli
explanation, role, usefulness and pros and cons of
vaccination had not been properly commumicated to
the parentsiguardians. The Committee observes that
there is a gross violation of the consent and legal
requirement of consent which had been substantiated
by the experts. The Committee takes a serious view of
the violations and strongly recommends that on the

basis of the above facrs. H showld be made
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accountable _and __the  Minisiry _should  iake

appropriate_action _in the matter including iaking

teeal action against it for breach of various faws o

the land and possible vielations _of faws_of ihe

Country of ifs origin,

6.26 The Commitiee observes that the wrongful use

of the NRHM logo for a project implemented by a
private, foreign agency ax well ax the identification
of this profect with the UIP has adversely affected
and damaged the credibility of the programme as

well ag that of the NRHM. The Committee, therefore,

recommends that such practices of diverting public

funds_for advancing interests of a private agency

should never be allowed in future, The Committee

strongly_recommends fhat strict_action should be
faken against those officials responsible for such

fupses,”

6.27.  Besides, the Commirtee notes thal no
information had been provided to Indian authorities
abowt funding of the project except that it was
reportedly funded by Bill and Melinda Gares
Foundation and thar the vaccines had been donated

by the mamufacturers. The information regarding

Y

|
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financial  mvestmenis  of ICMR  and  Siaie
Cravernments in the profect was not provided, though
the States clearly provided cold chain and manpower
for immunization. The Commiltee, accordingly,
observes that it might have been more prudent if the
National Technical Advisory grovwp on Immurnization
(NTAGH) had been brought into the picture right in
the beginning to review and give ifs views on the
study prior to its approval and implementation.”
6.36 The Committee not being convinced with the
action taken by the Department or DCGI, feels that
the whole issue has been diluted and no
accountability has been fixed on the erring
Officials/Departments  for the gross  violations
committed in the conduct of Study. The Commitice
also feels that a very casual approach has been taken
by the Department in the matter and their replies lack
any concrete action 1o protect and safeguard the
health of our people.

6.37 The Committee also noticed lack of firm action
on the part of DCGI, to avoid such irvegularities in
future. One of the actions proposed by the DCGI 1o

check any recurvence of such gross violations was
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‘proposal fo amend the definition of New Drug
during the next meeting. The same assurance was
given by DOGH in December, 2012, The Commitiee,
accordingly, observes {that response of ithe
Depariment and DCGH is very casual, bureaucratic
amd lacks any sense of wgency. The Committee feels
that DCGI s not very serious in  bringing
improvements in ihe systen. It, therefore, desires the
Mirnrsiry to ensure complianee by DOGL

711, The Committee is concerned that if PATH can
sel up an affice in [ndia so easily without getting the
reguired mandatory  approvaly/permissions, then
individuals and entities inimical to the interest of the
couniry can do the same. The Commiifee expresses
its concern that paper and shell companies can be
easily registered in marny jurisdiclions and then sef
up a place of business in India as "Liaison affices”
with no gquestions being asked. It is surprising that

security and intelligence agencies did not_raise an

evebrow on the way a foreion entity entered Tndia

virtially incognito  throuslh the backidoor. The

Caommittee desires thet such incidents should nor he

alfowed in furure, The Government should tighten the
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rules lest one day foreign citizens, with deep roots in
organizations/nations inimical to India, set wp offices
in the couniry to engage in anti-national and'or
wilawfel  activities,

“7.13 Coming o the instant case, it is established
that PATH by carrving out the clinical trials jor HPV
vaccines in Andira Pradesh and Gujarat under the

prefext of observalion/demonsiraiion _projeci has

viedared all laws and regulations laid down for

clinical trials by the Government. While deing so, it

sole _aim_has _been to promote the commercial

interests of HPV vaccine manufacturers who would

have reaped windfall _profits _had PATH been

successfud in getting the HPV vaccine included in

serious breach o

safery of girl children and adolescents who were
mostly unaware of the implications of vaccination.
The viodation is also a serious freach of medical
ethics. This act of PATH is a clear cut violation of
the _human _rights_of these giri chifldren and

wdplescents, It also deems it an established case of

child abuse. The Commiitee, therefore, recommernds

N i
LF H}tﬁflfff
“_fa-“’
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action by the Government against PATH. The
Committee also desires that the National Human
Rights Commission and National Commission for
Protection af Children Rights may take up this matier
[from the point of view of the violation of human righis
and child abuse. The National Commission for
Women should also suo motu take cognizance of this
case as all the poor and hapless subjects are
Sfemales. ™
Link:

hitrps://sansad. m/petlile/rpew/ Commitice site/Cominitiee

File/ReportFile/ 14/14/72 2016 6 15.pdi?source=rajvasy

bha

The Constitution Bench of the Supreme Court in the case
between Kalpana Mehta Vs. Union of India (2018) 75
SCC 1. has clarified that the Parliamentary report is
admissible in evidence under Section 74 of Evidence Act.
Despite there being sufficient evidence and report which
disclose the commission of cognizable offence against the
accused as stated above, no action has been taken yet. The
one question is arising in the mind of every citizen of this
country that, even afler 9 years of the clear instructions of

the parliamentary committee as per the 72™ Report aboul

N
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the death of the 8 girls, the Union Government has not filed
an FIR against those culprits. Hence, it raises doubts in
mind of poor girls in this country that is there a lack of
political will to take action against the mafias
responsible for the death or our system is so steeped into

corruption.
Chapter M: Failure of GOI to address grievances of parenis
who have lost their children to covid-19 vaccine adverse

events

18. Timeline of Grievance Correspondence of Petitioner |

Sr. No. Event Date

1 Petitoner 1 suffers loss of her| 190621

daughter, Rithaika Omtri

2 Petitoner 1 files grievance with | 14.07.21 |
PMO (PMOPG/E2021/0440276)
3 Petitioner 1, afier fathng to recerve | 29.9.21

any reply. hiles a new grievance
with PMO.

(DHLTH/E/2021/17091)
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Petitioner 1 original grievance was
marked as “Fully Resolved” in the
PMO portal. There was no action
taken or reply provided fto
Petitioner | for the grievance for a
sensitive and a priority matter
involving the death of a young
adult for over 8 months, The

grievance was marked as “Fully

Resolved™ by the Deputy Secretary
without ever reaching oul or
hearing the petitioner. The reply
given has factual errors  and
counterpoints, bul the petitioner
was not heard at all. The Officer
responded to the detailed grievance
bv  the petiboner  without
addressing any of the issues raised
in it. True Copy of the details of the

case is annexed in the Affidavit

| filed by Union of India and marked

|
| as Annexure A-1

31.3.22

N



P

ROTARY

ADVOCETE
?}%ﬂr_«' L%

18.1. Timeline of Grievance Correspondence of Petitioner 2

140

Sr. No.

Event

Date |

Petitoner 2 suffers loss of his

daughter, Karunya Govindan

10.07.21

Petitioner 2 files grievance with
PMO, selecting the department as
“Prime Ministers Oifice”

(PMOPG/E2021/0442378)

16.07.21

Petitioner 2 sends an cmail to the
designated officer Ms Sarita Nair
(as scen in PMO Portal) referring

his complaint.

16.07.21

Petitioner 2 sends a reminder to the
same officer, this lime also adding

the District ¢ollector in the copy

23.07.21

S

Petitioner 2 sends an email to the
Minister of Health with copy to the
Secretary of Health giving the full
details of the case and secking

redressal

02.10.21
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Petitioner 2 files another grievance
in PMO portal (this time selecting
Dept as Health & Family Wellare
>> Policy Matters >> Central
Government Health Scheme, just
in case last time if it landed in the
Wrong place). Ref.

DHLTH/E2021/17254

02.10.21

Pelitioner 2 sends  another
reminder — on the news of Har
Ghar Dastak programme
announcement - 1o the Minister of
health with ¢copy to the Secretary

of Health

30.10.21

Petitioner 2 along with Petitioner |
files WP in the Hon'ble Supreme

Court

28.10.21

PMO Portal case closed with the
remark “Petition accepled and the

solution for the grievance is given

10.12.21
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in the attachment™

I'he ‘solution” given is so flawed as
to be laughable, but for the
seripusness of the matter, This is

descnbed after this table.

Grievance DHLTH/E/2021/17254
closed with a stock reply (hai
vaccines are sale and effective and
there is a robust AEFI mechanism
o monitor issues, We were advised
o contact the vaccination center

for further advice.

16.09.22

Lo

Petitioner 2 appealed giving
reasons for rejecting the given
solution. The status of the appeal

is seen as Under process,

20,0922

In the case of petitioner 2, below is the ‘Details of Action

taken’ given by the Govt (through the reply affidavit dated

27th Nov 2022, and not conveyed in anyv other means

earlier)

§

e
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"Presently, Coimbatore Municipal Corporation

provides for Covid-19 vaccinafion services and
vaccination for Ist and Ind dose s going on
imtensively. So, inguire fo gel vaccinated in nearbhy
centre' (emphasis added to highlight that they
haven't even read the representation and have
understood the details of the request).

18.3. More shockingly the 2* page of the solution given as per
PM’s grievance portal is not even concerning our gricvance
and pertains to another petitioner, The affidavit reply by Dr,
Veena Dhawan gives a translation of this 2" page which is
totally unrelated to the petitioner but then gives the name
and address of the petitioner in the translation,

|®8.4. This reflects the callous attitude of the Government on
matters dealing with life and health of citizens, And it has
had disastrous consequences as suffered by the petitioners
and countless others.

18.5. Aside from seeking justice for their own daughter’s deaths,

the petitioners filed the grievances with the motive that this

information should trigger immediate action in the form of

a comprehensive review of the vaccination programme with

necessary course corrections so that no more lives will be

lost, Tn spite of the .continuous follow-ups from the

e
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petitioners 1ill October 2021, i.e, up to 5 months afier the
sad demise of our daughters added with news of more
deaths trickling in and causing anguish and untold sorrow
to the petitioners at the helplessness in stopping this tragedy
from befalling more families. The Government of India not
anly callously ignored our grievance petitions but in spite of
the facts presented about the deaths happening in India, and
evidence of harms and suspension from many countries,
went ahead with the vaccination programme aggressively
pushing it to even lower age-groups. Letler to Chiel
secretaries and Seeretaries of Health of all States and Union
Territories dated 17.052022, informing about TTS and
specific adverse events related to TTS was not advertised in
the public domain, The letter included an Advisory for
Healthcare Service Providers to be alert about the signs and
symptoms of TTS. However it is clearly seen from the case
of Petitioner 1 that there was no information regarding TTS

with the treating physicians of the daughter of Petitioner 1.
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CHAPTER N: Mathematical model cited by GO is legally

19,

19.1.

inadmissible and also fatally flawed

Gol in its affidavit has cited a mathematical model which
claims that 20 millions lives have been saved worldwide. by
the Covid-19 vaccines, This has multiple problems. First,
the mathematical mode! was published on the basis of
sponsorship of BMGF which is a direct interested party
having stukes in the vaccine companies. Therefore, it is
inadmissible due to confliet of interest and as per binding
precedents of the constitution Benches of this Hon'ble
Court in Mineral Development LTD v, State of Bihar and
Others (1960) 2 SCR 609, Gullapalli Nageswara Rao and
Others v. Andhra Pradesh State Road Transport Corporation
and Others 1959 Supp (1) SCR 319 . State OF Punjab v.
Davinder Pal Singh Bhullar (2011) 14 SCC 770.

The Respondent has submitted a false and misleading claim
hased on a Lancet Study that Covid vaccines saved 4 million
lives in India as it is not based upon any actual data but an
algorithm/mathematical calculation. This study is funded by
the World Health Organisation (WHO), GAVI Vaccine
alliance, Bill and Melinda Gates Foundation among other

stakeholder. It's falsity and inadmissibility is proved from

N

L

-
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the Central Governmen! policy and detailed analysis by [T
Mumbai's professor Dr, Bhaskaran Raman.
19.2, That Dr. Veena Dhawan in para 6 of the affidavit had made

following statement:
“f, Ar the outset it is humbly submitied that the
COVID-19  pandemic was an  unprecedented
challenge for mankind and timely development,
manufaciuring and administration of vaceings was
critical to end the pandemic, In a noted scientific
paper in the scientific jowwal The Lancet, it is
estimated that vaccines have globally prevented
roughty 20 million deaths and in India alone, at least
4 million were estimated fo have been prevented with
timely access to COVID-19 vaccines. ™

19.3. The Petitioner requests the Honourable court to take note of

evidence presented below and argues that COVID-19 was

made out to look like an unprecedented challenge to

mankind. Vaccines were touted as the only way out of it by

Govemments backed by ‘experts’ without necessary

evidence. The eventual rollout of these ‘vaccines’ while

resulted in windfall profits to vaccine companies at the

expense of taxpayer money did not deliver on any of the
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promised benefits. Hence this premise tiself is wrong or at
best debatable.

194, Itis important to note, that the Afhdavit fails to mention that
this study, under the section Declaration of Interests, shows
that it has been funded by Schmidt Science Fellowship in
parinership with the Rhodes Trust; WHO; UK Medical
Research Council; Gavi, the Vaccine Alliance; Bill &
Melinda Gates Foundation; National Tnstitute for Health
Research; and Community Jameel. All these organizations
have been involved in actively promoting COVID-19
vaccination and some are directly associated with Covid
vaccine manufacturing as well as its rollout. Hence, said
paper is itself inadmissible in view of law of conflict of
interest Relied on:

1) Gullapalli Nageswara Rao Vs, A PSRT.C, AIR
1959 SC 308;

ii) Supreme Court Advocates-on-Record Vs.
Union of India (2016) 5 SCC 808,

19.5, Furthermore, the said paper is only a mathematical

projection and only a possibility and not real world data, [t's

frivolity is exposed by Prof. Bhaskaran Raman of IIT

Bombay in the Article titled “More Flaws in the Vaccine

Model Claiming 20 Million Lives Saved™ was published in
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online portal Brownstone Institute on 27" June 2022

Relevant excerpt below:

“Flawed assumptions in the jab impact modeling

study: The modeling study necessarily incorporaies

various important parameters. A close look reveals

that much of the critical parameters are based on

assumptions which are known in the literature to be

wromg, The fable below summarizes this.

Aspect Assumption in Critique, Reality check
modeling study of the assumption
Immunity “loss of infection- | Immunity after natural
after natural | derived infection is robust and
infection immunity.. long-lasting; protection
follows an Erlang | against infection lasts
distribution with | much longer than for the
a mean duration | jabbed: protection from
of one year™ (sce | severe discase is
study supplement). | likely lifelong.
Immune “Immune The study cited for this
evasionto | evasion for 27% number is interpreted
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nEw infection-derived | incorrectly. In the cohort

variants immunity occurs | study, 27% of the

after for 27% of the participants showed a

exposure to | previously declne in antibodies

earlier infected followed by an increase,

variants population.™ Rather than meaning that
these individuals became
susceptible again, it
means that these
individuals were re-
exposed and
their immune system
worked exactly as 1t was
supposed to.

WVaccine Ffficacy wanes in 6

efficacy Adenovirus: 67%. | months:

against mRNA: 88%(sce | Adenovirus: 44%.

infection Table | mRNA: 63%Such waning

with Delta | of supplement) efficacy is not modeled.

variant

AN
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Waccine Adenovirus: 92%, | Efficacy against mortality
efficacy mRNA: 93%(see | must be caleulated
against Table 1 considering afl-

mortality of supplement) ceause mortality; a

preprint study shows a
more modest 73% for the
adenovirus jabs, and

a negative efficacy of =
3% for the mRNA jabs;
30 the modeled numbers
are way too optimistic and
incorrect; protection
against hospitalization and
mortality 15 also known to

be waning and this is not

modeled.
Vaccine “Wie assume that | The study cited for thas
efficacy all vaccinated 50% reduction clearly
against individuals have | says that efficacy agamst
) transmission | a 50% (FANSMISSI0N Nears Lero
; *"_J-'J'-?-' x\;\‘ reduction in after 12 weeks of the jab;
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infectiousness for
breakthrough

infections.”

other studies have also
shown that eflicacy
against onward
transmission is near nil;
henee the modeled

number is wrong.

All of the above erroneous assumptions are in the

direction of amplifying the possible impact of the

Jjabs, while at the same time diminishing the role of

immunity after natwral infection. Hence it is likely

that the modeling study overestimates the lives saved

by the Covid-19 jab rollowt. Aside from the above

parameters, there is yer another technical flaw, as

explained below, "

A True Copy of the article is annexed herewith and marked

as Annexure P-42, p no. 484 - 486

19.6. The commentary by honest domain cxperts exposes the

inaccuracies, fabrication and distortion of the Lancet Study,

in the article titled *“Commentary on “Global impact of

the first vear of COVID-19 vaccination: a mathematical

modelling study. The Lancet Infections Diseases. 2022,

F | {E\%ﬂffﬂ
T

e
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Jun 23" dated June 2022 by Spiro Pantazatos (Columbia

University) and Herve Seligmann.
“Summary
“While generative models are a useful tool 1o
simulate scenarios thai have not occwrred, not
acceunting properly for refevant variables in the
model may lead fe model misspecification, In such
cares, counferfactuwals may grossiy inflate estimaies
of deaths averied due to mass vaccinations. Rather
than rely on simulations which may be sensitive to
input parameters, prone to overfitting, and that are
difficult, if not impossible to validate, more accurate
and reliable approaches to inform public health
vaccination policies are guantitaiive risk-benefit
ratio analyses for specific outcomes wsing clinical

trial or regl-world data [7.11,12]."

A True Copy of the article is annexed herewith and marked

as Annexurc P-43, pzne. 487-490

The commentary rightly obscrves “The models in Watson
et al. rely on unrealistic assumptions about vaccine-derived
immunity.” We bhave scen cmpirically that even the

Government agencies and vaceine manufacturers admit 1o

iy

’

-
-

-
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the waning of the vaccine induced immunity and their
*solution” only revolves around giving another dose (named
variously as “protection dose” / “booster’ ete.)

19.8. This study goes into many technicalities of the assumptions
behind this study. Even a quick math without getting into
those details shows the absurdity of the claim, The claim is
vaceines saved 20 millions deaths worldwide with 4 million
in India alone.

19.9, Population of Africa (122 Crores) is relatively quite close
to the number of India (139 crores). If vaccines saved 4
million lives in India, the relatively unvaccinated Africa
(less than 6% of the population) should have seen nearly 4
million COVID deaths. The reality is quite different, where
not only did most of Africa live a near normal life during

the COVID period, but their death figures are far lower than
Lthe vaccinated world. Africa had approximately just one
sixteenth of the deaths as predicted by the model thus
invalidating that study totally.

Linlc:  hitps:/childrenshealthdefense.orp/defender/aftica-

covid-pandemic-cola/

~, 1910, While the Study claiming vaccines saved lives has been

debunked in the paras above, the following paras show the

'._J -
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counterproductive-ness of the vaccination policy resulting
in more serious illnesses and deaths.
19.11.“Fthically Unjustifiable” — Scientists from Harvard &
Johns Hopkins Found Covid-19 Vaccines 9% Times Worse
Ihan the Virus. [t was conducted by nine top scientists from
the University of Washington, University of Oxford,
University of Toronto, Harvard University — Harvard
Medical School, University of Califormia, San Francisco
(LUCSF), Johns Hopkins University - Department of
Surgery, and others.
“Using CDC and sponsor-reporied adverse evenl
data, we find that booster mandates may cause a nef
expected harm: per COVID-19  hospitalisation
prevented in previously uninfected young adults, we
anticipate 18 to 98 serious adverse events, including
1.7 to 3.0 booster-associated myocardifis cases in
males, and 1,373 to 3,234 cases of grade =3
reactogenicity which interferes with daily activities.
Links:

i hitps./papers.ssm.com/sol3/papers.cim?absiract id

=4206070

‘h\{“/”
13
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ii.  https:/www.thegatewaypundit.com/2022/09/ethicall

y-unjustifiable-new-harvard-johns-hopkins-study-

found-covid-19-vaccines-98-limes-worse-discase/

19.12.Dr. Amitav Banerjec. Professor & Head, Community
Medicine and Clinical Epidemiologist at Dr DY Patil
Vidvapeeth, Pune, has clearly outlined the blunder of
“spending Rs. 33,000 crores for mass vaccination for a
disease which has more than 99% survival across all age
groups. "

Talilp 1 Ay wnm sgrraesi| dtis o Cowid 19 |Weghgible Theeat be younyg peape B ChilarEsn|

tiauncar hitpe. ) fopualliacid, SR AL B var el Falay: abaes Loarirgg smg e

Dt et cod drn e C1RL LU0 IR E O P GH G AT |
fage i fean | Srwiva| Rate %)
E'H I =
-3 39,580
_3p-.m3 _ FmEn
ﬂ' & 018
| 50 1 39,71
_Gp- i A
Jip L8
s fin eare homes) | A

“Futile chase of the coronavirus which kills a
minuscile proportion of our population will divert
resources and attention firom our mafor public health
challenges and compromise further our population
health.”

A True Copy of the article titled is annexed herewith and

marked as Annexure P-44, pg no. 491-495
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CHAPTER 0O: Serious lapses in regulatory process

In Para 13 of the Affidavit by Liol, the Respondent states
that India's apex advisory body on Immunization, the
NTAGI provides guidance and advice 1o MoHFW on
provision of vaccination and immunization services.
Below is an excerpt from the minuies of NTAGI s meeting
held on 10th December 2020, annexed herewith as
Annexure P-2:
"It was mentioned that safety and adverse event
monitoring in the 4-6 weeks afier completing the
immunization schedule among pre-specified sample
size is critical in making a decision on EUA of a
particular vaccine as it is accepted globally.”
This guideline from NTAGI was clearly not followed, as the
nation did not learn from the death of Dr Snehal Lunawat,
who was vaccinated in the very first round of vaccinations
for healtheare stafT and died soon after. (See details in para
11},
In the same NTAGI minutes we see the below also:
“The Chairperson mentioned that excepiional
fransparency is critically important and all facts will

be shared with priority group as well as with the

LN o
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public at large. Further, it was mentioned that
serology testing prior to vaccinafion s an open
guestion and evidence is being reviewed by the
COVID-19 WG "

204, What we instead saw is lack of transparency and lack of
refevant information regarding the adverse effects and about
the voluntary nature of the vaccines.

20.5. The NTAGI minutes also mentions, "It was also remarked
that MoHFW ix actively working with State governments,
databases are gefting created and wploaded on digital
platform which will enable a real iime fracking of every
individual beneficiary. " Such databases do not exist in the
Public Domain even today nearly two vears after the
vaccine rollout.

2006, In an article titled “Exclusive: Centre Approved Corbevax
for 12-14 Year Olds Without NTAGI Clearance™, The Wire,
15 Mar 2022, it is reported as 1o how Gol went ahead with
Corbevax for 12-14 vear old children.

“A press refease isswed by the Union health minisiry
on March 14 said the government hod faken the call

after “due deliberations with scientific bodies ",

b
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However, the goverrument did not specify which were
those “bodies”, and the reason for the ambiguity in
the health ministry release wasrn't clear.
But The Wire Science has since learnt thar the
Neational Technical Advisory Group on Impnunisation
(NTAGI) wasn't one of these bodies. ™
This is another instance of serious lapse, lack of scientific
input, and lack of transparency in the Covid-1% vaccine
regulatory process.
True Copy of the article is Annexed herewith and marked
as Annexure P-43, pz. o 496 — 498

20.7. In Para 12 of the Ul Affidavit, it states that Covishield
went through a rigorous review for safety and efficacy by
independent experts in the SEC and was granted “restricied
usc in cmergency situation” permission on 2nd January
2021.

20.8. Recommendations of the SEC meeting to examine COVID-
19 related proposal and accelerated approval process made
in its 130th Meeting held on 09.12.2020 at CDSCO, HQ,
New Delhi:

“The firm presented their proposal for gramt of

Emergency Use Authorization (EU4) of ChAdCOx{

nCob-I19 vaccine (COVISHIELD) ...

jl\_%“* \
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. the firm has submitted the safety data 6l
14.11.2020 only. After detailed deliberation, the
commitiee recommerded that the firm should submit
the following data/information for firther review:

1. Updated safety data of the Phase IV elinical irial
in the couniry.
2. Immunagenicity data from the clinical trial in UK
and India
3. The outcome of the assessment of UK-MHRA for
granf of EUA™
True Copy of the Recommendations of the SEC's 130%
Meeting dated 9 December 2020, is Annexed herewith and
marked as Annexure P-46, pg. no 499-500
209, So SEC seeks the data from UK and also the details of
assessment of UK-MHRA for grant of EUA as local data is
msuflicient and then bases its recommendation on these.
20,10, There are no provisions or rules in the NDCT Rules to base
SEC’s decision on the trials and assessment conducted
outside the country and outside the controls and trials of the
SEC/CDSCO, Further, H.6.G.13. If the SEC was basing
the decision based on trial data in the UK, they should

have also suspended or age restricted Covishield as it
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was done in the UK and many other countries as shown
earlier in Para 5.1.
20.11.Para 16 of the Uol aflidavit introduces one more expert
body, NEGVAC, for COVID management which we
understand is a layer over and above NTAGI, On 19 May
2021, NEGVAC had recommended and MoHFW had
accepted the below
"COVID-19 vaccination is recommended for all
factaling women.
Reparding COVID-19 Vaceination of pregrant
women, the matter is under discussion and further
deliberation by the National Technical Advisory
Group on Immunization (NTAGEH. ™
True Copy of the Préss Release titled “New
Recommendations of NEGVAC accepted by Union
Ministry of Health™ published by Press Information Bureauw,
Government of India dated 19th May 2021, is Annexed
herewith and marked as Annexure P-47, pg.no 501
20.12.1t is important to note that no trials have been conducted for
Covid vaccines in pregnant women and lactating mothers in
India as of Scptember 2022, Despite thal, the Governmenl

of India recommended Covid Vaccines for Pregnant
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Women and Lactating Mothers from 2 July 2021, The
First Appeal Reply states that,
"As per reply received from concerned division, this
affice has not recefved application from M's Serum
and M's Cadila for the grant of permission to conduct
such clinical trial. Further, M's Bharat Biotech had
submitted application for grant of permission to
conduet clinical trial of Covaxin in pregnant women.
Subseguently, however, the said firm has withdrawn
the application,
True Copy of the RT1 CDSO/R/E22/00241 and First
Appeal CDSCO/A/EAZN00491, is Annexed herewith and
marked as Annexure P-48, pg. no 502- 507
20.13.0n May 11th Brazil had suspended nationally AstraZeneca
vaceine for pregnant women. A pregnant lady had died on
May 10th afier petting admitted into a hospital 5 days
earlier, affer her Covid-19 vaccination. The national
suspension happened the next day after she died, pending a
detailed investigation.
Below points from the article are also noteworthy.
"The AstraZeneca vaccine is produced and
distributed in Brazil via a partnership with public

health institute Fiocruz, Fiocruz President Nivia

A
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Trindade rold reporters that the suspension was
RECESSAry.

Link; lattps:/fwww, reuters. com/business!

pharmaceuticals/brazil-health-asency-calls-halt-

astrazeneci-vaccine-presnant-women-2021-05-11/

20014 NTAGI then meets on 28" May 2021 virtually. It is
noleworthy that this is the first meeting of N'TAGI afler
COVID vaccination drive was started on January 16, 2021
nationally for health workers and further expanded to
frontline and elderly on March 1* 2021 and for 43+ from
April 192021 and 18+ from May 1% 2021. 50 after meeting
on December 10™ 2020 1o approve the recommendations of
STSC to rollom COVID Vaccine, NTAGI didn't deem it
necessary to convene and deliberate the programme and it's
monitoring in the interim 6 months entrusting all o the
COVID-19 WG.

A True Copy of the Minutes of Meetings of NTAGI dated
28" Mav 2021, is annexed herewith and marked as
Annexure P-49, pg no. 508 - 519

20.15.In this interim period 15 countries had suspended

Astrazeneca COVID vaccine to all, Brazil had suspended

it for pregnant women, and some countrics had age-

limited it as it caused more harm in certain age groups. In
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India too. Dr. Snchal Lunawat had died (Para 11) on
0140372021, But even in the meeting on 28 May 2021, there
was no discussion of any of these significant events.

20.16.In the minutes we see “Regarding young women who are
al stage ol pregnancy, overall COVID-19 exposure risk
i5 three to eight imes higher as compared to the nsks
of clotting and bleeding which can occur after receiving
Covishield vaccine.™

20.17. However, this is contradicted by the document published by
Furopean Medical Agency titled “Annex to Vaxzevria
Art.5.3 - Visual risk contextualisation” dated 23.04.21. The
picture clearly shows that for thosc under 50, with low
exposure (defined as 35 cases per 100,000 population), the
risk outweighs the benefit. The highest India had was 28.5
cases per 100,000,

Link: hitps: i www ema.europs.ew'en/documents/clunp-

ANNEX annex-vaxzevrig-an33-visual-risk-

contextualisation en.pdf

20.18.NTAGI recommends vaccination to pregnant women with
the text below.

“ds far as pregnont women are concerned, it was

presenied that initial experiences from mRNA

vaccines are encouraging and these hove been

\ Y i

"

T
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approved by WHO jor pregnamt women. These
vaccine manufacturers have done DART  studies,
witich didn’t show any sqfety isswes, further post
marketing surveillance data did not show  any
safety  signals in  pregnancy. Considering  the
curreni situation of pandemic, the NTAGLSTSC
recommended pregnant women shouwld not be
excluded from vaccination because  exposure
probability iz very high and therefore the benefit far
outwelghs the risk."”
20.19.Mrs Mahima Mathew, who was pregnant with twin foefuses
and took COVISHIELD on 6th August 2021 after assurance
trom her Gynaecologist, died on [6th August 2021 from its
complications. Her death was classified as Al on 4™ Jan
2022, after four months. Given the poor AEF] reporting, it
is only likely that several such unfortunate deaths went
unreported.
20.20.Further, while NTAGI had recommended that “However,
before vaccination, pregnant women should bhe  fully
informed that the long-term adverse reactions, and the
safety of the vaccine jfor fetus and child is  not yet

established. ', the reality on the ground was different. Mrs.

Mahima’s husband who accompanied her 1w the
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consultation with Gynaccologist and subsequently to the
vaccination center upon her advice has testified that not only
were they not advised of any such thing, they were told it

was completely safe and necessary.

In its affidavit para 5, Gol ‘seeks the indulgence of this
Homourable Court to sef owl in detail the background of the
COVID-19 vaceination program, the decision making
process for adminisiration of vaccines and the system of
maonitaring aaverse evenis following immunisgtion (AEFI)
throughout the nation.” The petitioners entirely second this
request and urge this Honourable Court to go into all
aspects which have been presented in detail in this
Rejoinder and provide a comprehensive judgment that will
protect the health, life, hivelihood and liberty of the citizens

of this country,

2
j ADVOCATE & NOTARY € l\’ﬁ 2

tAgpal Cout, of A.F. md':-uJ
oL R R |1|M1[|buh?m

agancdy Wk ALADSL

Y. Vasudeva Rao, 855, 5

OGATE & NOTARY
MY ¥ COMMISSION EXPIRES ON
25.12-2026
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VERIFICATION
I, the above named deponent, do hereby verify that the
contents of the above affidavit are true and correet to my
knowledge and beliel, no pant of it is false and nothing

maferial has been concealed there from.

fo
Verified at s onthis %  day of June, 2023,

j
RY
r MMTE 5 HOTA ael %

In
h iR Al A

e g
LB th'i%-Tth-‘mﬂ:ﬂ{al
Mr...-!'ﬁﬂ AR

sudeva Rao, B.So., LB
bi 1I"ﬂi‘.;,1.,,-.-;;,.-;,-.,.nv.:rl:'-, & NOTARY

MY COMMISSION EXPIRES ON
25.42-202%6
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IN THE SUPREME COURT OF INDIA
CIVIL ORIGINAL JURISDICTION
WRIT PETITION {CIVIL| NO. 580 OF 2021

T T e T

IN THE MATTER OF:

EVARA FOUNDATION ... PETITIONER
VIR SIS

UNION OF INIDIA & ORS, . RESPONDENTS

e A R TR T

Corr ek

AFFIDAVIT DATED 13.01.2022 i
ON BEHALF OF THE UNION OF INDIA i

PAPER- BOOK
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ADVOCATE FOR THE UNION OF INDIA: G S MAKKER
IN THE SUPREME COURT OF INDIA
CIVIL ORIGINAL JURISDICTION
WRIT PETITION [CIVIL) NO. 580 OF 2021

IN THE MATTER OF:
EYARA FOUNDATION e BETITICINER
VHREEUS
UNION OF INDIA & ORS. .. RESPONDENTS

TNDEX

I S.No. [ Particulars . Page No. |

I | Affidavit dated 12003092 on behalf of the | 1-16 |

Ui of India,

2 " ANNEXURE- R/ 1:
| A true copy of letter dated 01.11.2021 {or j__“;! |
| the Har Ghar Dastak Carnpaign s annexed |

horewith and marked as ANNEXURE- E/ 1.

3. | ANNEXURE- R/2:
A wue copy of the SUP for COVID-19! 1828 |

vaccination of persons without prescribed
1
'ID cards through Co-WIN s annexed | |

I | herewich and marked as ANNEXURE - B2, |
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[N TIIE SUPEREME COURT OF INDIA
CIVIL ORLGTNAL WRIT JURISDICTION
WERIT PETTTTON (CIVIL) NOSRD OF 2021

EVARA FOUNDATION LPETITIONER
VERSUS
UNTON OF INDIA &ANIL ...RESPONDENTS

AFFINAVIT DATED 15.01.2022 ON BEHALF OF THE UNION
OF INDIA

I L. Veena Dhawan Wife of De. Punest Phawan, aged 38 wears.
working as Joint Cummissioner (U0 in the Ministvy of Health &
Family Wellare, Government of Indin, Lke drpoment hiepein, do herehy

wplonanly affivrm aod state onoonvh as andec-

1. That 1 am Jdoint Cemmissioner (U1F in the Mindste off Lealils
& amily Welfare, Governmenl of 1adia CWloHTWYL 1 am bbng this
affidavit in furtheranee of this Henhie Coart's oeder deted 0312, 2041

whore'n Lhis HonBle Courd was pleazed to olsreve fg undar.

Tk W nrelirinery affdoed Sars been filed by the Urdon of Indiv. Tn
et : Wk )
L
A,Nﬁéﬂﬁﬂg wlhe comiends of e cftictingd witeinty has Been filed or befunlf of
Swmme{'.u'ﬁ[it‘lh‘.!iﬂ
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the Unton of Indio, we groos Nty fo iie Peiliioner Lo formudate a
rarcrele apggestions whicl they maoy fave e strenpgillen the existing
frameaark for facilitoting e cowelnaiion of the disabled and o snsure
hnd they Auve proper aocess 1 cacoinadion gt COVIELTD

Mr. Pankai Binfo, Cowrarl appeacieg on behall of the Petiticner,
together otk whier counsal appecriag for e Pelitiencr, would, nfte
due consulintion, prepure a aet of suagestions which ool he ematled to
fhe follorarg vl i) emuondvei@Braailcom. A copy of Hre sugoestions
shall vlso be enaifsd o Me Alsfivarva hot!, Additiona! Sulicitor
Genera! appearing on hehalf of the Union of India Orre the
siggestions ore emodled, they woudd De the subject matter nf further
deliberaflons, with e vien fo coaslder f the exigting fromeork for
wpcceration of the dlsalled needs do be suitably sirergthened by
weorparting addiieral satogiards oe faeillities Me, Aighivarye Bhati

may respond fo the sugeeshons niih propased measares, "

2,  Thal in lurtherane: of the sbove order, the Linien of lndia

recelved a st of sugeestions feomn e Petitioner on 089012 2057, whicly
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. India's COVID-19 vaccinstion  preesrvoanune iz lho loesest
vaccization programme in the world. As oo 100020220 a iotal of
1.83.85 43 603 doves have been adminsdered wherein, 90.84% of
eiigible adult population has roecived thidr first dose of the vaceine
and BT has recerved Lhew secomd doses, Furshernore, a Lotal of
2308 doses have been adminisiered to dissbhlod porsons who have
voluntanly chosen be be deolified s osuch by vsing their Umigue
Disability 113 Card/Ii=zability Ceortilcate b registration at the time of

thesr vacrimation

PRELIMINARY SUBMISSIONS

4, Ar lhe outsen, Lo st respeetfully sulnodled thal lodin'e
COVID-19 vaceination drive i being suided by geientific and domalin
knowleage experls theough a Nalional Fxspert Gronp on Vaoeoe
Mbmanistralion  Zor OOVIT-I9 0 ONPGYACY, NEGVAD  provides
guidance  an all  aspecl  of GOV 1Y vaceination  ineloding
prioritization of population  groups, proorcnent and IRvernory
management,  vaceine  seoeclion,  vaccine  delvery and  teacking

anizm coe. The NEGYAC comprisce of =cbiect matter sxgoorts,
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i y

7 “r
cvidenes based angd cullaborative decsion making that e adaptive 10
local needs On technica aspects perlaming to COVTIR]S vacemation,
the NEGVAL iz suided by the National Technieal Advisory Groug of
[mumunisalion (5TAGTE which iz ndia’s apex advisory hody o
imnunisation. The NTAGL examince the technleal mapects like usage
of diffecenl varieties of COVID-18 Vacaines, interval belween vacuinr

] dses, stnlraindieations ete, and vecownanids the same o NEGVALL

:;:: NEGVAS i furn prosides overall guidance And reconumendations on

all asmects  of COVID-18  vaceimation  te MoHEW  including

prionwization  of population  groups, procorement ardl invanrLory

management, vaecine selection, vaccine  delivery and  tracking

' mechanizm ste.

¥

R:

|

RESPONSE TO SUGGESTLIONS MADE BY THE PR TITIONER

1

* 5. Wlelpline numbers: 1o s humbly subnitted Lthat this supgestion

H has already koen implemented, The Government ul India has a

o] ] _ .

3 vall-Tree U4xT pational helpline number 1075 which cators o

y

é gueries on SOV LD vaceination foom every individunl. including

: we with dizabilities. A Technieal Uelplie (0120-447322201 has

AN SINCE . e

3 Supreiy Coar of [oaes | 35 wn estabhshed o specilically handle Co WIN saftswar

i fiepn. Mo, 15359

By, Dk ; 31.00.2625
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5

rr-lated gueries. The personnel administering these helplines are
3‘-'-';*111'1: of adviscries and guldsenes documenns lssued by MoBHEW 0
regnrd to differently abled people. There is wso oa Srcate 104
Helpling nurber, which is promarily mtended to provide medical
namigtance for @owvoral moinor illoezves, alloenls, and mental
distresses, slong with detnils on lealile schemuas, The Gol has alzo
provided guidaee o augmenting 1the capacity of 104 Helplina for
addrescing queries on COVI-T8 vacvination ncluding gnevance
vedrezza] rvelaled to varcinalion pracess ss well ns hioking 1o
comeorned  faciatiez Ty menseement of any  advorse  ovent
{availahble at:
httpa:www mohfvw. gy inpd 2COVID LDV oceine QO 111 Chapterl .
iy,

Further pudance haz been providad by Goegrnmens of India by
way of lotter dated 11068.20¢]1 for erentation of 104 helpline
porsonne] so ne to fuclitate the provision of requisite information
to diffarenily abled persong so as (o Gwilitae their proper cave and

yaooinatlon.

Fell Letter cdated LLOG 2021 jusued by Secretary, Molll™W al pasc
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4! i3
Furthermore, for wedical query reluied assistancs. MoHEW has

ssteblished & patieni Lo doctor celemedicne plattorm. Aceordingly,

‘l 4 Natinnal Telemedicine Serviee by the name of cSanjeevaniil*h
i
. (hiips e ww cramsavanmpd ind was volled out ualona’ly by
d]
1
; WOl W en 13042020 m Lthe early stage of the COVID-1U
, paudemic.  Sinee then, eBanjesvain{’D iNezicnul Telemcodicine
i
Service) hss been robled out by 30 States and around 25,000
doclors have been on-hoarded on eBanjeoveniOPT). Ower 331
anlinge FPDs aye Muncrional on eSanjeevaniOPD of which over 450
: are wpecialist and super-specialist OFDs and 51 wre General
: OP s, Tl sow 63,506,743 consuliations have been effecled on
I..1
cEanjervanitPL. eSancevaniOPD is citizen-friendly sate mediim
! to zeek hoalth eceviees by eltizens in Lhe contines of then hames.
i In many states eZanjecraniOPD services are available seund the
i
¢ clock and oven on holidays
: o .
6. Door to door vaccination and other measurces relating to

vaccinalion centers: Tt iz most cespectiully submilked Lhar

T wppestions w this regard heve already beon implemenlod. s

AN JT?‘EF"'

3upTeme Courl af s

Begn, Mo, 12557 j‘
1y, %m 10RO 1 dertake meticulens, nead-based micro-plunning 2o thal ear

HAM;, aulinaitied that ruidanee nas heon provided Lo Ssales/UTs




ta Home WVoccimation Centee (NHOVCY strategy s underiaken at
I::-lcr-:_:]:.'h-":.u'ban arca level s wenzifization of WHOVC sites doene as
per Cuidelines. The losation of NHUYOs s to be done by
givtriviiurban task forees so oas to ensure maximuon reach of
services Eo the elinlile population.

Guideiines on NHOWV( suggest utlizmg of line lists
aleeady  available with leslth or other  departments  {like
deparunent of Social Wellare) at slatefdisteiet sevel. Proviewns
have alresndy been made to consider seenarios whery there s 2
group of target boaeficlaries ader one eeof such as inslitulions
serving diffevencly abled people. old age homes clol whevein the
WHOVI can be organized at Lhat sile as per eperationa
mudelings.

NHCVE Guidelines wlan details the steps that may be
taken for making Lhe vacrinazion cenlre Trendly 4o the clilecly ana
porsone with special needs, The CGuidelines further mention that
vaveinacion team will facilibace on-sile registration of the tarzeted
ba-eficiarics in the Co-WIN portal o they ave not already

repizbered,

oy
¥ Ot ten hase been advised that while NHCOVCs should

I
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E
1 ppeured that other Oy s are also [ully acverslDle Lo peEFeNS writh
F
| disabibfies as per the accesaihiliby  standards mandated wnder
Wighls of Persons wilh Drisabilines Act 2006
et Annexure WL at pages 13-1% and Annexuent 24 at pages Z234-
- a0 of the Preliminary Affidavit dated A0 0L
Keaping in view thee meedl ot all persons whao mizht ke bed
y riddrn or have prrronely reshreien mokility or disabibhey and/or
enoeial needs chat may heinpur their qreecsilility even Lo Mear o
i Hopme Vaceination Centroes CNHCY ], Governneend ot Tndis isits
]
letler duted o2 (12021 has qdvised all Stares/ T for prepuring a
: lute-list of all such corcnt sl henoficiaries 2l Lleir care givers and
._I
B subsoguenily  wACLIINALE w'y snch beneboares At their olave of
.-_;‘l
pusidenos LD qeliily vaccinalint  TeaEnE. Furthermore, oo
" 03.11.2021. the Government of Tndia lauached the “Har linhar
‘. dusrale Abhiyait cumpd’ g bo ensure 100 coverags of nligible
E
Lereficiaries with Brsl dose and vrecination of due bencficiaries
4 _ _ . . .
% with apcond dose of the COVI-H vaccines, Tine Leneficiaries
- _ .
oy wncrinated on The spot ot mahilized Lo

dentified by the team

L cluse vicinity, This hrings she Covid

O f one s aperatinnal it

vaccinalion Lo the door siey of a1l due heneticiarics reluding

dems with disakalities, Spol pegistration of all Lenvriciaries nod
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vaecination deses in Co-WIN I ddeor-to-door campalgr: and
throurh mobile team= 15 faalitated by the vaceinators,

Aotrue copy of letter dated G111.20210 Jov the Har Ghar Dastar

Cumpaizgn iz annexed herewith ond marked as ANNEXURE Eil.

E'.

7. Vaccination access for persons with disabilities without 1D :
iﬁf

cards: TL s most respeetbolly solbimabied than seggestions i this E:
eopardl have already been implemented. Prososwons: have besn .~

i

made for personz whn de et hasve any of che orezeribed 11} carde .

;

For availing Covid-19 vacomatons by lollosmg Peahitated Cohort H
Bematration procesz on Co-WIN, Co-WIN evsietmn provides the x

Iacilily for crcatlinon of soecial vaocination scsaions (o Lhis purpeoss
- I

TnAame

and s sescmng will have 1he Toctures of eegalralion of oy

b

many beneficiaries as are to be covered {(subject to tne limit of y
r

Ausnn capaety), without mandsoory copbareing of Maobie Numher ”
i

1 . . [

and Photo TT Card, through fachitated cobort resizsteation and all k

vaccinatinn slots n suceh zpecial zessions wall be rezervea for

varcinalion of such Caclibated eobocts [0 sy e noled that 35 cn

TR T T

G002 2022 13 total of 5B.81.979 persons without any Iz have been

i,

AN S r
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Aotrue copy of e B0OP [or COVIE-19 vaccinulion of porsons
without preseribed 1T cards throuneh Co-WTh is annexed herewilh

and marked 52 ANNEXTIRE - K2,

. Definitinn of disahility: It 15 most respretfully zabmitted that

the seipe of the MNational GOVID-18 eacenanon programme 1& to
vaccinate all eligible population, ncluding all persons with
difterent t¥pes of dizabilities. For cre purposes of the COVID-LD
vaccination programme, the definition of dizunlity under the
Rights of Povaons with Ihaabalities dct, 20016 snd the contours

thereot are Immatrerial,

Data collection of persons with disabilities: e s most
=egpecttinlly aulumiftted that rhw srope of the MNatiomal COWD 149
Vacoination Prosmamme = to facilitale  sell-registreation and
veceinacion of all «lgiblke popuolation in the shortest possible A,
taking intn consideration the nesds of vulnersble soctons of
soelely. The [ramoework for data collectiondvecording on Co-Wik
orkel s decided by fochinical groups such as NEGVAC snd

Based on scientdie necessity,

N
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10. Nodal Officers: As proviously submitled in the Prelinnnary
Affiduvit dated B0UR.EN2T, thiz suesesiion haz already bees
implemented by Lhe Government of 1+dia Je 15 most vespertfully
submitled that in ils letter daied 11.06.2021, Government of Todia
has advisad that District leees ofcer of Disabilicg!Sooa) Weltaree
departnient i# bo be considersd as desipnated Nodal Officer for the
purpose of dealing wilh indreasal of grievances of differently abld
persons in connection with COVID- 1A, Shathe will werz o close
co-nedination witly Ciiet Meaical Officer of the dusteis for the sald
PLUTE S,
et Annexure B3 at papes 20021 of Preliminuey Atiidavic dated

AOIEE0EL

11. Informetion related to COVID-19  vaccinalion  he
available in acecssible/dizabled-friendly fnrn'-nats wnid
vernapeular languages: [t is wost respectfully aulonitted Lhat the
Co-WIN public interfaes i3 available 1 L3 regional languages in
addition Lo Enzlish. [t i= also submitted that open bles of

wwurenoss materin's have besn slurer with 1he States for

Ezine Soar] f iy
ggn. . 14959
Lom Uaig: M43, 5025
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1 ~
A
co COVIL-18 vaceination may s he soughi From the mnuliple

helplines mentioned anrhior,

12. Awareness gampaigns: L most pospectiully submitted that

information on all aspects of COVTD-19 vacsination programme 1

dizeeminated by Government of Indiz and State!L s through

P
an

}J websites, print media, AV radw and televigion and also through
ather social media platforms, The Har Cthar Dastak Campaign in
particular i3 1 pan Lodia campalen which will ineroase thiy reach
ewven furtlher. Uhe Minisley has regularly prevoted the National

helpline wurnler 165 far all COV D19 velated quoeries.

13. Consent of persons with disabilities: [t is bumbly submiined
ihat the divcchinns wnd guidelhnegs celeaned by Guverpmens nf

| pelia and Ministry of Health and Funily Welfare. der 10k ey Inag

any  furcible  vaccination  withoud ohtaining consenl of the

-nc:m~r1e~.r! mndividual. Toooiw lToether humbly  subnaitied  thut

veelnaiios for CONT3-1G i= of larger pablic nkeresl in view of the

?@% "‘ﬁ;?' q&w f ‘:;r

"-'!:E'% "3' -r"-||'

A
v J%ngnmg pandemic sifuation. It is duly advizeq, advertised and
SOV

communicated through various print and acein] media platforms

hat all citizens shewn] getl vacenated and syalems and procogses
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have been designed to facilitate the same, However, no PrEVAOIL CET

be forved Lo be vacrinated szainst their wishes.

14, Exemption frum vaccination certilioates for persons with
disabilities: It :3 most wvespectiully  sobmilled that  the
Oevernment of India has nm oissucd anvy SO1s which make

carvying of viecingrion certificate mandutory for any purpese,

15, Care providers as essential workers: U is most, respectfully
submitted 1hal the Naddonal COVID-19 vaccnation srogram
edeavuurs to vaccinaln the onkire eligible populziion in the lesal
anount of time. 4y such, Oovernment of India in ire Jotcer dated
2202001 has advised all Srates/UTs to vaccinare bed sddon or
beneficiarice wirh exiremealy vestricled maobilivy  or dizability
andior epecial needs along will Ltheir care givers al their place of
restdence using molal: vaceination teams
Ref Awnexure R at page 22 of Prebminery AMiiavil dated

008, 2021,

16, Exemption from mashksifface-cover: |+ is humhly sobmiceed

/

Supmmr.' Cowr: 05 indid

Il[!g'l hl:'. 1[5'3-3.! J[
i Liake 55012005

t the practiee of using mosksfaee cover 12 in line wilh e

mandation of the WO (Waorld Henleh Organization) and
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athor prominent pubhbc health amencics globally and 1z heing

cdvocated and folluwed universally us ane af Lhe most important

mothods Lo prevent  the spread ol COVII-13 infection.

Asmnplemat o pee asvmetemalic infected person who may leel

well and arve unaware of their infectivusnesa o othors are a0

Tikely o otransmil infectione Lo others. Similarly, persons wilh

disabinitios are juet e Llkedy to get infucled with COVT1Y and

pranzmit the same arovund them s any ather person. [n siew af

the same. 1 larger puliic interest, I6is advisable hat use of

sk iaee covors be universally tollowed.
It 1 respectfully submitted

17. Vost vaccination monitoring:

sz che Adverse Twent Following Tmmumration (ARFlsy arve

memitored shrough & wellstructured & robust ALTL survelllanue

systern whieh has shoel Lhe teat of time. As per the ARFI

wacorne-recipient or hisher careuiver nn COWIN portal

;Jﬁrnugh the vaccinatar or the Districr Vi unisation Officer (DHOY

T Rl Covid-19 Waceiw Operational - Gwsdelimes avillahle ar

Mol TIPW wobsize ats
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billps: e ww . moniv gov npdfCOVIDISVaeriny OG 1 L1 apter L

pdf.

15. {oWIN app and portel to be fully accessible: It 2z most

respectfully  submitted thal Governnent of India s aleeady
implementing  [eatures in CoWIN portal 1o make 1L more
necessible to porsens with disabilitics az mentioned o ree

Preiiminery Alfidavit duted 3008 2021,

19. Counselling before vaceination: Li v humhly submitied that

Government of India has fermulated Onerztions] Guidehnes Tor
COVID-19 vavcination. As per {hese Gudelines, all benet:eiares
arc to be formed abont adverse evenls wiaeh inay necur atler
CONWI B vaceine,

Hef: Covid-19 Varcine COpzrational  Guidelives avatlable  at
WuoH W wirlizbe am:
bLLps: i s o nbw, pov andpd FCOVTDN 9V acoineOO L1 Chagler L6

pelf.

MY, Accountable assezsmentieedback of vaccination process;
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SCFs on
COVID-19 Yaccination of Persans withoul pre seribed Tdentity Cards
through CoWiN

IFdis's Matiepal Cowid 16 Macdiralien Stralegy 5 mased o scienlific and
spiileminlagical evidence snd Eauses an systemnalic end-Le end planning- Phase-l isf
rhe National Covid-19 Vacematon Slwategy was lzunched on 1dth [anuary 2021 and
fucussed ot protecung Heallo Care Wi ket s [HCWs] and Frantiine Wiorkers [FLWS).
Phase-10 was initiated Som st Mancy 24021 aad 1st April 202) i [ocussed uwn
provecung the mast wilneralle i e s lalinr mard tham 45 e s of age Lilerilisemd
fricing and Accelered Matinng] Covid-19 Wacometion Strategy canee an efferl Drom
gt May 2021 under whide COVID- 19 Vacanatan was pprned for persons [HoA4
wears cf age grouns.

L &'l these phiases, it has Been prescribe: that the bendiciary must eithet sel-regiiter
or be registored in Ceo-WIN partal and that We itentty and oigikility of Lhe
Henelioiamy be verifien] by varcinator tlrauat cne wl the liwing sever. prescribed
individual Plhota 10 Prool juiar to vaccinatinn, tamely -

i, Aacdhen Cord
it Eleriarzh Faarn Identity Czrd (EPLLY - Vorer 1D
1. Pass st
i Thrivang Lieenst
v. PANCzard
vi. TR 3mari Lacd
wit. Penswrn Dosument with phowograph.

inisTor is cogaizant of e aced [nr fcilitazng COVIG- 149 vaccinanon fae all peafle,
atd espuecially Lhe wuneralle proaps wiho nay met possess any of lhe ceven
presoribed wenlity Cards, The Wmistery Tias @50 received sevetal replesertLiang
Fram various slate IEverntesils aNl ARRCes faTpanictions reeardong COVID-19
VaLcinatice af such people whe € not have any i the srven oresceibes lentily
Cards, required Eor werihoat.an nedors vasoicalioh

Tr, ~lyis conkext, thete is noed Lu proele special vonsideraling i il re Calbe o Lasian
o e coenrey, 55 these henwtiziaries arealseal visk ol gxposure to COVITH1%nlectior
and the comsequent seqpealae amil putcomes ol the ciseage, ducleg the pandemnic,
o Fner ey may nut hava e ofcial Ploto [ rd lilee rthet Ckigens, bt COVIT-LY
Vocrination services may notbe decaced in ahsencs of Idegatity Proods.

I wiew of the abowe, Fullmwi=g procedore develnped in vonsuitation with thbe
Fechnical Zxpets, is boreby presocilbea lon prowiding varninalicr coverafe 1o T
who Jo nut possess aiy nf he seven [derdivy Lards presoripsd lu” availing COVIT
yacginating services-

i, such prouns af peopla includy nmacs lineluding sedhufsaints [rom varous
religians], priaan inmaLes, inmakes io mental Lsaich [nstitatinig, clideds an
0ld Ane Hoeaes, el side negpars, nenple tesiding i relalilitaLivn
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centres foanps ard any olber wlealiled elgib e persans, aged 10 pedrs or
mure, and nuk having any al 7o8 seven prescrbed indavidual Phoce [ Carcs.

Disteice Task For<e may idenedy such greuss of peraans inrespective dhstricls
net haneg any of e presorised individual Photo 13 Cards with assistance

twm concerned government departmascty organisaton Ll department of
mymcriby attaurs, seckal jusbice, social weltare o

The iefmimation regarding the sdentifed greaps andé the nember ol
bencfearies to be coverad, must ae rallated at “he siawe [evel and Lhe scolz
aavernIent must issee clear sbractons for implementation of thesse S0P
alut:a with the district-ovieg astimatze memom nember af deses e he
admiristered wsmp thes speoal dispensavan, s cooy of such insirwciions mast
e dlzplaved o public domain and shoulc also be cndarsed te the My,

A Kew Faalitatar may alsa be icentified lor vaclosuc g oup, 2e Xey Fuci itator
mist have a valzd and actve metnle phone and mast alsn have ol Teast one of
the seven mandated 110 cards. These coubl e oflicials of the mstitutions [both
pUiiic or prvale] wiaceh roeraally prosvics care and services 10 peopls o U
identifind  gronps, ep. Prison cfhcals for priser inmates,  Fxerifive
Caliced fSaperrncendent of and 0ld Age Fame sk

M ocliserice nodal alfice may e desipnate:d by the TITE, foz identcivalwon ol Fey
Facilizatars, areparation ul vacoiation plan, Sdentification of C¥Cs where
waccinaiinn sessions Are b be arganised, prenaratone ol vaconation schedule,
communication ol vacvioalive schedo’e to the idontili=d groupsheneticiaries
ard mobilization ol bencficiarkes a3 ger vaceinatior plan,

THswick Trmunigation QfHees TR will be cesponsible o orgasizaton o
varrinelion sessinns ALiLenuliod CFCs T previding covergge Lo rhe icens lied
Ay,

The Co LM svstem will provide the Farilivy for ceealian of apecdl vaccination
semsions I bis purjaese. The seasion wil 2ave tollawing features -

Lo lepistracon of s macy heveticiarios as are o he cwvered [Sub,ect to
the limit of session capacity], wiouol masudatary caaturirg o Mobile
Muarmber atd Phote 110 Caed, threugh fadlivated cobort registraton.

. ol wzcomatan sl n such speaial seazions will be toserved for
vaeeatian at suck Facilicated coherts.

ni. Thes tacil ny will only be available ol govereent LVCs.
v, [nfarmationswsaas nameyear of hirth (a3 pruvided by che Boneicary
and gender will be entered i che CoWIM system loF the beneliciarss.

%, The Koy Faclitator shall vecily U identity ol 2oe beaclcaries

wi. Digital vacomation certiceies £ me to be providec Lo bk e nenelieiaries,
preferably oz the Yactination Do ilsels

The Dnatricl Medal OFicer aeilk be persomacly eesoansale o crsae that the
spetial osoendation pravided thraggh these iretrnesoms, is axtemled ooty Lo
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cover sich persang wWho de nne base aey ab 2oe seven nandatec Fanto 10
§ATEs.

Vaceme doses made aveiable Tarough the Government of Ddo cnanned may
be ned Sor vacenation ot benshioares agert #7 years o mars amd he varome
dnses procwred by the State/UT Goveranent may ne used for those agel 16
voavs to 44 years,

Al tochnical protocals as prescribed in Lo Guidelines of the Mousry
rogarding vaccnAnan SEmTes and ARF] manaperrent CLo., imiss b fall e,
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1829 Annexure P-2
T.13013 01 /2018-Imm

Government of India
Minisiry of Health & Family Welfare
Immunization Division
Nirman Bhawan, New Delhi
Dated: 2Z0= January, 2021
T,

All NTAGI members/Farticipants
[As per list enclosed)

Subject: Minutes of the meeting of National Technical Advisory Group on Immunization
(NTAGI), held on 10th December, 2020 under the Chairpersonship of Secretary
[Health & Family Welfare) at Nirman Bhawan, New Delhi.

Sir/Madam,

Please find enclosed herewith the minutes of the meeting of National Technical Advisary
Group on Immunization (NTAGL), beld on 104 December, 2020 at Nirman Bhawan, New Delhi,
under the Chairpersonship of Secretary (Health & Family Welfare), for kind perusal,

Yours faithfully,
~

Enclosure; as above ""I'}Hr—r;-"/
}\J\_»)'"_"" gu|d id
(Dr MK Aggarwal)
Additional Commissioner (LIF]
011- 23062728
Copy to:

PP5 to Secretary (HEFW), MoHFW

PPS to DGHS, MoHFW

PPS to Secretary (Department of Health Research), MoHFW
PFS5 to Secretary (Department of Bio-technology), Mo3&T
PPS to ASEMD [NHM), MoHFW

PPS to )5 [RCHY, MoHFW

Dffice copy
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15t National Technical Advislr?GQup on Immunization (NTAGI)
Meeting (Through Video Conferencing)
December 10, 2020, Thursday, 12:00 PM to 2:00 PM
1% Floor Nirman Bhawan, MoHFW, New Delhi

Minutes of the Meeting

Welcome & Introduction

The 15" NTAGI meeting was held on 10™ December, 2020 at MoHFW, New Delhi under the Chairpersonship
of Shri Rajesh Bhushan, Secretary Health and Family Welfare, and Co-chairpersonship of Dr Renu Swarup,
Secretary, Department of Biotechnology. The Joint Secretary (RCH) welcomed Shri Rajesh Bhushan,
Chairperson and Dr Renu Swarup, Co-chairperson, and informed the members that due to health issues Dr
Balram Bhargava, Secretary Department of Health Research (DHR) and DG-ICMR and one of the Co-
Chairperson could not attend the meeting. The list of attendees is Annexed as Annexure-1 and agenda as
Annexure-2.

All participating NTAGI members and invited attendees had duly filled and signed the confidentiality
agreement, and declared conflict of interests (if any), and shared these with the NTAGI Secretariat. No conflict
of interest was noted.

Participants were welcomed by the Chairperson. Following a brief round of introduction, the meeting was
called to order. The following items were discussed:

Agenda Item 1: Action Taken Report on previous NTAGI meeting held on December 17, 2018

The Joint Secretary (RCH) informed the Chairperson that the last meeting of NTAGI was held on December
17, 2018. In 2019, the meeting could not be convened due to unavoidable circumstances.
Agenda Item 1.1: Action taken report on the minutes of previous meeting of the NTAGI

The Joint Secretary (RCH) presented the action taken report (ATR) based on four recommendations made in
previous NTAGI meeting (held on December 17, 2018), which is as follows: -

Japanese Encephalitis (JE) Vaccines: It was apprised that the matter on number of doses and recommended
schedule for the Universal Immunization Program (UIP) was referred to Standing Technical Sub-Committee
(STSC). In addition, STSC was requested to generate evidence on interchangeability of three JE vaccines (SA-
14-14-2, Jeev and Jenvac). It was informed that the position on recommendations will be presented in the
meeting.

Rotavirus Vaccines: It was apprised that the STSC was requested to examine the available evidence on
program implementation review (PIR) reports of Rotavac & Rotasiil, and vaccine wastage study reports of
both the vaccines. It was informed that the position on actionable points will be presented in the meeting.
Human Vaccines Interchangeability SOP: During the last NTAGI meeting, it was recommended that the Drugs
Controller General of India (DCGI) should develop a document on standard operating procedures for all
vaccine manufacturers which should include interchangeability studies to address the requirement of
immunization program. It was shared that a report on the same will be presented by the DCGI.

Global Experience on Human Vaccines Interchangeability: The members were apprised that the country
office of World Health Organization (WHQO) was requested to provide evidence on international experiences
on interchangeability of vaccines, especially JE, rotavirus, pneumococcal conjugate vaccine. In this regard, a

Page| 1



15t National Technical Advislr?Glup on Immunization (NTAGI)
Meeting (Through Video Conferencing)
December 10, 2020, Thursday, 12:00 PM to 2:00 PM
1% Floor Nirman Bhawan, MoHFW, New Delhi

report was shared by the country office of WHO which is part of the dossier (Page#94). It was reported that
at present there is no published data on interchangeability of both indigenous vaccines i.e., Rotavac &
Rotasiil. There is no safety concern for mixed RotaTeq & Rotarix schedule, another two available Rotavirus
vaccines. In case of Pneumococcal Conjugate Vaccines (PCV), product switching is not recommended,
however in case of unavailability of same type of vaccine, available product can be used. Further, it was
informed that there is no peer reviewed published information on JE vaccine interchangeability.

It was informed that the minutes of the NTAGI meeting held on December 17, 2018, were shared with the
members and no comments were received.

The minutes were formally confirmed by the NTAGI.
Agenda Item 1.2: Summary of action taken by the STSC on the NTAGI recommendations (Rotavirus and JE

vaccines)
In absence of Dr Balram Bhargava, DG ICMR and Co-chairperson NTAGI, Dr Samiran Panda, from ICMR made

a presentation on summary of action taken by STSC on the recommendations of NTAGI, concerning the
Rotavirus vaccines and JE vaccines. Members/invited attendees were informed about the existing 8 working
groups [ (i) Standing Working Group (SWG) on Immunization and Vaccine Research & Capacity Building
(IVRCB), (ii) SWG on Vaccine Preventable Disease (VPD) Surveillance, (iii) Leprosy Working Group (WG), (iv)
Cholera WG, (v) Influenza WG, (vi) JE WG, (vii) Vaccine Cost-Effectiveness WG, and (viii) COVID-19 WG)] and
2 sub-groups [ (i) Vaccine Confidence sub-group and (ii) Maternal immunization sub-group)] under the STSC.
Rotavirus Vaccines: STSC examined the Program Implementation Reports (PIRs) and vaccine wastage studies
of Rotavac and Rotasiil vaccines. It was informed that Both the vaccines have some advantages and challenges
in terms of vaccine delivery, however, efficacy of both the vaccines is not significantly different. An update
on Rotavirus vaccines Interchangeability study was provided. The study was conducted at two sites: KEM,
Pune and NICED, Kolkata. Results of the study will be shared in the next STSC meeting.
JE Vaccines: It was informed that interim recommendation on dosage and schedule of JE vaccines in Routine
Immunization (RI) and Campaigns has already been provided, which is as follows: -
e For RI, two doses of any of the three available JE vaccine formulations [LAJEV (SA-14-14-2), Jenvac, or
Jeev (3 pg per dose)], administered at 9-12 months and 16-24 months, may be used.
e For campaigns in children (1-15 years of age) as well as in adults (above 15 years), one dose of any of
the three vaccines (for Jeev, 6-ug dose) may be used.
e The NTAGI-STSC will monitor and review the evidence on implementation of the three JE vaccines
formulations and see whether there is a need for changing or adopting the interim recommendation
on dosage and schedule of JE vaccines in RI.
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ICMR was requested to conduct a study on interchangeability and head-to-head comparison of the three JE
vaccines available in India. The available data on efficacy of three JE vaccines were reviewed, which revealed
that —
e An unpublished study showed highest GMT titers after 2 doses of the vaccine from Bharat Biotech
India Limited (BBIL), followed by a mixed regimen with BBIL vaccine as prime (first dose) and SA-14-
14-2 as boost (second dose), SA-14-14-2 prime and BBIL vaccine boost, and two doses of SA-14-14-2,
in that order. However, this study included very few subjects.
A study outside India in adult subjects with IXIARO vaccine [6 pg doses; with technology transfer to
Biological E Limited (Jeev) in India] showed only 26% sero-conversion on day 56 and only 9%
seroconversion by end of 6 months. Due to ethical concerns, JE vaccine from M/s Biological E Limited
(BEL) was dropped from interchangeability study protocol. JE vaccine interchangeability study protocol
was presented in 25th NTAGI-STSC Meeting. The STSC opined that without JE vaccine from M/s BEL, the
purpose of the study will be diluted.
STSC recommendations:

e The study can start with the two vaccines other than JE vaccine from M/s BEL to avert further delay.
e JE Working Group should re-discuss and decide on exclusion or inclusion of JE vaccine from M/s BEL
(possibly with a different dose or schedule) in the study.

The Chairperson requested the NTAGI members to share their observations on the presentations.

The Chairperson, JE Working Group (JE WG), Dr Rakesh Aggarwal shared that three vaccines -- one live-
attenuated (SA-14-14-2) vaccine from China and two killed vaccines which are made in India (Jenvac by BBIL
and Jeev by BEL) — are available. The JE vaccine from BBIL has good long-term immunogenicity following a
single dose. Some data suggest that the JE vaccine from BEL has a low immunogenicity following a single-
dose, and that it requires 2 doses at an interval of 4 weeks. In the program, the first dose is administered at
9-12 months and the second dose at 16-24 months after a gap of almost 7 months. For the interchangeability
study, this has led to a concern that the children receiving this vaccine may not be fully protected in the
intervening period. For this, the WG had discussed whether the JE vaccine could be introduced at an earlier
age to align with the existing Rl program.

Some members felt that moving the JE vaccine to an earlier age may lead to an overcrowding of vaccines at
early age (1.5, 2.5 and 3.5 months), and an additional injectable vaccine at this age might trigger vaccine
hesitancy among parents. Another view was that a new time window for immunization as well as other health
interventions could be opened up.

It was highlighted that the Jeev vaccine (BEL) is being used in the immunization programme (in two states)
and its expansion in the program will be considered based on the final technical recommendations of the
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STSC. Therefore, STSC should provide its recommendations on the concerned issue for taking immediate
programmatic decisions.

One of the members expressed that the ICMR should be consulted to share its learnings from the work on
adult JE vaccination in North-East region, JE vaccine coverage in central India, and at Gorakhpur region. It was
suggested that the JE WG should also look at program implementation issues.

The Co-chairperson mentioned that interim recommendations were made on grounds of urgency and limited
supply of SA-14-14-2 JE vaccine. The JE WG was requested to relook at the issue and submit an early report.
A special meeting of the STSC will be held to come up with recommendations and send it to the Chairperson,
and a special NTAGI meeting could be convened if required. It was mentioned that a timeline of maximum 6
weeks for providing recommendations should be considered.

Decision:
Based on the discussions the NTAGI endorsed STSC recommendations on JE interchangeability study with
following points:

e There is a need for immediate recommendations from STSC for taking urgent programmatic decision
on account of a study showing low efficacy of single dose JE vaccine from M/s BEL. The JE WG is
required to deliberate on the issue in consultation with all stakeholders including Immunization
Division, National Vector Borne Disease Control Program (NVBDCP) and subject matter experts within
2 weeks of time. A report of the deliberations and specific recommendations may be presented to
NTAGI Chairperson and Co-chairpersons in 6 weeks of time.

(JE Working Group and NTAGI Secretariat)
Agenda Item 1.3: Human Vaccines Interchangeability SOP at the time of licensure
The DCGI, informed that in this regard, CDSCO has prepared a SOP no. BIV-P-23 on 09.12.2019 for review of
Clinical Trial applications including assessment of issue of Interchangeability of Human Vaccines used under

National Immunization Programme. It was explained that subject expert committee (SEC) of vaccines reviews
study design, primary and secondary endpoints, population details, result assessment criterion, study
objective, Inclusion/exclusion criteria, sample size, study assessment, statistical analysis, study endpoints
along with surrogate markers for vaccines used and assessment of interchangeability for vaccine in National
Immunization Programme at the time of approval. Based on the evaluation recommendations are finalized
as mentioned in the New Drugs and Clinical Trials Rules, 2019.

The Co-chairperson conveyed that the SOP will help in ensuring interchangeability aspect when a second
candidate vaccine targeting same vaccine preventable disease goes for review of SEC of DCGI. The SOP will
have implications on future vaccines, it should be accepted by the NTAGI.

The Chairperson noted that since the SOP has been devised by the regulator, so regulator is now bound to
comply with the SOP as and when Indian version of different vaccines come up.
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The members were informed that, it may not be applicable to trials already been completed, with regards to
particular vaccine, if it fits interchangeability, a post approval or parallel recommendation is granted.

It was emphasized that COVID-19 vaccines are developed on different platforms and many of these platforms
will be used for first time in humans. Interchangeability between different platforms need to be looked
carefully. This will be a work in a progress as new information arises with time. Addition of type of study
designs in the SOP of interchangeability of human vaccines was suggested. This may become relevant to
COVID-19 and other vaccines which may come up in future.

Decision:

The NTAGI accepted the SOP on human vaccines interchangeability, with an advice to carefully examine
feasibility of interchangeability of vaccines developed on different platforms. Further it was advised to include
possible types of study designs in the SOP of human vaccine interchangeability.

(DCGI, CDSCO)

Agenda Item 2: Follow-up actions by MoHFW on carrying out 2 recommendations made by STSC
The Joint Secretary-RCH apprised the NTAGI on STSC’s recommendations on JE vaccines and Rotavirus

vaccines.

JE Vaccines: The interim recommendations of the STSC on dosing and schedule of the three JE vaccine in
immunization program were shared with concerned stake holders- states, procurement division, and partner
agencies. Training of trainers (ToT) on recommendations on JE vaccine interchangeability have been
conducted in Orissa, Bihar, MP, Chhattisgarh, Meghalaya, and West Bengal which are undertaking JE
vaccination campaign.

Rotavirus Vaccines: Globally there are 4 manufacturers of Rotavirus vaccine- 2 offshore and 2 indigenous.
Rotavirus Vaccines in UIP: Rotavac: 25 states/UTs (covering 60% of the birth cohort); Rotasiil: 11 states/UTs
(covering 40% of the birth cohort). Due to programmatic challenges, as recognized by NTAGI-STSC, these two
vaccines are not being interchangeably used in the UIP.

Agenda Item 3: STSC Meeting Discussion and Recommendations

The Co-chairperson, Secretary, Department of Biotechnology (DBT) presented to the NTAGI, a detailed
overview of the work undertaken by the STSC over past two years. In the past two years, the STSC met seven
times and had deliberated on nine key issues: Five standing items as part of annual review [(i) VPD
Surveillance, (i) IVRCB, (iii) UIP monitoring report for South-East Asia Region-Immunization Technical Advisory
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Group (SEAR-ITAG), (iv) progress made by UIP and AEFI surveillance program, and (v) review of National
certification committee polio eradication report] and four new topics identified for discussion by stakeholders
[(i) leprosy, (ii) influenza, (iii) JE vaccines and (iv) COVID-19. Among new identified topics, work on influenza
is delayed due to COVID-19 pandemic.

Tenth SEAR-ITAG Meeting Recommendations: MR-IEAG (Measles and Rubella-Indian Expert Advisory Group)
recommendations should be fully implemented, which are as follows: -

e An evaluation of Mission Indradhanush (Ml) and Intensified Ml should be conducted.

e Lessons learned from urban immunization strengthening pilots and best practices should be
implemented.

e Multi-antigen sero-surveys should be considered to help with: (i) identification of rubella immunity
gaps in women of child-bearing age, (ii) decision-making and vaccine scheduling of Td booster doses,
(iii) monitoring the progress for achieving the hepatitis B control goal.

e Reasons for outbreaks in areas that have introduced JE vaccination should be identified and corrected.

The Members were informed that MR campaigns have been conducted in 34 states/UTs and case-based
surveillance has been implemented in all 36 states/UTs. Evaluation of M| had been conducted and the report
shows that there is increase in coverage also there is decline in deaths due to measles. Detailed report will
be shared with NTAGI-STSC once it gets approved in MoHFW. Urban immunization strengthening pilots are
undergoing in 14 cities, its report is under review, based on the learnings, interventions will be scaled up in
other cities. A sero-survey on rubella among pregnant women, recruited from six sentinel surveillance sites
in India, showed 83.4% seropositivity. Td is part of Rl at 10 years and 16 years as recommended by the NTAGI.
Hepatitis-B vaccine birth dose is regularly being monitored by the program. A very high vector density and
less than 50% JE vaccine coverage were two main reasons for outbreak in areas where JE vaccine has been
introduced.

SWG-VPD Surveillance: Existing outbreak-based, case-based surveillance data, and sentinel surveillance data
from different organizations should be integrated to get meaningful inferences.

The members were apprised that the SWG-VPD surveillance is working on framework of three vaccine
preventable diseases. Based on review, recommendations for all VPDs will be developed. This process may
take 8-12 weeks.
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STSC recommendations

e Draft a report explaining the details of mechanism, methodologies, necessary systems, data points,
manpower and support require for developing a platform/data warehouse which will help in
harmonizing data from various agencies, relevant for NTAGI.

e Capacity building of NTAGI Secretariat in terms of additional human resources & trainings.

SWG-IVRCB: Identification of gaps & priorities in vaccine related research and programme & maintaining a
database of ongoing vaccine related research and track their progress, & mapping of capacity building
opportunities. Key areas identified: (i) Maternal Immunization, (ii) Vaccine Confidence and (iii) Life course
Immunization.

STSC recommendations

e Review and Identification of the best fit for maternal Immunization into the existing ANC schedule
(4+1 visits) and WHO recommended ANC schedule (8 visits).

e Effect of maternal Tdap vaccination on the whole cell pertussis containing vaccine administered in RI.

e A PhD Program in Vaccinology, under institutions like PGI, Chandigarh & JIPMER or AlIMS, New Delhi.
Program will involve training from various mentors with a clear curriculum & outcomes. The Program
will be funded by DBT and ICMR in the form of an award or fellowship.

Leprosy WG: A working group was formed under the Chairpersonship of Dr J P Muliyil. The WG was comprised
of members from the STSC and independent subject matter experts for undertaking detailed technical review.
A report of the WG was submitted in 215t and 23™ STSC meetings. The report of the WG is going to be
presented

Vaccine Cost Effectiveness Analysis (VCEA) WG: The need to have a group which will look into SOPs for
adopting CEA for vaccines was highlighted in 23rd NTAGI-STSC Meeting. A note on convening of a working
group to consider socio-economic impact and economic cost analysis was circulated among members. A
working group on CEA of vaccine was formed under the Chairpersonship of Dr Indrani Gupta. 1st meeting of
the WG was convened on Oct 5, 2020. Overview of relevance of economic evaluation and general steps
involved in CEA were discussed.

The members were informed that CEA WG will identify best methodologies and protocol for doing CEA of
vaccines. The VCEA WG will also help in vaccine economics analysis capacity building, under the leadership
of the NTAGI. Along with vaccine CEA, risk benefit assessment was also suggested.
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COVID-19 WG: The need was felt to discuss development of COVID-19 vaccines, disease burden, program
preparedness and other technical aspects in the 24th NTAGI-STSC Meeting. A working group on COVID-19
was formed under the Chairpersonship of Dr N K Arora. Eleven WG meetings have been convened from Aug-
24 to Dec 09, 2020. Part-1 of the preliminary guidance report of the WG has been shared with the MoHFW
and NEGVAC, NITI Aayog.

Co-chairperson, Secretary-DBT, summarized that the STSC meets almost once in a quarter of a year,
proactively looks at issues which may concern the vaccine development and the uptake in the immunization
program. Working Groups have been constituted so that they can supplement and support the data which is
coming from vaccine development so that it can facilitate program implementation. She reiterated that STSC
strongly recommends capacity building of critical human resources both in terms of vaccine research aspects
and more importantly within the secretariat. As lots of research and analysis is needed for NTAGI-STSC work.

The Members felt that over a period of time the NTAGI secretariat is doing exceptional quality work under
the guidance of both the Co-chairpersons of the NTAGI-STSC. There has been substantial increase in number
of working groups. The secretariat provides techno-managerial support to all working groups, STSC and
NTAGI. Now with COVID-19, there is a clear need for strengthening of the NTAGI Secretariat in terms of extra
technical human resources and advanced trainings.

Most of the members welcomed idea of PhD in vaccinology with constructive feedback from a few other
members on research and trainings. It was explained that the idea of PhD in vaccinology program evolved
from the idea of young leaders training program, during the discussions in various STSC. It was felt that young
leaders invited for few months training may not be worth to fulfil the long-term capacity building goal of
developing future champions of vaccinology. Therefore, the idea started from young leaders and then
converted to PhD. It was also felt that in addition to PhD in vaccinology there is need of leaders in
immunization program operation, for that context internship position at NTAGI secretariat could be opened
for public health professional, who are pursuing MPH or MD for a period of 3-6 months. This will give them
operational hands.

It was mentioned that there is a need of modeling capacity building at NTAGI Secretariat. It would be
multidisciplinary and interdisciplinary training and research involving medical school, statistics, and business
school.

One of the members mentioned that IIPH has a program on MSc-PhD in health informatics. Modeling
expertise can be developed there as well. It was emphasized that the capacity building should be done
utilizing all the opportunities provided.

Suggestions were made to build capacity by conducting training and research while incorporating
multidisciplinary areas including biology of vaccination, epidemiology, mathematical modeling, and social
acceptance. It was also suggested to create research professor position for vaccine research and training of
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PhD students as it is seen in Oxford and Harvard Universities. At the end of the year, research professor can
demonstrate what research they have guided.

Emphasis was made on applied research, and alliance between the SWG-IVRCB and program divisions. As
program divisions regularly monitor the data which is collected from the field. A suggestion was made to
include a representative of NCDC in the SWG-IVRCB.

The members were informed that an external evaluation of all 11 NITAGs in WHO-SEAR countries was
conducted and It is a matter of pride that Indian NITAG and Srilanka NITAG were found one of the best
ones. It was mentioned that, these capacity building inputs will help India in becoming one of the global
leaders in field of vaccinology.

The Co-chairperson thanked the members for suggestions and mentioned that SWG-IVRCB will consider
them. Further, it was mentioned that regarding PhD in Vaccinology, DBT will proactively work with premier
institutions to come up with the program and present the progress to STSC and NTAGI.

The Chairperson thanked, Co-chairperson for comprehensive presentation and showcasing work undertaken
by different WGs.

Decisions
The NTAGI endorsed STSC recommendations on VPD surveillance and IVRCB:

e A report on mechanism, methodologies, necessary systems, data points, manpower and support
require for developing a platform/data warehouse for harmonizing data from various vaccine
preventable disease surveillance agencies may be developed in 12 weeks’ time.

(SWG-VPD Surveillance and NTAGI Secretariat)

e In view of surge in the work of NTAGI secretariat and requirements of NTAGI-STSC, a proposal for
strengthening of the NTAGI Secretariat in terms of additional human resources and advanced
trainings will be processed. Additionally, efforts will be made to establish national capacity to model
disease burden and the impact of vaccination.

(MoHFW)

e Conducting two research studies on maternal immunization: (i) Review and Identification of the best
fit for maternal Immunization into the existing ANC schedule (4+1 visits) and WHO recommended ANC
schedule (8 visits) and (ii) Effect of maternal Tdap vaccination on the whole cell pertussis containing
vaccine administered in RI.

(SWG-IVRCB, DBT, ICMR and NTAGI Secretariat)

e APhDProgram in Vaccinology, under premier institutes offering multidisciplinary and interdisciplinary
research pertaining to the domain of vaccinology is to be established. An effort must be made to
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consider capacity building of MPH & MD students on operational aspects of immunization in form of
internships at the NTAGI Secretariat.
(SWG-IVRCB, DBT, ICMR, MoHFW and NTAGI Secretariat)

Agenda 4: Report of Leprosy Working Group

The Chairperson, Leprosy WG, made a detailed presentation on work carried out by the working group.

Cardinal Observations of Leprosy Disease: Majority of the individuals heal on their own, and if there is a
lesion early on, then it is a good sign of protection. On the other hand, those with unstable immunity would
have more serious forms of the disease which leads to deformities which is the basis of the public health
burden.

Burden of Disease: Trends in new case detection top 17 countries, who were using multi drug therapy as an
attempt to eradicate leprosy, was presented. It was observed that there was not significant difference in case
of new case detection annually till 2005 in all countries, except India. In India, a sharp decline in new case
detection was observed between 2002-2005. Now at least 200,000 new cases are detected annually and
almost 5,000 cases become deformed because of leprosy.

Safety and Efficacy of MIP Leprosy Vaccine: The public health importance of leprosy rests solely on the risk
of disability and consequent physical & social handicaps. Role of a candidate vaccine can be viewed from the
following angles: a) Does the vaccine reduce disease transmission in the community? b) Does the vaccine
reduce the incidence of deformity causing types of disease? Major question is whether the MIP vaccine
prevents deformities, or at least can it prevent the more serious forms of the disease. Unfortunately, the
disease has long incubation period, usually 25 years and no study has gone that long to demonstrate
protection. No evidence supporting protection against borderline disease emanated from these studies on
MIP vaccine. Increased incidence of cases happens early on, among vaccinated, showing immunogenic
potential. When administered to borderline cases as therapy, it surprisingly showed reduction in granuloma,
redness, and other cardinal signs of leprosy disease, which implies its immunosuppressing action. It is the
opposite of what is expected from a vaccine. Based on leprosy working group deliberations and view on the
economic analysis. The working group felt that the available evidence is inconclusive to recommend
introduction of MIP vaccine in public health program.

One of the members informed about 2 major leprosy vaccine trials in India, one was along with TB and second
one was conducted in 300,000 subjects in South India. It was informed that in all leprosy vaccine trials around
the world, new cases were non-lepromatous, single patch cases were around 70-80%, multibacillary cases
were negligible.

It was mentioned that MIP vaccine is not preventing borderline or lepromatous cases. In general population,
MIP vaccine had efficacy equal or less than BCG. It was observed that MIP vaccine prevents more cases in
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contacts of leprosy patients. However, it is important to consider that less than 10% of new cases of leprosy
come from the contacts. It was highlighted that use of MIP vaccine in the program will not reduce the
incidence of leprosy cases significantly.
Decision:
e The NTAGI endorsed the findings of the STSC on MIP Leprosy vaccine and did not recommend its
inclusion in the national immunization program at this time, as the existing evidence is inconclusive
for a large-scale adoption of the MIP vaccine in the public health program.

Agenda Item 5: Preliminary Report of COVID-19 Working Group

The Chairperson, COVID-19 WG, presented a brief timeline of activities of the COVID-19 working group. The
NTAGI was informed that WG had deliberations on epidemiology of COVID-19 disease, sero-survey studies,
at risk population characteristics, sensitivity and specificity of COVID-19 testing kits, different vaccine
development platforms, immediate expectations from the COVID-19 vaccines, vaccination delivery, logistics,
data management and recipient tracking system, cold chain requirement, regulatory guidelines for vaccines,
prioritization of vaccine recipients, program preparedness for rolling out COVID-19 vaccines, preparedness of
National AEFI surveillance program for post-licensure surveillance of COVID-19 vaccines, challenges in
preparation of AEFI surveillance program, strategy for strengthening or modifying existing vaccine safety
surveillance, a framework on active AEFI/AESI surveillance system. It was informed that the COVID-19
working group had presentations from 4 manufacturers on vaccine development and trials. Discussions were
also held on serology testing kits specificity, and emergency use authorization of candidate COVID-19
vaccines.

STSC Recommendations:
e Development of new facilities having international standard bioassay assessment capacity.

Prioritization of vaccine Recipients: The NTAGI was apprised that globally accepted principles of human
wellbeing (Equal respect, National equity, Reciprocity, and Legitimacy) were used in development of priority
recipient list which has been shared with MoHFW and NITI Aayog.

STSC Recommendations on priority recipients list:

e High Risk of Exposure (Stage 1)

First Responders: Health providers; Security personnel; Municipal workers

Next line of responders: Pre-school and Primary school teachers and caregivers; Maintaining other
essential services
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e High Risk of Poor Outcome (Stage Il): Persons with age > 60 years; age > 50 years; Younger individuals

with co-morbidities
Framework for an advanced procurement agreement of COVID-19 vaccines: A suggested generic guidance
framework for advanced procurement agreement for COVID-19 vaccines by Government of India was
developed.
STSC Recommendations:

e Suggestions were made to consider vaccines that are currently under different phases of clinical trials
in India.

e A close scrutiny of pre-clinical and available clinical data indicating promising serological responses
with appropriate neutralizing vis-a-vis total antibody response to vaccine was advised.

e Consider vaccines if there were no safety signals in the early clinical data or in animal studies.

e |t was suggested that the vaccines that fulfil the programmatic feasibility considerations based on the
existing immunization infrastructure (e.g., storage, transport and administration) may be considered.

e It was mentioned that manufacturer’s capacity and delivery schedule versus the country’s/program’s
requirements also need to considered.

The Part 1 of preliminary guidance document on COVID-19 vaccine use has been shared with MoHFW and
NITI Aayog.

Discussions on Emergency Use Authorization, Compassionate Use and Other Options: The following are
important to consider: -

e Current state of the COVID-19 pandemic & associated mortality, burden on the health system and
impact on the economy.

e Country’s prowess to manufacture COVID-19 vaccines in quantities required for the India.

e Development in vaccine R&D, evaluation and readiness to enter the market.

Current state of different vaccines either developed in India or under manufacturing license (as on 7th
December 2020). COVISHIELD (S1): Bridging study (1575 received 2"¥ dose. COVAXIN (BBL): Phase | (375); Phase
[1 (390); Phase IIl (5000 received 1°t dose). Both the manufactures had submitted their dossiers for EUA.

The NTAGI was informed that deliberations were held on EUA versus compassionate use versus MEURI
(monitoring emergency use of unregistered & experimental interventions aligned with ICMR Ethics guideline
2017). It was informed that compassionate use and MEURI are for serious illness in an individual. There were
certain concerns while considering them for vaccination program for a large population. It was felt that
balance between the principals of science and accelerated vaccine rollout should be seen with lenses of public
health benefits. As vaccines will be administered to a large apparently healthy population. It was also
highlighted that at present, correlates of protection are not yet confirmed.
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Concern were raised in handling of vaccine candidates that are later on found to be ineffective or significantly
less effective or have safety concerns as they might give rise to challenges for health system as well as at
regulatory level. Concern over public trust on vaccines and immunization in general were shared. Therefore,
it is important that all regulatory guidelines are followed for EUA of a candidate COVID-19 vaccine.

It was shared that DCGI expects sufficiency of data from sufficient number of subjects (Phase Il or bridging
trial); assessment of risk-benefit ratio; durability of protection and overall discernment of Subject Expert
Committee (SEC) of DCGI.

It was mentioned that safety and adverse event monitoring in the 4-6 weeks after completing the
immunization schedule among pre-specified sample size is critical in making decision on EUA of a particular
vaccine as it is accepted globally.

Further it was informed that credibility and standing of Indian regulatory authorities are very high particularly
in context of vaccines as India has emerged as a vaccine-manufacturing hub.

Agenda of forthcoming meetings of the COVID 19 WG: A brief information on forthcoming work to be
undertaken by COVID-19 WG was presented. It included a) Finalization on approaches to: i) Emergency Use
Authorization and ii) Compassionate use or MEURI, b) vaccine specific contraindications of use of the COVID-
19 Vaccine(s), and c) Decisions on the vaccination of COVID-19 antigen and serology positive individuals.

These recommendations may change with availability of new information and change in course of SARS-CoV2
pandemic.

The following discussions were held:

e The members raised concern over considering use of COVID-19 vaccines on compassionate ground. It
was mentioned that compassionate criteria should not be used for COVID-19 disease, as it is not a
severe life-threatening illness which is looked at compassionate use of drugs. Further, it was
mentioned that vaccines will be administered in healthy people, compassionate clause is for individual
drug treatment, it should not be brought to vaccine domain. Further evidence would be needed with
time on the issue of prevention of transmission by COVID-19 vaccines.
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e Some of the members suggested to consider people with high risk of severe illness like elderly and
comorbidity should be kept bit higher in priority order above primary school teachers.

e It was suggested that COVID-19 WG should also look into community level perspective, e.g., areas
with high prevalence, how infection behaves in community group what vaccination strategy would be
needed to reduce high burden and transmission. One of the members suggested expedited guidance
on EUA as the pandemic is still ongoing.

¢ Information on identification and tracking of individual beneficiaries was solicited by members. As lot
of disinformation is floating around. It was suggested that public could be informed that it is a
complicated exercise and concisely designed, and vaccine will be freely available once it comes in the
program. It will avoid issues of disinformation. Suggestion was made for exceptional transparency to
tell everything to all the communities to every beneficiary by various channels.

Chairperson Remarks:

The Chairperson mentioned that exceptional transparency is critically important and all facts will be shared
with priority group as well as with the public at large. Further, it was mentioned that serology testing prior to
vaccination is an open question and evidence is being reviewed by the COVID-19 WG.

It was also remarked that MoHFW is actively working with State governments, databases are getting created
and uploaded on digital platform which will enable a real time tracking of every individual beneficiary.
Further, it was informed that MoHFW has formulated a communication strategy, focusing on COVID-19
vaccination in collaboration with all stakeholders and this communication strategy will be shared with State
governments in next few days. Trainings for field level functionaries, have been scheduled on communication.
It included training on how, whom and when to communicate, and how to counter disinformation and
rumors. The members were apprised that a COVID- 19 vaccine communication dashboard is being planned
and pertinent information will be placed on website as well. The work presented by the COVID-19 WG is work
in progress, an account of all the suggestions shared by the members will be undertaken.

Recommendations:

Decision:
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The NTAGI endorsed the STSC recommendations on development of bioassay assessment capacity,
suggestions on the prioritization of the vaccine recipients and suggestive framework on advanced purchase
agreement of COVID-19 vaccines with following points:

e A report on (i) emergency use authorization of COVID-19 vaccines, including informed consent
component (ii) literature review findings on conducting a serology testing prior to vaccination, and
(iii) product specific contraindications of COVID-19 vaccines may be shared with the Chairperson
and Co-chairperson in a time-bound deadline.
(COVID-19 WG and NTAGI Secretariat)
Agenda Item 6: Annual Work Plan of NTAGI 2021

The Joint Secretary RCH, shared annual work plan of the NTAGI for the year of 2021. The annual work plan
was developed in consultation with the Co-chairpersons (Secretary DBT and Secretary DHR & DG-ICMR).
Following additional activities were suggested to be included in the annual work plan of 2021:
e Adiscussion on Controlled Human Infection Model (CHIM) studies human by STSC.
e Six-monthly NTAGI meeting for expedited decisions.
e Formal documentation, presentation and publication of the experience of COVID-19 vaccine
rollout.
e Discussion on safety signals which emerge during the course of population vaccination.
e Ascertain the effectiveness of communication strategy, in terms of sustaining the demand and
debunking the vaccine rumors and disinformation.
e Vaccine hesitancy: Review the strategies to counter misinformation related to adverse events
effectively.
An updated annual work plan of 2021 has been annexed as Annexure-3.

Chairperson Remarks and Vote of Thanks

The Chairperson thanked all the participants for their invaluable contribution to all the six agenda items
considered in the meeting. He also thanked the members for approving the annual work plan (AWP) for 2021
with significant suggestions which would be incorporated in the AWP-2021 to enrich overall interventions.
Further, he mentioned that in future more frequent NTAGI meetings will be conducted and concluded the
meeting.

JS (RCH) finally proposed vote of thanks.
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List of Participants

S.No. ‘Name

‘ Designation

Chairperson

1 ‘ Shri Rajesh Bhushan

‘Secretary, Department of Health & Family Welfare

Co-chairperson

2 ‘ Dr Renu Swarup

‘Secretary, Department of Biotechnology

Core Members, Ex-officio

3 Dr Sunil Kumar Director General of Health Services

4 Ms Vandana Gurnani Additional Secretary & Mission Director, NHM
5 Dr Sujeet Singh Director, National Centre of Disease Control

6 Dr Priya Abraham Director, National Institute of Virology

Core Members, Independent Experts

7 Dr J P Muliyil Professor, CMC Vellore

8 Dr Gagandeep Kang Professor, CMC, Vellore

9 Dr Indrani Gupta Professor, Institute for Economic Growth, Delhi

10 | Dr Rakesh Aggarwal Director, JIPMER, Puducherry

11 | Dr Mathew Varghese Head of the Dept, Orthopedics, St. Stephan’s Hospital, New Delhi

12 | Dr Satinder Aneja Professor and Head, Dept. of Pediatrics, Sharda University

13 | Dr Neerja Bhatla Professor, AIIMS, New Delhi

14 | Dr M D Gupte Former Director, NIE, Chennai

15 | Dr Arun Kumar Agarwal Professor, PGI, Chandigarh

16 | Dr Lalit Dar Professor, AlIMS, New Delhi

17 | Dr Dilip Kumar Das Professor, Burdwan Medical College, Burdwan

18 | Dr Parvaiz Koul Professor, Sher-i-Kashmir Institute of Medical Sciences, Srinagar

19 | Dr Surinder Jaswal Professor, Tata Institute of Social Sciences

20 |DrFUAhmed Pro-Vice Chancellor, Khaja Bandanawaz University, Gulbarga
Liaison Members

21 | Dr Manohar Agnani Additional Secretary, MoHFW

22 Ms Preeti Pant Joint Secretary-RCH, MoHFW

23 | Dr Pradeep Haldar Advisor-RCH, MoHFW

24 | Dr M K Aggarwal Additional Commissioner-UIP, MoHFW

25 | DrV G Somani Drugs Controller General of India, CDSCO, MoHFW

Professional Organization Representatives

26 | Dr Bakul Jayant Parekh President, Indian Association of Paediatrics
27 | Dr Rajan Sharma President, Indian Medical Association
28 | Dr K Srinath Reddy President, Public Health Foundation of India

International Partners Representatives
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29 | Dr Roderico Ofrin Country Representative, WHO, India

30 | Dr Pankaj Bhatnagar National Professional Officer & Deputy Team Lead, WHO, India
31 | Mr Lugi D Aquino Chief of Health, UNICEF

32 | Dr Rija Andriamihantanirina Immunization specialist, UNICEF

33 | Dr Bhrigu Kapuria Health Specialist (Immunization), UNICEF

State Representatives

34 | Dr Arundhati Chandrashekhar | MD-NHM, Karnataka

35 | Dr B N Rajani Deputy Director, Karnataka
36 | Mr Amit Singla Secretary, Delhi
37 | Dr Monika Rana Director, Govt of NCT of Delhi
Indian Council of Medical Research
38 |Dr Samiran Panda Scientist ‘G’, ICMR, New Delhi
39 |Dr Nivedita Gupta Scientist ‘F’, ICMR, New Delhi
Department of Biotechnology
40 |Dr Alka Sharma Adviser / Scientist ‘G’, Department of Biotechnology, New Delhi
41 |Dr Jyoti Logani Scientist ‘E’, Department of Biotechnology, New Delhi
Immunization Division, MoHFW
42 | Dr Indu Grewal ‘Joint Commissioner-UIP, MoHFW
Special Invitees
43 |Ms Rekha Sharma Joint Secretary, MoHFW
44 |Dr NK Arora Chair COVID-19 Working Group, Executive Director, INCLEN International
45 | Dr Rajat Ranjan Lead Consultant, MoHFW
NTAGI Secretariat
46 |Dr Dinesh Paul Advisor-cum-Manager
47 | Dr Awnish Kumar Singh Research Analyst
Co-chairperson Apologized
48 | Dr Balram Bhargava Secretary, Department of Health Research & DG-ICMR
Member Apologized
49 | DrYK Gupta Principle Adviser THSTI-DBT
50 | DrVeena Dhawan Joint Commissioner-Immunization, MoHFW
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Agenda
Chairperson: Shri. Rajesh Bhushan, Co-chairperson: Dr Renu Swarup, Co-chairperson: Prof Balram Bhargava,
Secretary (H&FW), MoHFW Secretary DBT Secretary DHR & DG-ICMR

12:00 PM-12:05 PM

General Business

NTAGI Secretariat

Welcome and Introduction

12:05 PM-12:10 PM

Submission of minutes of the NTAGI meeting held on December 17,
2018

Chairperson and Co-chairpersons
NTAGI

Agenda no. 1: Action Taken Report

12:10 PM-12:15 PM

Agenda no. 1.1: Action taken report on the minutes of previous meeting
of NTAGI held on December 17, 2018

JS-RCH

Agenda no. 1.2: Summary of ATR on previous NTAGI recommendations
1.2.1: Dosage and schedule of JE Vaccines and plan of Interchangeability
study of JE Vaccines

1.2.2: Indigenous Rotavirus Vaccines Program Implementation Review

Co-chairpersons

Agenda no. 1.3: Human Vaccines Interchangeability SOP at the time of DCGI
licensure
Agenda no. 2: Follow-up Action on carrying out NTAGI-STSC Recommendations
12:15 PM-12:20 PM| Agenda 2: Follow-up action on STSC recommendations by MoHFW JS-RCH

2.1: JE Vaccines
2.2: Indigenous Rotavirus Vaccines

12:20 PM-12:25 PM

Discussion

NTAGI Members

Agenda no. 3: STSC Meeting Discussion and Recommendations (closed session)

12:25 PM-12:35 PM

Agenda 3.1: Vaccine Preventable Disease Surveillance

Agenda 3.2: Immunization & Vaccine Research & Capacity Building
Agenda 3.3: Introduction & Background Leprosy WG

Agenda 3.4: Introduction & Background Vaccine Cost Effectiveness
Analysis WG

Agenda 3.5: Introduction & Background COVID-19 WG

Co-chairpersons

12:35 PM-12:40 PM

Discussion

NTAGI Members

Agenda no. 4: Leprosy Vaccines (closed session)

12:40 PM-12:50 PM

Agenda 4: Report of Leprosy Working Group

Chair, Leprosy WG

12:50 PM-01:00 PM

Discussion

NTAGI Members

Agenda no. 5: COVID-19 Vaccines (closed session)

01:00 PM-01:20 PM

Agenda 5: Preliminary Report of COVID-19 Working Group

Chair, COVID-19 WG

01:20 PM-01:45 PM

Discussion

NTAGI Members

01:45 PM-01:50 PM

Recommendations

Chairperson and Co-chairpersons

Agenda no. 6: Annual Work Plan of NTAGI 2021 (closed session)

01:50 PM-01:55 PM

Agenda no. 6: Annual Work Plan of NTAGI 2021

JS-RCH

01:55 PM-02:00 PM

Concluding Remarks

Chairperson and Co-chairpersons
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Work plan of the NTAGI 2021

This document presents the activities planned by NTAGI for the year 2021

1. Scientific production

Activity 1.1: Collate, review and grade evidence on COVID-19 disease burden, COVID-19
Vaccines efficacy, safety and immunogenicity as part of COVID-19 WG work.

Activity 1.2: Daft a Final guidance document for use of COVID-19 vaccines in India as part of
COVID-19 WG work.

Activity 1.3: Develop a report explaining the details of mechanism, methodologies, necessary
systems, data points, manpower and support require for developing a platform/data
warehouse which will in harmonizing data from various agencies, so that it can help in NTAGI
work, as part of SWG-VPD Surveillance work

Activity 1.4: ldentifying the priority research areas pertaining to COVID-19 vaccines program
implementation and policy decision-making as part of Standing Working Group on
Immunization and Vaccine Research and Capacity Building (IVRCB) and COVID-19 WG work.

Activity 1.5: A cost-effectiveness modelling exercise to ascertain at what cutoff point pre-
vaccination serology may be effective as part of vaccine CEA WG and COVID-19 WG work.

Activity 1.6: Starting of PhD Programme in Vaccinology in AlIMS, New Delhi, PGI, Chandigarh or
JIPMER, Puducherry with financial support from ICMR, and DBT.

Activity 1.7: Review of the data of maternal seasonal influenza vaccination data in Maharashtra
as part of Influenza working group work.

Activity 1.8: A review of seasonal Influenza infection rates during pregnancy and its impact on
maternal mortality, morbidity and fetal outcomes as part of Maternal Immunization sub-group
work.

Activity 1.9: Identifying the priority areas of capacity building relevant to vaccine research and
immunization policy decision-making as part of Standing Working Group on Immunization and
Vaccine Research and Capacity Building (IVRCB) work.

Activity 1.10: Scoping Review on the burden of Respiratory Syncytial Virus in India as part of
Standing Working Group (SWG) on Vaccine Preventable Diseases (VPD) Surveillance and
Maternal Immunization sub-group work.

Activity 1.11: Review the surveillance data on Cholera and planned research studies on Cholera
disease and OCV as part of Cholera WG work.

Activity 1. 12: Provide guidance on research studies on program costing, cost effectiveness, cost
benefit, additional cold chain space requirement, vaccine wastage, cost for vaccination, training
and capacity building of healthcare workers, and pilot implementation of vaccines as part of
Cholera WG work and Vaccine CEA WG work.
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Activity 1.13: A brain storming workshop to discuss the issue of vaccine confidence with
different stakeholders and subject matter experts as part of vaccine confidence sub-group
work.

Activity 1.14: Review of Rotavirus interchangeability study data by NTAGI-STSC.

Activity 1.15: Review of Typhoid surveillance study and TCV implementation study data by
NTAGI-STSC.

Activity 1.16: A discussion on Controlled Human Infection Model (CHIM) studies human by
NTAGI-STSC.

Activity 1.17: Formal documentation, presentation and publication of the experience of COVID-
19 vaccine rollout by COVID-19 WG.

Activity 1.18: Discussion on safety signals which emerge during the course of population wide
COVID-19 vaccination by NTAGI-STSC.

Activity 1.19: Ascertain the effectiveness of communication strategy, in terms of sustaining the
demand and debunking the vaccine rumors and disinformation. SWG-IVRCB

Activity 1.20: Vaccine hesitancy: Review the strategies to counter misinformation related to
adverse events effectively. SWG-IVRCB

2. Strengthening the Secretariat and committee’s technical and scientific capacities

Activity 2.1: Access to multiple scientific articles databases for systematic literature review on
VPDs by Secretariat.
Activity 2.2: Recruitment of additional technical human resource for facilitation of NTAGI work.
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F. No.: BIO/MAROMO0102
Permission no.: MF/BIO/21/000001 dated DE—JAN-QZS 8

FORM CT-23
(See rules 81, B2, 83 and 84)

PERMISSION TO MANUFACTURE PHARMACEUTICAL FORMULATION OF NEW DRUG
FOR SALE OR FOR DISTRIBUTION

The Central Licensing Authority hereby grant parmission o M's Serum Institute of India Pvi. Ltd.
21272, Of. Soli Poonawalla Road, Hadapsar Pune, Maharashtra (India) - 411028 Telephone No.:
020-26602113, 26602378, 266020878 Fax: 020-26003045, 269935921 to manufacture for sale of
pharmaceutical formulation manufactured by a manufacturer specified below,

2. Details of manufacturer and its manufacturing site under this license:

' 5. | Name and address of Name and address of manufacturing site (full |

Mo | manufacturer (full name and name and address with telephone and e-mail

address with telephone and o8- | address of manufacturing sita).

___|mail address of manufacturer). | .
1. | Mis, Serum Instihle of India Pyt | M!s, Serum Institute of India Pvt. Ltd, 212/2, Of. Sali
Lid. 2122, Off. Soli Poonawala | Poonawala Foad, Hadapsar Pune, Maharashtra

Road Hadapsar Pune, Maharashira | {Indiay-=411028.

(India) ~ 411 028, Tel, No: +91-20- || Component | Manufacturing facility |

26993900, 26992113 Fax No: 491 || Drug subslance | « Bld.14, EOU,

20-26993921, « SEZ-6, First Floor

Email: sgl@seruminstitute.com Tl + SEZ-T Second Floor
Crug Product SEZ-5 Ground Floor |

I 1 =l
3. Detalls of pharmaceutical formulation;

| Name of the New drug | ChAdCx1 nCoV-19 Corona Virus Vaccine (Recombinant)
to be manufactured:
Dosage form: Sokution far Injm::lb.‘m

Presentation: Multi-dose Glass vial (10 dose- 5ml)
Route of Adminisiration: Inlramuscular

B I

Composition: Each dosa of 0.5ml of vatcine contains:

- Active Ingredients | Quandity ,
Replication- deficient chimpanzse adeno | 6 x 10" virus
virus particles encoding SARS-CoV-2 particles '
spike (S) glycoprotein*
Inactive Ingredients Quantity
L-Histidine and L-Histidine Hydrochloride | 10 mM

Sodium Chioride [35mm
Magnesium Chioride 1 1mM
Polysorbate 80 L0.1% (wiv)
Sucrose T.5% [wiv)
Ethanaol 0.5% (wiv)
EDTA Disodium Salt 0.1 mM
Water for Injection q.8. to 0.5 ml

* Produced In ganall-c.ally human embryonic kidnay (HEK) 203 cells.
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F. No.: BIO/MAS20/000102
Permission no.: MEEBIC/21,000001 dated %Jﬁﬂ-@‘Bg

Indication: [ For active immunization of individuals of 218 years old for the
| prevention of corona virua disease (COVID-19) when administerad in
|mwo doses schedule. The second dose shoukd be administered
| between 4 to 6 weeks after the first dose., However, there is data

available for administration of the second dosa up to 12 weaks after the

first dose from the overseas shudies.

Shelf life with storage | 6 months when stored at 2 1o 8 *C. Cnee opened, multi-dose vials

condition: should be used as soon 85 possible and within & hours when kept

between 2 ta 87C.

4. This is subject to the conditions prescribed in Chapter X of the New Drugs and Clinical Trials
Rules, 2019 under the Drugs and Cosmetics Act, 1940,

5. This permission is for restricled use in emergency situation for COVID-19 subject fo various
regulatory provisions.

fi. Vaccine to be supplied for immunization programme.

7. The vaccine should be suppled along with Factsheel for recipients and prescrbing
information’ Package Insert {PI).

8. The firm should provide the updated Package Inserd, Summary of Product Characteristics
(SmPC) & Factshest for ChAdOx1 nCoV-18 Corona Virus Vaccine (Recombinant)
incorporating the changes as per the Subject Expert Committes (SEC) recommeandations
dated 01.01.2021.

g, The firm should ensure thal factsheel for the vaccine recipient’his alteandant is provided prioe
o the administration of vaccine

10. The firm should dizseminate the instructions & educationzl material including factsheet, P,
SmPC, storage instructions efe. through their website prior marketing'supplies of the
product,

11. The firm should submit safety, efficacy & immunogenicity data from the ongoing clinical trials
nationally and internationally till the completion of trial.

12, The firm sheuld submit safety data including the data on AEF| and AESI, with due analysig,
every 15 days for the first bwo months & monthly thereafier till the complation of the ongoing
clirical trial in the country. Theraafter, the firm should submit the safety data as per the
provisions and Rules.

13. The firm should provide and implement India specific Risk Managament Flan.

14. The firm should submit ongoing stability (real time and accelerated) of drug substance &
drug product.

15.Each batch/lot of ChAdOx1 nCoV-18 Comona Virus Vaccine (Recombinant) shall be
released from Central Drugs Laboralory, Kasauli.

(Dr. V. G. Somani)
Place: Mew Delhi Crugs Controller General (India)
Date: 03-Jan-2021 Cenftral Licensing Authority

Lgs U ar anars | i
ta. Bensral of Hoalth Sarvigas
reiry af Health snd Femily \Wellas
Page 2 of 2 3% Bhawan, Kotla Rosd, | 7.0
Mewr Dathi- 190002
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Frequently Asked Questions on COVID-19 Vaccine

Target Group: General Public

S. Question

No. Potential response

1. |Is a COVID vaccine | Yes, vaccine trials are under different stages of
scheduled  anytime | finalization. Government of India is geared to
soon launch a vaccine for COVID 19 soon. For more

information and updates visit
www.mohfw.gov.in

2. | Will COVID 19 vaccine | Based on the potential availability of vaccines
be given to everyone |the Government of India has selected the
simultaneously priority groups who will be vaccinated on

priority as they are at higher risk.

The first group includes healthcare and
frontline workers. The second group to receive
COVID 19 vaccine will be persons over 50 years
of age and persons under 50 years with
comorbid conditions

3. |lIsitmandatorytotake | Vaccination for COVID-19 is voluntary.
the vaccine? However, it is advisable to receive the complete

schedule of COVID-19 vaccine for protecting
one-self against this disease and also to limit
the spread of this disease to the close contacts
including family members, friends, relatives
and co-workers.

4. |Will the vaccine be | Vaccines will be introduced in the country only
safe as it is being | after the regulatory bodies clear it based on its
tested and introduced | safety and efficacy.
in a short span of
time?
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Can a person
presently having
COVID-19 (confirmed
or suspected)
infection be
vaccinated?

Person with confirmed or suspected COVID-19
infection may increase the risk of spreading the
same to others at vaccination site. For this

reason, infected individuals should defer
vaccination for 14 days after symptoms
resolution.

Is it necessary for a
CovID recovered
person to take the
vaccine?

Yes, it is advisable to receive complete schedule
of COVID vaccine irrespective of past history of
infection with COVID-19. This will help in
developing a strong immune response against
the disease.

Out of the multiple

vaccines available,
how is one or more
vaccine chosen for

administration?

The safety and efficacy data from clinical trials
of vaccine candidates are examined by Drug
regulator of our country before granting the
license for the same. Hence, all the COVID-19
vaccines that receive license will have
comparable safety and efficacy.

However, it must be ensured that the entire
schedule of vaccination is completed by only
one type of vaccine as different COVID-19
vaccines are not interchangeable.

Does India have the
capacity to store the
COVID vaccine at
temperature of +2 to
+8 degree Celsius and
transport them at
required
temperature?

India runs one of the largest Immunization
programme in the world, catering to the
vaccination needs of more than 26 million
newborns and 29 million pregnant women. The
programme mechanisms are being
strengthened / geared up to effectively cater to
the country’s large and diverse population.
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9. |Will the wvaccine|Yes. The COVID 19 vaccine introduced in India
introduced in India be | will be as effective as any vaccine developed by
as effective as the|other countries. Various phases of vaccine trials
ones introduced in|are undertaken to ensure its safety and
other countries? efficacy.

10. | How will know if lam | In the initial phase, COVID 19 vaccine will be
eligible for | provided to the priority group- Health Care and
vaccination? Front-line workers.

The 50 plus age group may also begin early
based on vaccine availability.

The eligible beneficiaries will be informed
through their registered mobile number
regarding the Health Facility where the
vaccination will be provided and the scheduled
time for the same. This will be done to avoid
any inconvenience in registration and
vaccination of beneficiaries.

11. | Can a person get the | No, registration of beneficiary is mandatory for

COVID-19 vaccine
without registration
with Health

Department?

vaccination for COVID 19. Only after
registration the information on the session site
to visit and time will be shared with the
beneficiary.
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12. | What documents are | Any of the below mentioned ID with Photo may
required for | be produced at the time of registration:
registration of eligible e Aadhar Card
beneficiary? e Driving License

e Health Insurance Smart Card issued
under the scheme of Ministry of Labour

e Mahatma Gandhi  National Rural
Employment Guarantee Act (MGNREGA)
Job Card

e Official identity cards issued to
MPs/MLAs/MLCs

e PAN Card

e Passbooks issued by Bank/Post Office

e Passport

e Pension Document

e Service Identity Card with photograph
issued to employees by Central/ State
Govt./ PSUs/Public Limited Companies

e VoterID

e Smart card issued by RGl under NPR

13. | Will a Photo / ID be|The Photo ID produced at the time of
required at the time | registration must be produced and verified at
of registration? the time of vaccination.

14. | If a person is not able | Photo ID is a must for both registration and
to produce Photo ID |verification of beneficiary at session site to
at the session site, | ensure that the intended person is vaccinated.
whether s/he be
vaccinated or not?

15. | How will the | Following online registration, beneficiary will
beneficiary  receive | receive SMS on their registered mobile number
information about | on the due date, place and time of vaccination.
due date of

vaccination?
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16.

Will vaccinated
beneficiaries receive
information on the
status of their
vaccination after
completion?

Yes. On getting due dose of COVID 19 vaccine,
the beneficiary will receive SMS on their
registered mobile number.

After all doses of vaccine are administered, a
QR code based certificate will also be sent to
the registered mobile number of the
beneficiary.

17.

If one is taking
medicines for
illnesses like Cancer,
Diabetes,
Hypertension etc, can
s/he take the COVID-
19 vaccine?

Yes. Persons with one or more of these
comorbid conditions are considered high risk
category. They need to get COVID -19
vaccination.

18.

Are there any
preventive measures
and precautions that
one needs to follow at
the session site?

We request you to rest at the vaccination
centre for atleast half an hour after taking the
COVID-19 vaccine. Inform the nearest health
authorities / ANM / ASHA in case you feel any
discomfort or uneasiness subsequently.

Remember to continue following key COVID
Appropriate Behaviours like wearing of mask,
maintaining hand sanitization and physical
distance (or 6 feet or Do Gaj).

19.

What
possible
from
vaccine?

about the
side-effects
COVID-19

COVID Vaccine will be introduced only when
the safety is proven. As is true for other
vaccines, the common side effects in some
individuals could be mild fever, pain, etc. at the
site of injection.

States have been asked to start making
arrangements to deal with any Covid-19
vaccine-related side-effects as one of the
measures towards safe vaccine delivery among
masses.
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20. | How many doses of | Two doses of vaccine, 28 days apart, need to be
the vaccine would [taken by an individual to complete the
have to be taken by |vaccination schedule.
me and at what
interval?

21. | When would | Protective levels of antibodies are generally

antibodies develop?
After taking first dose,
after taking second
dose, or much later?

developed two weeks after receiving the 2"
dose of COVID-19 vaccine.
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Frequently Asked Questions on COVID-19 Vaccine

Target Group: Healthcare providers / Frontline workers

Question

Potential response

1. Why am | being
chosen for COVID 19
vaccine?

Government of India has prioritised the most at
risk/high risk groups which will get the vaccine
first. Healthcare providers have led the battle
against COVID 19 from the front. The
government wantsyou to be able to continue
your work, without the fear of risk associated
with the virus. Therefore, healthcare and
frontline workers are among the first group of
people to be vaccinated in the country.

2. What are the groups
to be vaccinated in
the first phase?

Based on the potential availability of vaccines the
Government of India has selected the priority
groups who will be vaccinated on priority as they
are at higher risk.

The first group includes healthcare workers
because they are at high risk of contracting the
infection and protecting them helps to sustain
essential health services. The vaccination of
frontline workers will help in reducing the
societal and economic impact by reducing COVID-
19 mortalities. The next group to receive COVID
19 vaccine will be persons over 50 years of age
and persons under 50 years with comorbid
conditions because there is high mortality in this
category.

The reason for including more than 50 years of
age group for vaccination is that it will be able to
cover 78% of persons having co-morbidities and
thereby reduce mortality on account of COVID-
19.
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More than 50 years of age group is divided into
two sub groups. One sub group is 60 years and
above, they will be vaccinated first. Second sub-
group is between 50 to 60 years age group, they
will be vaccinated after the first sub group is
covered.

The vaccination may not be sequential. It can go
in parallel for all beneficiaries depending on the
availability of the vaccine.

Will my family
members also be
given the vaccine?

Due to the limited vaccine supply in the initial
phase, it will first be provided to people who are
at higher risk of contracting COVID-19. In
subsequent phases the COVID 19 vaccine will be
made available to all others in need of the same.

Is this vaccine safe?

Yes. Safety and efficacy of vaccine will be ensured
through various phases of vaccine trials and only
then a vaccine will be introduced.

Does one need to
follow preventive
measures such as
wearing a mask,
hand sanitization,
social distancing
after receiving the
COVID 19 vaccine?

Even after receiving the COVID 19 vaccine, we
must continue taking all precautions like use of
face cover or masks, hand sanitization and
maintain distancing (6 feet or Do Gaj). These
behaviours must be followed both at the session
site and in general.

Are there any
common side-
effects of this
vaccine?

The COVID 19 vaccine will be safe and effective
but may have minor side effects like fever, pain,
etc. at the injection site. These effects can
happen in any vaccine.
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@ For the use only of a Registered Medical Practitioner or a Hospital or a Laboratory.

ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant)

COVISHIELD®

1 NAME OF THE MEDICINAL PRODUCT
COVISHIELD™
ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant)
2 QUALITATIVE AND QUANTITATIVE COMPOSITION
One dose (0.5 ml) contains:
ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant)  5x 1010 viral particles (vp)
*Recombinant, replication-deficient chimpanzee adenovirus vector encoding the SARS-CoV-2 Spike (S) glycoprotein.
Produced in genetically modified human embryonic kidney (HEK) 293 cells.
This product contains genetically modified organisms (GMOs).
For the full list of excipients, see section 6.1.
Both COVISHIELD™ (manufactured by Serum Institute of India Pvt Ltd) and COVID-19 Vaccine AstraZeneca (manufactured
by AstraZeneca) are ChAdOx1 nCoV- 19 Corona Virus Vaccines (Recombinant).
3 PHARMACEUTICALFORM
Solution for injection
The solution is colourless to slightly brown, clear to slightly opaque and particle free with a pH of 6.6.
4 CLINICAL PARTICULARS
4.1 Therapeutic indications
COVISHIELD™ is indicated for active immunisation of individuals =18 years old for the prevention of coronavirus disease
2019 (COVID-19).
4.2 Posology and method of administration
Posology
COVISHIELD™ vaccination course consists of two separate doses of 0.5 ml each. The second dose should be administered
between 4 to 6 weeks after the first dose. However, there is data available for administration of the second dose up to 12
weeks after the first dose from the overseas studies (see section 5.1).
It is recommended that individuals who receive a first dose of COVISHIELD™ complete the vaccination course with
COVISHIELD™ (see section 4.4).
Special populations
Elderly population
Efficacy and safety data are currently limited in individuals > 65 years of age (see sections 4.8 and 5.1). No dosage
adjustment is required in elderly individuals > 65 years of age.
Paediatric population
The safety and efficacy of COVISHIELD™ in children and adolescents (aged <18 years old) have not yet been established.
No data are available.
Method of administration
COVISHIELD™is for intramuscular (IM) injection only, preferably in the deltoid muscle.
For instructions on administration, see section 6.6.
4.3 Contraindications
Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.
4.4 Special warnings and special precautions for use
Hypersensitivity
As with all injectable vaccines, appropriate medical treatment and supervision should always be readily available in case
of an anaphylactic event following the administration of the vaccine.
Concurrent illness
As with other vaccines, administration of COVISHIELD™ should be postponed in individuals suffering from an acute severe
febrile illness. However, the presence of a minor infection, such as cold, and/or low-grade fever should not delay
vaccination.
Thrombocytopenia and coagulation disorders
As with other intramuscular injections, COVISHIELD™ should be given with caution to individuals with thrombocytopenia,

any coagulation disorder or to persons on anticoagulation therapy, because bleeding or bruising may occur following an
intramuscular administration in these individuals.

Immunocompromised individuals

It is not known whether individuals with impaired immune responsiveness, including individuals receiving
immunosuppressant therapy, will elicit the same response as immunocompetent individuals to the vaccine regimen.
Immunocompromised individuals may have relatively weaker immune response to the vaccine regimen.

Duration and level of protection

The duration of protection has not yet been established.

As with any vaccine, vaccination with COVISHIELD™ may not protect all vaccine recipients (See section 5.1).
Interchangeability

No data are available on the use of ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant) in persons that have previously
received partial vaccine series with another COVID-19 vaccine.

4.5 Interaction with other medicinal products and other forms of interaction

No interaction studies have been performed.

Concomitant administration of COVISHIELD™ with other vaccines has not been studied (see section 5.1)

4.6 Fertility, pregnancy and lactation

Fertility

Preliminary animal studies do not indicate direct or indirect harmful effects with respect to fertility.

Pregnancy

There is a limited experience with the use of ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant) in pregnant women.
Preliminary animal studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryofetal
development, parturition or postnatal development; definitive animal studies have not been completed yet. The full
relevance of animal studies to human risk with vaccines for COVID-19 remains to be established.

Administration of COVISHIELD™ in pregnancy should only be considered when the potential benefits outweigh any
potential risks for the mother and fetus.

Breastfeeding
It is unknown whether COVISHIELD™ is excreted in human milk.

4.7 Effectson ability to drive and use machines

ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant) has no or negligible influence on the ability to drive and use
machines. However, some of the adverse reactions mentioned under section 4.8 may temporarily affect the ability to
drive or use machines.

4.8 Undesirable effects

Overall summary of the safety profile from the Overseas studies:

The overall safety of COVID-19 Vaccine AstraZeneca [ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant)] is based on
an interim analysis of pooled data from four clinical trials conducted in the United Kingdom, Brazil, and South Africa. At
the time of analysis, 23,745 participants 218 years old had been randomised and received either COVID-19 Vaccine
AstraZeneca or control. Out of these, 12,021 received at least one dose of COVID-19 Vaccine AstraZeneca. The median
duration of follow-up in the COVID-19 Vaccine AstraZeneca group was 105 days post dose 1, and 62 days post dose 2.
Demographic characteristics were generally similar among participants who received COVID-19 Vaccine AstraZeneca and
those who received control. Overall, among the participants who received COVID-19 Vaccine AstraZeneca, 90.3% were
aged 18 to 64 years and 9.7 % were 65 years of age or older. The majority of recipients were White (75.5%), 10.1% were
Black and 3.5% were Asian; 55.8% were female and 44.2% male.

The most frequently reported adverse reactions were injection site tenderness (>60%); injection site pain, headache,
fatigue (>50%); myalgia, malaise (>40%); pyrexia, chills (>30%); and arthralgia, nausea (>20%). The majority of adverse
reactions were mild to moderate in severity and usually resolved within a few days of vaccination. By day 7 the incidence
of subjects with at least one local or systemic reaction was 4% and 13%, respectively. When compared with the first dose,
adverse reactions reported after the second dose were milder and reported less frequently.

Adverse reactions were generally milder and reported less frequently in older adults (265 years old).

If required, analgesic and/or anti-pyretic medicinal products (e.g. paracetamol-containing products) may be used to
provide symptomatic relief from post-vaccination adverse reactions.

Adverse drugreactions

Adverse drug reactions (ADRs) are organised by MedDRA System Organ Class (SOC). Within each SOC, preferred terms are
arranged by decreasing frequency and then by decreasing seriousness. Frequencies of occurrence of adverse reactions
are defined as: very common (21/10); common (>1/100 to <1/10); uncommon (>1/1,000 to <1/100); rare (>1/10,000 to
<1/1000); very rare (<1/10,000) and not known (cannot be estimated from available data).

Table 1-Adverse drug reactions

MedDRA SOC Frequency Adverse reactions
Blood and lymphatic system disorders Uncommon Lymphadenopathy?
Metabolism and nutrition disorders Uncommon Decreased appetite?
Nervous system disorders Very common Headache
Uncommon Dizziness?
Gastrointestinal disorders Very common Nausea
Common Vomiting
Uncommon Abdominal pain?
Skin and subcutaneous tissue disorders Uncommon Hyperhidrosisa?, pruritisa?, rash?

Musculoskeletal and connective tissue disorders Very common Myalgia, arthralgia

General disorders and administration
site conditions

Very common Injection site tenderness, injection
site pain, injection site warmth,
injection site erythema, injection
site pruritus, injection site swelling,
injection site bruising®, fatigue,
malaise, pyrexia€, chills

Common Injection site induration,
influenza like illness@

aUnsolicited adverse reaction
b |njection site bruising includes injection site haematoma (uncommon, unsolicited adverse reaction)
¢ Pyrexia includes feverishness (very common) and fever >38°C (common)

Very rare events of neuroinflammatory disorders have been reported following vaccination with COVID 19 Vaccine
AstraZeneca. Acausal relationship has not been established.

Overall summary of the safety profile from the Indian study:

COVISHIELD™was also safe and well tolerated in the phase II/11l clinical trial in India. An interim analysis included data of
all 1600 participants who received first dose [1200 in COVISHIELD™ group, 100 in Oxford/AZ-ChAdOx1 nCoV-19 vaccine
group and 300 in Placebo group]. This interim analysis includes data collected until 14 Dec 2020 of all 1600 participants
who received first dose and 1577 participants who received second dose.

Demographic characteristics were generally similar among participants across the three groups. Overall, among the
participants who received COVISHIELD™, 87.33% were aged 18 to 59 years and 12.67% were 60 years of age or older.
Overall, the incidence of solicited reactions (injection site reactions such as pain, tenderness, redness, warmth, itch,
swelling and induration; and systemic reactions include fever, chills, fatigue, malaise, headache, arthralgia and
myalgia), unsolicited adverse events and serious adverse events (SAEs) was comparable in the study and control groups.
No causally related SAE was caused by the study vaccine.

4.9 Overdose
Experience of overdose is limited.

There is no specific treatment for an overdose with ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant). In the event
of an overdose, the individual should be monitored and provided with symptomatic treatment as appropriate.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Mechanism of action

COVISHIELD™ is a monovalent vaccine composed of a single recombinant, replication-deficient chimpanzee adenovirus
(ChAdOx1) vector encoding the S glycoprotein of SARS-CoV-2. Following administration, the S glycoprotein of SARS-CoV-2
is expressed locally stimulating neutralizing antibody and cellular immune responses.

Efficacy and immunogenicity data from the Overseas studies:

Clinical efficacy

Interim analysis of pooled data from COV001, COV002, COV003, and COV005

COVID-19 Vaccine AstraZeneca [ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant)] has been evaluated based on an
interim analysis of pooled data from four on-going randomised, blinded, controlled trials: a Phase 1/11 Study, COV001
(NCT04324606), in healthy adults 18 to 55 years of age in the UK; a Phase I1/11I Study, COV002 (NCT04400838), in adults
218 years of age (including the elderly) in the UK; a Phase Ill Study, COV003 (ISRCTN89951424), in adults >18 years of age
(including the elderly) in Brazil; and a Phase I/1I study, COV005 (NCT04444674), in adults aged 18 to 65 years of age in
South Africa. The studies excluded participants with history of anaphylaxis or angioedema; severe and/or uncontrolled
cardiovascular, gastrointestinal, liver, renal, endocrine/metabolic disease, and neurological illnesses; as well as those
with immunosuppression. In studies COV001 and COV002, licensed seasonal influenza and pneumococcal vaccinations
were permitted (at least 7 days before or after their study vaccine). All participants are planned to be followed for up to
12 months, for assessments of safety and efficacy against COVID-19 disease.

Based on the pre-defined criteria for interim efficacy analysis, COV002 and COV003 exceeded the threshold of >5
virologically confirmed COVID-19 cases per study and therefore contributed to the efficacy analysis; COV001 and COV005
were excluded.

In the pooled analysis for efficacy (COV002 and COV003), participants >18 years of age received two doses of COVID-19
Vaccine AstraZeneca (N=5,807) or control (meningococcal vaccine or saline) (N=5,829). Because of logistical constraints,
the interval between dose 1 and dose 2 ranged from 4 to 26 weeks.

Baseline demographics were well balanced across COVID-19 Vaccine AstraZeneca and control treatment groups. Overall,
among the participants who received COVID-19 Vaccine AstraZeneca, 94.1% of participants were 18 to 64 years old (with
5.9% aged 65 or older); 60.7% of subjects were female; 82.8% were White, 4.6% were Asian, and 4.4% were Black. Atotal of
2,070 (35.6%) participants had at least one pre-existing comorbidity (defined as a BMI > 30 kg/m?2, cardiovascular
disorder, respiratory disease or diabetes). At the time of interim analysis the median follow up time post-dose 1 and post-
dose 2 was 132 days and 63 days, respectively.

Final determination of COVID-19 cases were made by an adjudication committee, who also assigned disease severity
according to the WHO clinical progression scale. A total of 131 participants had SARS-CoV-2 virologically confirmed (by
nucleic acid amplification tests) COVID-19 occurring 215 days post second dose with at least one COVID-19 symptom
(objective fever (defined as 237.8°C), cough, shortness of breath, anosmia, or ageusia) and were without evidence of
previous SARS-CoV-2 infection. COVID-19 Vaccine AstraZeneca significantly decreased the incidence of COVID-19
compared to control (see Table 2a).

Table 2a- COVID-19 Vaccine AstraZeneca efficacy against COVID-19*

COVID-19 Vaccine
Control
AstraZeneca
Population N Number of N Number of Vaccine efficacy %
COVID-19 COVID-19 (95.84% Cl)
casesb, n (%) casesb, n (%)
Primary (see above) 5807 5829
COVID-19 cases 30 (0.52) 101 (1.73) 70.42
(58.84, 80.63)2
Hospitalisations® 0 5 (0.09)
Severe disease® 0 1(0.02)
Any dose 10,014 10,000
COVID-19 cases after dose 1 108 (1.08) 227 (2.27) 52.69
(40.52, 62.37)d
Hospitalisations after dose 1P 2 (0.02)¢ 16 (0.16)
Severe disease after dose 1¢ 0 2 (0.02)

N = Number of subjects included in each group; n = Number of subjects having a confirmed event; Cl = Confidence
Interval; * This is a pooled data of LDSD + SDSD regimen with second dose given at dose intervals ranging from 4 to 12
weeks. LD - Low Dose, SD - Standard Dose.

295.84% Cl; b wHo severity grading >4; WHO severity grading 26; d g5y Cl; © Two cases of hospitalisation occurred on
Days 1 and 10 post vaccination.

Table 2b - COVID-19 Vaccine AstraZeneca efficacy against COVID-19

COVID-19 Vaccine Control
AstraZeneca
Population N Number of N Number of Vaccine efficacy %
COVID-19 CovID-19 (95.84% CI)
cases, n (%) cases, n (%)
Primary analysis population
Overall 5807 30 (0.52) 5829 101 (1.73) 70.42
(SDSD + LDSD) (58.84, 80.63)
Licensing regimen
SDSD 4440 27 (0.61) 4455 71 (1.59) 62.10
(39.96, 76.08)
Exploratory analysis
LDSD 1367 3(0.22) 1374 30 (2.18) 90.05
(65.84, 97.10)

= Number of subjects included in each group; n = Number of subjects having a confirmed event; Cl = Confidence
Interval; LD = Low dose; SD = Standard dose
Table 2c - COVID-19 Vaccine AstraZeneca efficacy against COVID-19 by Dose Interval (SDSD)

Dose Participants with events, n (%) Vaccine 95% CI (%) P-value

interval efficacy

AZD1222 Control %

n/N (%) n/N (%)
< 6 weeks 9 /1702 (0.53) 19 /1698 (1.12) 53.28 (-3.21, 8.86) 0.060
6-8 weeks 5/ 562 (0.88) 9 /521 (1.73) 51.08 (-45.57, 3.56) 0.199
9-11 weeks 9 /1056 (0.85) 24 /1110 (2.16) 60.55 (15.23, 81.64) 0.017
> 12 weeks 471120 (0.36) 19 /1126 (1.69) 78.79 (37.63, 92.79) 0.005

The level of protection gained from single dose of COVID-19 Vaccine AstraZeneca was assessed in an exploratory analysis
that included participants who had received one dose. Participants were censored from the analysis at the earliest time
point of when they received a second dose or at 12 weeks post-dose 1. In this population, vaccine efficacy from 22 days
post dose 1 was 73.00% (95% Cl: 48.79; 85.76 [COVID-19 Vaccine AstraZeneca 12/7,998 vs control 44/7,982]).

Exploratory analyses showed that increased immunogenicity was associated with a longer dose interval (see
Immunogenicity  Table 3). Efficacy is currently demonstrated with more certainty for dose intervals from 8 to 12 weeks
and a similar trend for efficacy. Data for intervals longer than 12 weeks are limited.

Participants who had one or more comorbidities had a vaccine efficacy of 73.43% [95% Cl: 48.49; 86.29]; 11 (0.53%) vs 43
(2.02%) for COVID 19 Vaccine AstraZeneca (N=2,070) and control (N=2,113), respectively; which was similar to the
vaccine efficacy observed in the overall population.

The number of COVID-19 cases (2) in 660 participants > 65 years old were too few to draw conclusions on efficacy.
However, in this subpopulation, immunogenicity data are available, see below.

Immunogenicity

Following vaccination with COVID-19 Vaccine AstraZeneca, in participants who were seronegative at baseline,
seroconversion (as measured by a 24 fold increase from baseline in S-binding antibodies) was demonstrated in 298% of
participants at 28 days after the first dose and >99% at 28 days after the second. Higher S-binding antibodies were
observed with increasing dose interval (Table 3).

Generally similar trends were observed between analyses of neutralising antibodies and S-binding antibodies. An
immunological correlate of protection has not been established; therefore, the level of immune response that provides
protection against COVID-19 is unknown.

Table 3 - SARS CoV-2 S-binding antibody response to COVID-19 Vaccine AstraZeneca a,b

Baseline 28 days after dose 1 28 days after dose 2
Population GMT GMT GMT
(95% CI) (95% CI) (95% CI)
Overall (N=882) (N=817) (N=819)
57.18 8386.46 29034.74
(52.8, 62.0) (7758.6, 9065.1) (27118.2, 31086.7)

Dose Interval

(N=481) (N=479) (N=443)

< 6 weeks 60.51 8734.08 22222.73
(54.1, 67.7) (7883.1, 9676.9) (20360.50, 24255.3)

(N=137) (N=99) (N=116)

6-8 weeks 58.02 7295.54 24363.10
(46.3, 72.6) (5857.4, 9086.7) (20088.5, 29547.3)

(N=110) (N=87) (N=106)

9-11 weeks 48.79 7492.98 34754.10
(39.6, 60.1) (5885.1, 9540.2) (30287.2, 39879.8)

(N=154) (N=152) (N=154)

212 weeks 52.98 8618.17 63181.59
(44.4, 63.2) (7195.4, 10322.3) (55180.1, 72343.4)

N = Number of subjects included in each group; GMT = Geometric mean titre; Cl = Confidence interval; S = Spike
2 Immune response evaluated using a multiplex immunoassay. b in individuals who received two recommended doses of
vaccine.

The immune response observed in participants with one or more comorbidities was consistent with the overall
population.

High seroconversion rates were observed in older adults (265 years) after the first (97.8% [N=136, 95% Cl: 93.7; 99.5]) and
the second recommended dose (100.0% [N=111, 95% Cl: 96.7; NE]). The increase in S-binding antibodies was numerically
lower for participants >65 years old (28 days after second dose: GMT=20,727.02 [N=116, 95% Cl: 17,646.6; 24,345.2])
when compared to participants aged 18-64 years (28 days after second dose: GMT=30,695.30 [N=703, 95% Cl: 28,496.2;
33,064.1]). The majority of participants 65 years old had a dose interval of <6 weeks, which may have contributed to the
numerically lower titres observed.

In participants with serological evidence of prior SARS-CoV-2 infection at baseline (GMT=13,137.97 [N=29; 95% Cl:
7,441.8; 23,194.1]), S-antibody titres peaked 28 days after dose 1 (GMT=175,120.84 [N=28; 95% Cl: 120,096.9;
255,354.8).

Spike-specific T cell responses as measured by IFN-Y enzyme-linked immunospot (ELISpot) assay are induced after a first
dose of COVID-19 Vaccine AstraZeneca. These do not rise further after a second dose.

Immunogenicity data from the Indian study:

GMTs of IgG antibodies against spike (S) protein were comparable between the groups at baseline - Day 1. GMTs increased
significantly after each dose of vaccine in both the groups and were comparable. There was 100% seroconversion in both
the groups on Day 57. The immunogenicity data indicates that COVISHIELD is comparable in terms of anti-S IgG antibody
titers and seroconversion rates to Oxford/AZ-ChAdOx1 nCoV-19 vaccine (see Tables 4 and 5).

Table 4 Summary of Anti-S IgG antibodies

Timepoint Statistic COVISHIELD™ Oxford/AZ-ChAdOx1 nCoV-19
(N=291) (N=97)
n (%) n (%)
n 291 97
Baseline GMT 95.4 80.7
95% Cl (77.8, 117.0) (59.0, 110.4)
n 289 97
Visit 3 - Day 29 (+14) GMT 9988.1 6738.5
95% ClI (8395.0, 11883.7) (4880.4, 9304.1)
n 140 46
Visit 4 - Day 57 (+14) GMT 33331.6 33263.6
95% Cl (27756.0, 40027.2) (24383.1, 45378.3)

Table 5 Summary of Proportion of Participants with Seroconversion for Anti-S IgG Antibodies

Timepoint COVISHIELD™ Oxford/AZ-ChAdOx1 nCoV-19
(N=291) (N=97)
n (%) n (%)
95(%) CI 95(%) CI
- 279 (96.5 89 (91.8
Visit 3 - Day 29 (+14) (93.7( 98.3)) (84.‘1, 96.11)
L 140 (100.0) 46 (100.0)
Visit 4 - Day 57 (+14) (97.4, 100.00) (92.3, 100.0)

5.2 Pharmacokinetic properties
Not applicable.

5.3 Preclinical safety data
Toxicity and local tolerance studies

Non-clinical data reveal no special hazard for humans based on a conventional study of repeat dose toxicity. Animal
studies into potential toxicity to reproduction and development have not yet been completed.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients
L-Histidine
L-Histidine hydrochloride monohydrate
Magnesium chloride hexahydrate
Polysorbate 80
Ethanol
Sucrose
Sodium chloride
Disodium edetate dihydrate (EDTA)
Water for injection

(The names of inactive ingredients may vary according to geographical region)

6.2 Incompatibilities

In the absence of compatibility studies, this vaccine must not be mixed with other medicinal products.

6.3 Shelf-life

The expiry date of vaccine is indicated on the label and packaging.

Once opened, multi-dose vials should be used as soon as practically possible and within 6 hours when kept between
+2°C and +25°C. All opened multidose vials of COVISHIELD™ should be discarded at the end of immunization session or
within six hours whichever comes first.

6.4 Special precautions for storage

Storein arefrigerator (+2°C to +8°C).

Do not freeze. Protect from light.

Opened multidose vial

For storage conditions after first opening of the medicinal product, see section 6.3.

6.5 Nature and contents of container

COVISHIELD™ is supplied as ready for use liquid in rubber-stoppered multidose vial and single dose vial in below listed
presentations

1dose - 0.5 ml per vial

2 dose - 1.0 ml per vial

5dose - 2.5 ml per vial

10 dose - 5.0 ml per vial

20dose - 10 ml per vial

6.6 Instructions for use, handling and disposal

Administration

COVISHIELD™ s a colourless to slightly brown, clear to slightly opaque solution. The vaccine should be inspected visually
prior to administration and discarded if particulate matter or differences in the described appearance are observed.

Do not shake the vial.

Each vaccine dose of 0.5 ml is withdrawn into a syringe for injection to be administered intramuscularly. Use a separate
sterile needle and syringe for each individual. It is normal for liquid to remain in the vial after withdrawing the final dose.
The vaccine does not contain any preservative. Aseptic technique should be used for withdrawing the dose for
administration.

Once opened, multi-dose vials should be used as soon as practically possible and within 6 hours when kept between +2°C
and +25°C. Discard any unused vaccine.

To facilitate the traceability of the vaccine, the name and the batch number of the administered product must be
recorded for each recipient.

Disposal

COVISHIELD™ contains genetically modified organisms (GMOs). Any unused vaccine or waste material should be disposed
of in accordance with local requirements. Spills should be disinfected with an appropriate antiviral disinfectant (e.g.
Hydrogen peroxide based disinfectants).

Marketed by:

SERUM INSTITUTE LIFE SCIENCES PVT. LTD.
401, Sarosh Bhavan, 16-B/1, Dr. Ambedkar Road,
Pune - 411 001, INDIA
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ETHAT o &, 3eTdt ofY T 3Ty UTARETT &7 aTel o9l & TaTeT &1 SYhTaoT fohT STt & 1k oY gaTTaemtiRar 3R o1 &
AT Telt Teaft| &het UTcRaT &7 arel @Il 3 TG EIbTehyoT | 9T & Ufet it 3RT & goretm 3 &o Tectt &1

AT T Teot 1 rafer AR FwR

e & Aty 319f qw wnfid 79 gs B

3= EhT & TAA &, § Tl & Diiaefiesd H EBIHI0T e dTel X Il UTehd! Pl difas-19 ¥ FI&T = el (WS
5.1&d)|

&Y 37T 39T THR & EIh HT FAIAT SATAT

31 egfehal 3 ChAdOX1 nCoV- 19 BRIT AR &b (- HATSTeh) & STANT & AR 3 PIS STAPRT STA el & [olee
Ueol foRelY 31T IS -19 €1k A 37T T A EXhTehioT o a1 2|

4.5 37 RfFT 3cael & T RER Fo7a 3R w7 w A yama
Zar3it/Eept & TREWR YT WR hIS T A [har a7 ¢
FifAefies™ o1 37 Spl & ATY STIMT ST W PIS AT €T fhaT 137 § (TS 5.1 W) |

4.6 TSI 4T3, AT 3 FeTaTe

TSI &7

TSI §THAT & AT F URTAD U HCAAA UcIsT AT WIS §T ¥ FfbRes goa A g ¥

pricea

ChAdOX1 nCoV-19 ®RIAT aRRE & (I-FATSIR) &1 T A3t 3 3udor & way 3 @fda gema ¥
THIEAT, HOT & FAHT, THT T GHaI fahra & G 3 URINe 93] HCAAS T A7 IS T H SAABND YT
T gl &; Fvies ag) sreaer 319 deh g AT R a1 §1 U] 1R 61 AT Y pifars-19 & b Fad s
& fore grefiiendr Farfd el ardhr

THTTEAT & R Fifaefies™ @ qsft o W faR fear S arfee sta A7 3R T & forw sa FATaa wrae A% &
Homfad @e’i & el A el

A

H T ST AABNT el & o ATa g9 & T Fifefies™ &7 Fra g ¢ a1 76|

4.7 A T 3 T@T FIA G FHHT T,

ChAdOx1 nCoV- 19 HRIAT aRRE AT (- 8ANGTS) T AMA T AR TN A Y 4TAaT W HIS GHT 87 grar
3R 3R g off ¥ &Y &1 & aaR | Afpe @3 4.8 H STl gousa $o HH & T Ul wu @ #NS T 3R
TN R Y &THAT P GHTTAT IR Tl B

4.8 3NASHAT THE

Tger 7 g reaTEl § G Tl F GHAT H@ed fawon:

FIfas-19 dFdT T Sid [ChAOx1 nCoV-19 SRIAT aRRE el (A:HeIh)] 6 THaT & JeAses
TR, STsiter, 31 afaror 3nhie # IS e arw R derferes adietolt & uTe st 3R St & e fagvor
W 3mRa ¥ 8w & T, 18 a¥ A1 3HY S 3H7 & 23,745 FeAadt [ fedr A A F wfAs-19
JereieT T Sietet et AT R acter St faam arm| 599 | 12,021 WEHIRIAT Pt et § FaA Th TP DIIs-19
e et et S Y & TS| HIIS-19 deT VECT BT UTH S ATt FIHE H A ot F fow st srafay
1 gk & a1 105 e, 3R 2 GRrep & are 62 ot o

HIfIs-19 dalier TeT Sirept Eapt 3R dhgier ST UTg &e arel FeanTil &1 STaifeadr RAUArd 3 d o qa
oAf| ot foraTens ot Feen Tl ol hifars-19 deefier Tegr Stevet S oTa 31T SeFet 90.3% Wi Y 537 18 § 64 a9 &
frar ot 3R 9.7% oier 65 9§ a1 3T A 37 & A| e T HA arer a3 F 3fAepier sgrzed (75.5%) A, 10.1%
colerd & 31X 3.5% TRRTS I & A; 55.8% Aoy oA 3R 44.2% Tew A|

T 3R] RAIE RAT 91T fgel YoTa A - SoeRIa SI9MTT ST & AT W &1 A & (> 60% ); SNGRI 9T ST
A W g8, RREE, ya= (> 50%); AR &1 &8, RN (> 40%); FER, Fudd (> 30%); 3R et 3 a&, Aq
(>20%)1

gfcrdger garrat 3 A AT Fooh F AL 7T F & IR AR W AP & Fo et & Hfia? 8 & v A =
7 T HA ¥ HH Teh TALA AT Sfech THTT BT TTATE AT 4% 3R 13% A GUH GH B Jolell 3 G G F a6
re forw v gfagrer gemma A1 cfraar e ot 3R ufdger vama RUTE et arer AT 6 T o & o

o1 WA (65 Y 3R 38H 347w D1 597 arer Arer) H Ulcrger weTa Y cHerr war SE a1 3R ufcper weTa Ui et
aTel oIt &y e o e |

IR WA U, & FaRs 3R/ gEr & o Ry scue @ & tuReata g6 scug) & 9@ 4
EIRTEROT THT THTAT § IRIH &t o Torw fomam S Feber ¢

a3t 1 gfage vea

VEa¥ 391 AUFAA (TR - SaT3HT T GOIHTE) BT ATl ASSIHRT Reedt e Femrar (TH3ie) & fvar ¥ i
THT & Ted, THEIGT ACETIRT &l et el T 31 FaF et TR & AR afedd o i &

gegsTal 1 3T Feataf@a su & uReT §: agd e (1/10 A1 389 3H1AR); 31 (1/100 I1 56 3T At
110 & ®A); 3 el & (1/1,000 AT 388 3AF Afwer 1/100 & &a1); FA-T=Ar (1/10,000 A1 380 3D AAfebet

ol Freme ot Feenfart o hifas-19 defier Veet Sievept ErehT OTH 31 3131 94.1% Wit Y 337 18 & 64 a8 & dra
ofY 3R 5.9% T 65 a¥ AT 3 4TS 37 F A; 60.7% oAl AT ofY; 82.8% JINT A & A, 4.6% TREATS A
F U 3R 4.4% INFH T & A1 T 2,070 (35.6%) FEHTRNAT DT FHA ¥ H Teh Ueel ¥ Alolg PraAarser (froaAsms
30 kg/m?2 IT 3HY 3HTAF, Fe R TH arfeet Fadl PR, Araa AT a1 AYFHE S Foreard) o6 3aie fager &
FHI At Sira & forw sitad 3raf 1 g & are 132 fee o 31k 2 o & arg 63 foet o

HIfIS-19 AEAE & i AuRor ve sifafAuies afafa grr frar mn an, el sequastt & darfas gorfa teme
& AR a7 1 AT b1 off TR fopam 2m) por 131 FEan At &bt S Y q@ll Gue o e & 15 G a1 30
are, arielifoide & A g (Fgfded tfis et ¢Fe gRT) AT a0 HIE-Pia-2 & HRoT Hfas-19 g3 3R
33 P § HH HITAS-19 BT T A&TT (@R (37.8°C AT 3HY T BT ATIHIA), WY, T ofel 3 debeii, TATTATaaT
(Ferer & AT &1 A1) AT TR T FEGH we)) @S 2 3R g7 w9 it F uger A-dHa-2 & HHAUT BT
PIS T FAET AT | PAS-19 JFHIT TEGT SNt b J Dl B Joledl 3 PIIS-19 B BT TeaA13it 3 Py waAT 3ms
(FRofr 2a &) |

FRON 2a- HIFAS-19 F TS F1fAs-19 e AreT AART AT THIGRIRAT»

FfIs-19 dar Ferd
VFET AAHT
e N FfAs-19 At N FfAs-19 AT & A wemEERar %
#r wEat, i FEh, o
n (%) n (%) (95.84% CI)
qrafAE (3 W) 5807 5829
PIRE-19 & HHS 30 (0.52) 101 (1.73) 70.42
(58.84, 80.63)2
Erecici il 0 5 (0.09)
IR T 0 1(0.02)
F§ 3t g 10,014 10,000
GUE 1 & a1g HIas-19 108 (1.08) 227 (2.27) 52.69
(40.52, 62.37)9
T 1 & TG 3rETdTer 3 el 2(0.02)¢ 16 (0.16)
TGUE F A6 AR Aare 0 2 (0.02)

N = gede @ofp & sisg @eenfidl & Fean n=3a Fewfal & de Sad @y geh dk ® gear g8 o€
Cl = famegar 3iavrel;«Tg LDSD + SDSD Yoidid & Usfd s & forwdt qadl g ugell Gus & fov st &
4 Y 12 TaTe & dra & a1 A LD - &H T, SD — A G|

895.84% Cl; P seequa3it grT iefikar &7 Aol freiRor 4 a1 5@ 3ife &; © seqquaait Ry aieiRan a1 Ao fwikor 6 a1
369 3170 ¥; 995% CI; © 2 ATl 2 3reuerer 3 scfl ey Y Hrareaenell Aeprenor 3 arg et 1 3R et 10 A g1

FROM 2b- FIFAS-19 & TS FAS-19 AT AweT AT AT FoTEHIRAT

FfIs-19 St Fere
TEET FAAHT
B N P19 FATHA N Ffas-19 Amat A% A IHEHRGT %
# "y, A "y,
n (%) n (%) (95.84% ClI)
HTETEY T WUfAE feeyor
Ex) 5807 30 (0.52) 5829 101 (1.73) 70.42
(SDSD + LDSD) (58.84, 80.63)
HegAa e & AT
SDSD 4440 27 (0.61) 4455 71 (1.59) 62.10
(39.96, 76.08)
Exploratory analysis
LDSD 1367 3(0.22) 1374 30 (2.18) 90.05
(65.84, 97.10)

quﬁmwﬁﬁs@w&rﬁﬁﬁﬂw;n:mwnﬁﬁﬁmmmammwmﬁm;
Cl = FATEaT 3eRTer; LD = & TRIeh; SD = Hieldh Gh

ARt 2¢- FAS-19 & RraTs Ffds-19 dalier Teer AT Y THTFRGT GIH! & ST I & 3TAR (SDSD)

TR F mmmmﬁ,n(%) aF & 95% CI (%) P- ATl

T 3 geTaeRIRET
T sfer AZD1222 el o

n /N (%) n/N (%)

6 gEE @ BH 9 /1702 (0.53) 19 /1698 (1.12) 53.28 (-3.21, 8.86) 0.060
6-8 TETE 5/ 562 (0.88) 9/ 521 (1.73) 51.08 (-45.57, 3.56) 0.199
9-11 @aTe 9 /1056 (0.85) 24 /1110 (2.16) 60.55 (15.23, 81.64) 0.017
12 @aTE a1 389 & | 4/ 1120 (0.36) 19 /1126 (1.69) 78.79 (37.63, 92.79) 0.005

HITAS-19 HRAT VECT SNeIepT b T Th TR UTH &hdel U PITas-19 W FI&T & T BT JHTeholed Forea Ll reiwor &
Rorar a7 oreat 0 el nfde & S oo g & a1 o) Ragiwer 3 @ 3 @l Feenfat B 3§ FHT W ger
om o o1 S 3o S B gEd G & TS AT YAF G U HA & 12 TATE AG | T/ A Y A€y 7, OF A
GYH G UTH el & 22 e are, ek & garrareniRar 73.00% oY (95% Cl: 48,79; 85,76 [ifas-19 dardier Teet sictept
12/7,998 T JeteAT 3 SeTel 44/7,982]).

FHIM FASTOT g ¥ o6 adt ufoRatsiTea G & e o IaRTe ¥ Y & (ARoR 3 # ufaRatsiea aw) | adarT
# G & de 8 /12 HATE b & IR b forw garahar #f%w PAfREr & a1y vefdia g8 &1 e guet & dra
12 TaTE § 31AUF 3eRTel F IR 7 S WFT ¥

T Teort 3 v a1 389 3RS FATSRE off, 373 OF B uHTgRIRGT 73.43% [95% Cl: 48.49; 86.29] SHT ITS;
RI=-19 Aol TET Siepr Eb o FAIT 11 (0.53%) Y 3R dheler & T 43 (2.02%) oY; St o Tavar 3mady af 2 ar$
&k &Y THTIRIRGT & T 2| 660 TeATRIET 3 65 a§ & 31AH 37 & it & FfIE -19 & A (2) 3da HaF I 6
3 THTaSHIRGT & Heier 3 fonell fFrseRy ox U Hora T A1 ETelif, 36 3U-31ar) # ufcReTsica & Y # 3RS
3uerey ¥, [ 30 A 3@ Taha ¥

yfeReTSIA T

PIfAE-19 A VTG SAAehT F EBTRIOT & aTg, S AEHATIN U@ R FUAAeT A, 39 F & 98% a1 389 A
FEATI 21 Tl QU Ut X & 28 7 a1g 3R 99% FEmfit 2 gEd e urd A F g Ibead (S TE-
arsfEar Ufeaidr 3 SMURYET | 4 AT A7 3HX HTAF i P ERT AT A7) GATAT| IR F AT AT B qe § 37D
g-argfEar tfeardier qult o1 off (arof 3)1

HAAR X T & vt ufdene dfeard) iR wH-arsfEer $feaidr & fRasuor e W aH | Hifas-19 § FIaT @
ufcreT ddd qeday TUiid ae g3 §; safern, HIfas-19 & Guat uer e arel ufarat ufafhar & &R 3reid &1

FROM 3 - FIAS-0% JFT AT AT & U IRF Fla-2-TH-aEEer Ifeard) fir yfafkarab

FTaRYET guH 1 & g 28 et | @O 2 F a1g 28 e
TaTEY GMT GMT GMT
(95% Cl) (95% C1) (95% Cl)
Fel (N=882) (N=817) (N=819)
57.18 8386.46 29034.74
(52.8, 62.0) (7758.6, 9065.1) (27118.2, 31086.7)
TH & = s
(N=481) (N=479) (N=443)
6 TETE & P 60.51 8734.08 22222.73
(54.1, 67.7) (7883.1, 9676.9) (20360.50, 24255.3)
(N=137) (N=99) (N=116)
6-8 WETE 58.02 7295.54 24363.10
(46.3, 72.6) (5857.4, 9086.7) (20088.5, 29547.3)
(N=110) (N=87) (N=106)
9-11 THTE 48.79 7492.98 34754.10
(39.6, 60.1) (5885.1, 9540.2) (30287.2, 39879.8)
(N=154) (N=152) (N=154)
12 g@TE a1 389 3RS 52.98 8618.17 63181.59
(44.4, 63.2) (7195.4, 10322.3) (55180.1, 72343.4)

N = Hafg & Alolg FeATfal & Fear; GMT = SriaAfees #id ergey; Cl = famear 3iawrd; S = Turssd
AAfeeTead SFgAtR YA e UTaRET gfafsar 7 78 &1 P 31 St o o & Y 3regeifia gure & o ¥

3 Feafat & o=t v a1 38 31fAd PR o, 3aet ufaren ufafthar Toey mard) & urs a8 ufaze ufafear
& HFET M| 65 A AT 3HY HTAF 37 & qIEH # Ugel (97.8% [N=136, 95% Cl: 93.7; 99.5]) 3R g@d (100.0%
[N=111, 95% CI: 96.7; NE]) 33Rifd T1e Ut &l & a1g 3od Ideae &3 &y 78| vg-asfear vfeardy & gfy
18-64 a§ T 37 F FedNAT (GEY GUF F ¢ G a1G: GMT=30,695.30 [N=703, 95% Cl: 28,496.2; 33,064.1] &1
I # 65 a§ AT 3H T 37 & FeAIE (GEd G & 28 & g :GMT=20,727.02 [N=116, 95% Cl: 17,646.6;
24,345.2]) F HEATHS T4 & FA A1 65 a§ A7 38 HTAE 397 F FeN ol & fow gt et & dra e 6 Jae
F B AT fa® FRUT FEIATeAS U F FA G@|

SMURYET (GMT=13,137.97 [N=29; 95% Cl: 7,441.8; 23,194.1]) W Yd TRI-Ha- HshaT0T & Il Toiehel TG aTel
FEATAT A, TH-TEEiET Tl G 1 & 28 G a1g (GMT=175,120.84 [N=28; 95% Cl: 120,096.9; 255,354.8) 2ffef
w |
|FN§Tr—,ansWﬁa%$Te@¢mz(é@a&ﬁwﬁ)@ﬁﬂ@fﬂém—mawmaﬁﬁg-mmm
SVeT T g9 U o ST & are R g1 GE U U S & a1 9 3R ded A6 el ol
m#gtrmmﬂuﬁ'{mmm:

sl dfeaidt &t Furse (TH) W & fRens GMT 3TURYET U HHg! & dre arer dY o - fae 1 it waggl & &b
&1 Ucdd G & dre GMT HIhT S1er a6 18 3R awray A | A 96 o At Faggh # 100% FWipeada |
iR 3hs gid & 5 e -uw 3mdsieh faid) erzer 3Rk Wideadia X & dau & Fifasfies™ 3k
JHTFARIS /AZ-ChAdOX1 nCoV-19 &1k T § (Aol 4 3R 5 &d)|

AR 4 Ffe-uw Indsieh dfeare #1 wilica faor

e A ¥ | e atgg2
3R 3T Sas Fadl ReR W G Y | eEweseRE (3cafe gdEr 3En)? geen?, gea?

1/1000 & &a); B -t (1/10,000 & we7) 3R UAT A& Tl & (3T SATABR H SR AT el e ST
)| & = ¢ fafirse @ K co Fifaefies™ JifFAPHE / AZ-ChAdOX?
(N=291) nCoV-19 (N=97)
AR 1 - & & gfage vema n (%) n (%)
smafer [ n 291 97
AT A R T K ieecy GMT 95.4 80.7
3R fEhfed (efien) a7 & AR Ay | oAt (el foehis Alg)? 95% Cl (77.8, 117.0) (59.0, 110.4)
TIUTY 3R U faeR A AR | @ 7w n 289 97
e a5a A & | ek fafsie 3 - fea 29 (+14) GMT 9988.1 6738.5
P s pomn— 95% Cl (8395.0, 11883.7) (4880.4, 9304.1)
- n 140 46
ar & R T HH & | AN e 4- R 57 (+14) GMT 33331.6 33263.6
ECks ELC 95% Cl (27756.0, 40027.2) (24383.1, 45378.3)

msﬁﬁ-wm$mmﬁ§¢mﬁﬁt3ﬁmmmmm

AEFIEIESeee PR 3R afded s ded ReR | dgd 3@ ¥ | wwaRwt # o, st e

e 3R $ I & TU W GHREAT A | SR TN F U W N F &G, SR I
™ e s &= & T W G, SoIRIA oFld & T W IHATES,
SHARIT T & TATT W ATHAT, SN ol &
T W GoToll, SN 9 & A W Foied,
SR T & T W T, Gqehr, dE,

GERC, Suehdr
A ¥ SIFAA T & FAT W 3,
SRS SHET A2

a Icafeyd F8 T ufdge veTa
b SN T & FU W T & SIA & HROT AfeAT IR 6T (e FAL ¥, S gousra)
¢ gER | 91 Hied STd dUAE (dgd 3 ¥) 3R gER 38°C A1 36H IS (1 )

FIIS-19 Foreier T ST SNt T BIRT 1Y & Al & FNeY-eY e 3 e 3 gorer waredr farem e forw
are | et & dra SR HaY T e g3 ¥

SR # §U AT & & Tee] H1 o HW faor:

AR =T 1| & HAeTiaies adiarort 7 Hifdelfies™ @ gridid 3R weeiy arm o an| siafier fagver & fow 39 |l
1600 FEHTT & 3 iR STery anfder off e guer gues &1 778 off [1200 &1 Fifdefies™ fam ar=m o,
100 JHTEFEHIS / AZ-ChAdOX1 nCoV-19 EXehT UTa atet aTel oier & 31X Uaifiares 3fhwer Ut ahvet arer 300 T amfdrer &)
58 3aRer fagwor 3t 14 X 2020 e 37 T 1600 TeafATt A vard &Y 71 FAABRY A €, et veeh guss §
71§ oY 3R 1577 VA T & ot q@d gua A s ¥

AT Tt & Teanfaat Hr FTAAIRIDT RAAVA? 3mH R W FA 8| THT F0 F T et wr Fifades™
YT YT 3 3131 87.33% W9l 1 597 18 & 59 o o i ot 31K 12.67% ofior 60 a§ 1 354 31k 397 & A

FHI T AT e § Thd b a0 gfdgpel THE (o1 & FATH W &G, AT ¥ &6, Alford, TATee, Gotell,
o 3R wEme; &R vemat o wifde € @R, duedl, A, S, Wes, siEl # &g AR et F &f),
Jreaftud ol & urd gfcidhel GHTal Y TSN 3R MR Gouama (THTS) T fhw STt arel e 3R dhgter Erh
# T U FATA & | AT TR ST ATt SN & HROT ig TR Tfeieet THTE (THTS) e G371

4.9 A1 IAF AT A AT

& & P A1 3 & & A I 31egera WA ¥

3 AT F ChAdOx1 nCoV-19 HRIAT AR el (I -FIeTe) & 3T AT 3 T o7t & forw a8 fafre ster
LRI

31T AT A ST T e W et w1 fdiaTor fpar S anfew 3R @eTel AR W SR 3ug @, 4T 3UER
TR ST @i |

5  sitwefrr aqor

5.1 &% & WK F wfad F@ arer qor

frar &1 &

FifFeflies™ va Addcie & & S Thd A-HASS ¥ a4 § I daed dabele W naTRa Riuish @ fow e
TSAGRE & S 7T R F ufdpfa g 3 Fara A & 3R S a-Fa-2 TUEF (TH) TAFRWET § AT §
58 &1 Y AT AT T TARI-PI-2 BN TH TAIRNENT TAAT T & b el & it UfdehRes TGS & aafat dr
TETAT ST & 3R PIRNHT TR wx ufaet afafrar ofikd & &1

Freer 3 U IreTweT § TS S AT SRR & AR R Ferahiiar AR afaremerorea

War-Fwas gamasTiRar

COV001,COV002, COV003, 3R COV005 & Tehd RFT 1T 31Tehs 3R SATTehrT T 3idfRer fador|

HIfIS-19 JoFdIA VT ST [ChAOX1 nCoV-19 HRIAT aRRE T (- HASTH) ] HT Hedidhed TR ST, TISss
(Foret gTHeRaT A& ST Y 38 3CTT St T S T&T & A1 dhgter ), o= fomelt Ry shar & sregaa & & e
arer, AT udeTo & e R 91T 3RS 3R SAEERT & HaR# fRASwor & 3MUR o AT a1 & TROT 1/ 11 3T,
COV001 (NCT04324606) ), St I & 18 I 55 a¥ &I 337 & TITY JITHI W fRIAT I131; TROT 11/ 111 3€TF=, COV002
(NCT04400838) St Jeh # 18 a¥ AT 38H 31 31 & TaED! (1T Afeed) W FFAT I1=4T; =T 111 3727231, COV003
(ISRCTN89951424) St srsfiet 3 18 ¥ a1 369 A 331 & gara! (Jopit ARee) X Rear aram; 3R =RoT 1/11 &1
37T, COV005 (NCT04444674) St GTETOT 30HIhT 3 18 & 65 T & 337 & agTahi WR foham a1 |

s 3Tt 7 a1 Foft s QAT A AT T TSI Ugel & gamiRar a1 arfepriit & Ferear ofY; ek 3R 7 ar
3R g auT Tharat GOt fAeR &, TR, T, garn, Jd-AdT / T AT A IR UfRET &7 FHAH
A & WY-TY df¥eT Taet AT A COV001 3R COV002 Heaat 3 rgafea Aas setrepuan 3R ggarama
Eh Tt T AT &1 918 Aff (AT <k F AT S § HH § A 7 & Ugel A1 30b a1g) | T Feenforar dr
HIAZ-19 3T A 5 & HROT FI&T AR & H THISIRAT T Hodiched Bt & T 12 AL T Hegaeit sird det Tt
& At &

AR goTaemRar fgwor & forw qd-Auia Acet & 3R W, COV002 3R COV003 & Ui 3i¢aae 5 a1 588
3T & IRl &9 & g fFT 7T Hifds-19 & AT HT T B R & or §, 3R 36 JeR gemaeiar faswor
3 Arere G &; COV001 31 COVO005 &Y 38 aTex I@T I1T 27| YHTIRIRAT & fore wafa fadivor (Covo02 31k
COV003) & T, 18 a¥ a1 38w s 37 & AW & FIAs - IFNT T i (N = 5,807) IT el
(RfASprrrer St AT Felmset) (N = 5,829) P ar T &1 7% 2| caraear e ararsit & HRoT, G 1 3R GRIw 2 &
e AT 4 § 26 HaATE dF AT

HIfIs-19 i VT St b AR dgla &b & AT IMURHT FAFITETH 3TAR FHGT & U: UF FA oA

Ffaefies™ JFAHE / AZ-ChAdOXE nCoV-19
fafiree w7 (N=291) (N=97)
n (%) n (%)
95 (%) CI 95(%) CI
279 (96.5) 89 (91.8)
afe 3 - fo 29 (+14) (93.7, 98.3) (84.4, 96.4)
140 (100.0) 46 (100.0)
afe 4 - R 57 (+14) (97.4, 100.00) (92.3, 100.0)

5.2 BHATRIFIGATCS (ST FeaTiareht) 0T

A R

5.3 erelifarser e s

Rrwrercrar 3R Farer feopar W sreaae

TUh & AT STl A fATRRAT & TRURD 37¢73 & IR W IR-AeTied s R sy Arerat & fow ors &g
TR T &2t § | woreret 3R Fareprar & forw womresr Rrarehe & w3 a9 e 370 @ O AE U B
6. 3ifwefir fravor

6.1 &% # wigg MfSwa geret &1 =

- R, va-RRTET weglaciRiss Aaresie, AR FRTes tFaeEse, uifoaide 80, 334,
FHA, ATA Feil1ge, STATRTH 322 ersse (S8AT), o & faw urefr

(PTSra Tl & a1 Sl 87 & AT I 3reT-3709T & Tohd &)

6.2 frerr St o et & @y 3@ R ot g ¥
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For the use only of a Registered Medical Practitioner or a Hospital or a Laboratory.

@ ChAdOx1 nCoV- 19 Corona
Virus Vaccine (Recombinant)

COVISHIELD®

1 NAME OF THE MEDICINAL PRODUCT

COVISHIELD™

ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant)

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

One dose (0.5 ml) contains:

ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant) 5x 1010 virus particles (vp)

*Recombinant, replication-deficient chimpanzee adenovirus vector encoding the SARS-CoV-2 Spike (S) glycoprotein.
Produced in genetically modified human embryonic kidney (HEK) 293 cells.

This product contains genetically modified organisms (GMOs).

For the full list of excipients, see section 6.1.

Both COVISHIELD™ (manufactured by Serum Institute of India Pvt Ltd) and COVID-19 Vaccine AstraZeneca (manufactured
by AstraZeneca) are ChAdOx1 nCoV- 19 Corona Virus Vaccines (Recombinant).

3 PHARMACEUTICAL FORM

Solution for injection

The solution is colourless to slightly brown, clear to slightly opaque and particle free with a pH of 6.6.

4  CLINICAL PARTICULARS

4.1 Therapeuticindications

COVISHIELD™ is indicated for active immunisation of individuals =18 years old for the prevention of coronavirus disease
2019 (COVID-19).

4.2 Posology and method of administration

Posology

COVISHIELD™ vaccination course consists of two separate doses of 0.5 ml each. The second dose should be administered
between 4 to 12 weeks after the first dose (see section 5.1).

It is recommended that individuals who receive a first dose of COVISHIELD™ complete the vaccination course with
COVISHIELD™ (see section 4.4).

Special populations

Elderly population

No dosage adjustment is required in elderly individuals > 65 years of age.

Paediatric population

The safety and efficacy of COVISHIELD™ in children and adolescents (aged <18 years old) have not yet been established.
No data are available.

Method of administration

COVISHIELD™is for intramuscular (IM) injection only, preferably in the deltoid muscle.

For instructions on administration, see section 6.6.

4.3 Contraindications

Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.

Patients who have experienced major venous and/or arterial thrombosis in combination with thrombocytopenia
following vaccination with any COVID-19 vaccine should not receive a second dose of ChAdOx1 nCoV- 19 Corona Virus
Vaccine (Recombinant).

4.4 Special warnings and special precautions for use

Hypersensitivity including anaphylaxis

Hypersensitivity reactions including anaphylaxis and angioedema have occurred following administration of ChAdOx1
nCoV- 19 Corona Virus Vaccine (Recombinant).

As with all injectable vaccines, appropriate medical treatment and supervision should always be readily available in case
of an anaphylactic event following the administration of the vaccine.

Asecond dose of the vaccine should not be given to those who have experienced a severe hypersensitivity reaction to the
first dose of ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant).

Concurrent illness

As with other vaccines, administration of COVISHIELD™ should be postponed in individuals suffering from an acute severe
febrile illness. However, the presence of a minor infection, such as cold, and/or low-grade fever should not delay
vaccination.

Thromboembolism and Thrombocytopenia

A very rare and serious combination of thrombosis and thrombocytopenia including thrombosis with thrombocytopenia
syndrome (TTS), in some cases accompanied by bleeding, has been observed following vaccination with with ChAdOx1
nCoV- 19 Corona Virus Vaccine (Recombinant) during post-authorisation use. This includes cases presenting as venous
thrombosis, including unusual sites such as cerebral venous sinus thrombosis, splanchnic vein thrombosis, as well as
arterial thrombosis, concomitant with thrombocytopenia. The majority of the events occurred within the first 21 days
following vaccination and some events had a fatal outcome.

Whilst specific risk factors for thromboembolism in combination with thrombocytopenia have not been identified, cases
have occurred in patients with a previous history of thrombosis, as well as in patients with autoimmune disorders,
including immune thrombocytopenia. The benefits and risks of vaccination should be considered in these patients.
Healthcare professionals should be alert to the signs and symptoms of thromboembolism and thrombocytopenia, as well
as coagulopathies. Vaccinated individuals should be instructed to seek immediate medical attention if they develop
symptoms such as a severe or persistent headaches, blurred vision, confusion, seizures, shortness of breath, chest pain,
leg swelling, leg pain, persistent abdominal pain or unusual skin bruising and or petechia a few days after vaccination.
Individuals diagnosed with thrombocytopenia within 21 days of vaccination with ChAdOx1 nCoV- 19 Corona Virus Vaccine
(Recombinant), should be actively investigated for signs of thrombosis. Similarly, individuals who present with
thrombosis within 21 days of vaccination should be evaluated for thrombocytopenia.

Healthcare professionals should consult applicable guidance and, if available, seek advice from specialists (e.g.,
haematologists, specialists in coagulation) to diagnose and treat this condition.

Risk of bleeding with intramuscular administration

As with other intramuscular injections, COVISHIELD™ should be given with caution to individuals with thrombocytopenia,
any coagulation disorder or to persons on anticoagulation therapy, because bleeding or bruising may occur following an
intramuscular administration in these individuals.

Immunocompromised individuals

It is not known whether individuals with impaired immune responsiveness, including individuals receiving
immunosuppressant therapy, will elicit the same response as immunocompetent individuals to the vaccine regimen.
Anxiety-related reactions

Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or stress-related reactions may
occur in association with vaccination as a psychogenic response to the needle injection. It is important that precautions
arein place to avoid injury from fainting.

Duration and level of protection and limitation of effectiveness

The duration of protection has not yet been established.

Protection starts from approximately 3 weeks after the first dose of ChAdOx1 nCoV-19 Corona Virus Vaccine
(Recombinant). Individuals may not be fully protected until 15 days after the second dose is administered.

As with any vaccine, vaccination with COVISHIELD™ may not protect all vaccine recipients (See section 5.1).
Interchangeability

There are no safety, immunogenicity or efficacy data to support interchangeability of ChAdOx1 nCoV- 19 Corona Virus
Vaccine (Recombinant) with other COVID-19 vaccines.

4.5 Interaction with other medicinal products and other forms of interaction

The safety, immunogenicity and efficacy of co-administration of ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant)
with other vaccines have not been evaluated.

4.6 Fertility, pregnancy and lactation

Fertility

Animal studies do not indicate direct or indirect harmful effects with respect to fertility.

Pregnancy

There is a limited experience with the use of ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant) in pregnant women.
Animal studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryo/fetal development,
parturition or post-natal development;

Administration of COVISHIELD™ in pregnancy should only be considered when the potential benefits outweigh any
potential risks for the mother and fetus.

Breastfeeding
It is unknown whether COVISHIELD™ is excreted in human milk.

4.7 Effectson ability to drive and use machines

ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant) has no or negligible influence on the ability to drive and use
machines. However, some of the adverse reactions mentioned under section 4.8 may temporarily affect the ability to
drive or use machines.

4.8 Undesirable effects

Overall summary of the safety profile from the Overseas studies:

COV001, COV002, COV003, and COVO0O05:

The overall safety of COVID-19 Vaccine AstraZeneca [ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant)] is based on
an analysis of pooled data from four clinical trials (COV001, COV002, COV003, and COV005) conducted in the United
Kingdom, Brazil, and South Africa. At the time of analysis, 24,244 participants 218 years old had been randomised and
received either COVID-19 Vaccine AstraZeneca or control. Out of these, 12,282 received at least one dose of COVID-19
Vaccine AstraZeneca with a median duration of follow-up of 4.5 months.

Demographic characteristics were generally similar among participants who received COVID-19 Vaccine AstraZeneca and
those who received control. Overall, among the participants who received COVID-19 Vaccine AstraZeneca, 89.8% were
aged 18 to 64 years and 10.2% were 65 years of age or older. The majority of recipients were White (75.5%), 9.8% were
Black and 3.7% were Asian; 55.8% were female and 44.2% male.

The most frequently reported adverse reactions were injection site tenderness (>60%); injection site pain, headache,
fatigue (>50%); myalgia, malaise (>40%); pyrexia, chills (>30%); and arthralgia, nausea (>20%). The majority of adverse
reactions were mild to moderate in severity and usually resolved within a few days of vaccination.

Following vaccination, recipients may experience multiple adverse reactions occurring at the same time (for example,
myalgia/arthralgia, headache, chills, pyrexia and malaise). If a recipient reports persistent symptoms, alternative
causes should be considered.

When compared with the first dose, adverse reactions reported after the second dose were milder and reported less
frequently. Adverse reactions were generally milder and reported less frequently in older adults (> 65 years old).

If required, analgesic and/or anti-pyretic medicinal products (e.g. paracetamol-containing products) may be used to
provide symptomatic relief from post-vaccination adverse reactions.

Adverse drugreactions

Adverse drug reactions (ADRs) are organised by MedDRA System Organ Class (SOC). Within each SOC, preferred terms are
arranged by decreasing frequency and then by decreasing seriousness. Frequencies of occurrence of adverse reactions
are defined as: very common (21/10); common (21/100 to <1/10); uncommon (=1/1,000 to <1/100); rare (>1/10,000 to
<1/1000); very rare (<1/10,000) and not known (cannot be estimated from available data).

Table 1 -Adverse drug reactions

MedDRA SOC Frequency Adverse reactions
Blood and lymphatic system disorders Uncommon Lymphadenopathy?
Immune system disorders Not known Anaphylaxis?
Nervous system disorders Very common Headache
Uncommon Dizziness?, somnolence 2
Gastrointestinal disorders Very common Nausea
Common Vomiting, diarrhea?
Uncommon Abdominal pain?
Skin and subcutaneous tissue disorders Uncommon Hyperhidrosis?3, pruritis?, rash?, uriticaria®

Not known Angioedema®

Musculoskeletal and connective tissue disorders Very common Myalgia, arthralgia

Common Pain in extremity?

General disorders and administration
site conditions

Very common Injection site tenderness, injection
site pain, injection site warmth,
injection site pruritus, fatigue,

malaise, pyrexia¢, chills

Common Injection site swelling, injection site erythema,
influenza like illness®*

aUnsolicited adverse reaction

b |dentified from post-authorisation experience

¢ Pyrexia includes feverishness (very common) and fever >38°C (common)
*See further description of adverse reaction below

Very rare events of neuroinflammatory disorders have been reported following vaccination with COVID 19 Vaccine
AstraZeneca. Acausal relationship has not been established.

Summary of safety data from D8110C00001 (Phase 3 Study in US, Peru and Chile):

Additional safety of COVID-19 Vaccine AstraZeneca was established in a randomised phase IlI clinical trial conducted in
the United States, Peru and Chile. At the time of the analysis, 32,379 participants >18 years old had received at least one
dose, including 21,587 in the COVID-19 Vaccine AstraZeneca group and 10,792 in the placebo group.

Demographic characteristics were generally similar among participants who received COVID-19 Vaccine AstraZeneca and
those who received placebo. Overall, among the participants who received COVID-19 Vaccine AstraZeneca 77.6% were 18
to 64 years and 22.4% were > 65 years of age. Seventy-nine percent of the participants were White, 8.3% were Black, 4.4%
were Asian, 4.0% were American Indian or Alaska Native, 0.3% were Native Hawaiian or Other Pacific Islander, 2.4% were
of multiple races and 1.7% were not reported or unknown; 44.4% were female and 55.6% male.

The safety profile observed in this Phase Ill study was consistent with pooled analysis of data from the United Kingdom,
Brazil and South Africa (COV001, COV002, COV003, and COV005). Adverse reactions seen in this Phase Il trial were
observed at similar frequencies as seen in the pooled analysis except the following: feverishness (pyrexia) (0.7%),
arthralgia (1.1%), injection site warmth (<0.1%) and injection site pruritus (0.2%). These adverse reactions were solicited
adverse events in the COV001, COV002, COV003, and COV005 studies whereas the D8110C00001 study did not include
these as solicited symptoms to report.

Post-authorisation reports of influenza-like illness

Some recipients have reported chills, shivering (in some cases rigors), and increased body temperature possibly with
sweating, headache (including migraine-like headaches), nausea, myalgia and malaise, starting within a day of
vaccination. These effects usually last for a day or two.

If a patient reports unusually high or prolonged fever, or other symptoms, alternative causes should be considered and
appropriate advice should be provided for diagnostic investigation and medical management as required.

Summary of global post-authorisation data of ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant)

The following adverse reactions were not observed during clinical trials and have been spontaneously reported during
worldwide post-authorisation use of COVID-19 Vaccine AstraZeneca.

Immune system disorders: Anaphylactic reaction (frequency: not known)

Skin and subcutaneous tissue disorders: Angioedema (frequency: not known)

Vascular disorders: Avery rare and serious combination of thrombosis and thrombocytopenia including thrombosis with
thrombocytopenia syndrome (TTS) in some cases accompanied by bleeding, has been observed with a frequency less than
1/100,000. This includes cases presenting as venous thrombosis, including unusual sites such as cerebral venous
sinus thrombosis, splanchnic vein thrombosis, as well as arterial thrombosis, concomitant with thrombocytopenia
(see section4.4).

Blood and lymphatic system disorders: Thrombocytopenia (frequency: very rare). The majority of reported events
occurred inindividuals aged 18-59 years old.

Overall summary of the safety profile from the Indian study:

COVISHIELD™ was also safe and well tolerated in the phase 2/3 clinical trial in India. An interim analysis included data of
all 1600 participants who received first dose [1200 in COVISHIELD™ group, 100 in COVID-19 Vaccine AstraZeneca group and
300 in Placebo group]. This interim analysis includes data collected until Day 57 visit (28 days after second dose) of all
1600 participants who received first dose and 1577 participants who received second dose.

Demographic characteristics were generally similar among participants across the three groups. Overall, among the
participants who received COVISHIELD™, 87.1% were aged 18 to 59 years and 12.9% were 60 years of age or older.

Overall, the incidence of solicited reactions (injection site reactions: pain, tenderness, redness, warmth, itch, swelling
and induration; and systemic reactions : fever, chills, fatigue, malaise, headache, arthralgia and myalgia), unsolicited
adverse events and serious adverse events (SAEs) was comparable in the study and control groups.

Among all 1600 participants who received a first dose, a total of 19 SAEs in 19 (1-2%) participants were reported, in 15 of
1200 (1-3%, 95% Cl 0-7-2-1) participants who received COVISHIELD™, 2 (0-7%, 95% Cl 0-1-2-4) who received placebo and
2 (2-0%, 95% Cl 0-2-7-0) who received COVID-19 Vaccine AstraZeneca. These included COVID-19 (n=11),
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fracture/dislocation (n=3), malaria (n=1), megaloblastic anaemia (n=1), cataract (n=1), encephalopathy (n=1) and a
vocal cord cyst (n=1). All SAEs resolved without sequelae and none was assessed as related to study vaccine. There
were no thromboembolic-associated or autoimmune-related SAEs reported in the study.

Table 2 - Adverse drug reactions from COVISHIELD™ study in India (Data until Day 57 visit)

MedDRA SOC Frequency Adverse reactions
Gastrointestinal disorders Common Nausea
Uncommon Diarrhoea

General disorders and
administration site conditions

Very common Injection site pain

Common Pyrexia, malaise, fatigue, pain, chills,
injection site erythema, injection site swelling,
injection site induration, asthenia,

injection site pruritus

Musculoskeletal and connective Common Myalgia, arthralgia
tissue disorders Uncommon Pain in extremity, back pain, neck pain
Nervous system disorders Common Headache
Uncommon Dizziness, somnolence
Skin and subcutaneous tissue disorders Uncommon Urticaria

Summary of post-authorisation data in India

The following adverse reactions were not observed during clinical trials and have been spontaneously reported during
post-authorisation use of COVISHIELD™ in India.

Immune system disorders: Anaphylactic reaction (frequency: very rare), Hypersensitivity reactions

(frequency: very rare).

Vascular disorders: Avery rare and serious combination of thrombosis and thrombocytopenia including thrombosis with
thrombocytopenia syndrome (TTS) in some cases accompanied by bleeding, has been observed with a frequency less than
1/70,000,000. This includes cases presenting as venous thrombosis, including unusual sites such as cerebral venous sinus
thrombosis, as well as arterial thrombosis, concomitant with thrombocytopenia (see section 4.4).

Blood and lymphatic system disorders: Thrombocytopenia (frequency: very rare).

4.9 Overdose

Experience of overdose is limited.

There is no specific treatment for an overdose with ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant). In the event
of an overdose, the individual should be monitored and provided with symptomatic treatment as appropriate.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Vaccine, other viral vaccines, ATC code: JO7BX03

Mechanism of action

COVISHIELD™ is a monovalent vaccine composed of a single recombinant, replication-deficient chimpanzee adenovirus

(ChAdOx1) vector encoding the S glycoprotein of SARS-CoV-2. Following administration, the S glycoprotein of SARS-CoV-2
is expressed locally stimulating neutralizing antibody and cellular immune responses.

Efficacy and immunogenicity data from the Overseas studies:

Clinical efficacy

Primary analysis of pooled data from COV001, COV002, COV003, and COV005

COVID-19 Vaccine AstraZeneca [ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant)] has been evaluated based on
pooled data from four on-going randomised, blinded, controlled trials: a Phase /11 Study, COV001 (NCT04324606), in
healthy adults 18 to 55 years of age in the UK; a Phase /11l Study, COV002 (NCT04400838), in adults 218 years of age
(including the elderly) in the UK; a Phase IIl Study, COV003 (ISRCTN89951424), in adults >18 years of age (including the
elderly) in Brazil; and a Phase I/1l study, COV005 (NCT04444674), in adults aged 18 to 65 years of age in South Africa.
The studies excluded participants with history of anaphylaxis or angioedema; severe and/or uncontrolled cardiovascular,
gastrointestinal, liver, renal, endocrine/metabolic disease, and neurological illnesses; as well as those with
immunosuppression. In studies COV001 and COV002, licensed seasonal influenza and pneumococcal vaccinations were
permitted (at least 7 days before or after their study vaccine). All participants are planned to be followed for up to
12 months, for assessments of safety and efficacy against COVID-19 disease.

In the pooled analysis for efficacy, participants >18 years of age received two doses of COVID-19 Vaccine AstraZeneca
(N=8,597) or control (meningococcal vaccine or saline) (N=8,581). Participants randomised to COVID-19 Vaccine
AstraZeneca received either two standard doses [SD] (5 x 1010 vp per dose) or one low dose [LD] (2.2 x 1010 vp)
followed by one SD (5 x 1010 vp), administered via IM injection. Overall, the majority of participants (83.8%) received two
SD. Because of logistical constraints, the interval between dose 1 and dose 2 ranged from 3 to 28 weeks with 77.0% of
participants receiving their two doses within the interval of 4 to 12 weeks.

Baseline demographics were well balanced across COVID-19 Vaccine AstraZeneca and control treatment groups. Overall,
among the participants who received COVID-19 Vaccine AstraZeneca, 91.8% of participants were 18 to 64 years old (with
8.2% aged 65 or older); 56.0% of subjects were female; 74.9% were White, 10.1% were Black and 3.7% were Asian. A total
of 3,056 (35.5%) participants had at least one pre-existing comorbidity (defined as a BMI > 30 kg/m?2, cardiovascular
disorder, respiratory disease or diabetes). At the time of primary analysis the median follow up time post-dose 1 and post-
dose 2 was 143 days and 83 days, respectively.

Final determination of COVID-19 cases were made by an adjudication committee, who also assigned disease severity
according to the WHO clinical progression scale. A total of 332 participants had SARS-CoV-2 virologically confirmed (by
nucleic acid amplification tests) COVID-19 occurring =15 days post dose 2 with at least one COVID-19 symptom [objective
fever (defined as 237.8°C)], cough, shortness of breath, anosmia, or ageusia) and were without evidence of previous
SARS-CoV-2 infection. COVID-19 Vaccine AstraZeneca significantly decreased the incidence of COVID-19 compared to
control (see Table 2a).

Table 2a- COVID-19 Vaccine AstraZeneca efficacy against COVID-19 in COV001, COV002, COV003 and COV005?

COVID-19 Vaccine Control
AstraZeneca
Population N Number of N Number of Vaccine efficacy %
COVID-19 COVID-19 (95% CI)
casesb, n (%) casesb, n (%)

Primary analysis population

Overall 8597 84 (0.98) 8581 248 (2.89) 66.73
(SDSD + LDSD) (57.41, 74.01)

Licensing regimen
SDSD

7201 ‘ 74 (1.03) ‘ 7179

197 (2.74) 63.09
(51.81, 71.73)

N = Number of subjects included in each group; n = Number of subjects having a confirmed event; Cl = Confidence
Interval; LD =Low Dose; SD = Standard Dose.

2 Primary study endpoint was based on confirmed COVID-19 cases in subjects aged 18 years and over who were
seronegative at baseline, who had received two doses (SDSD or LDSD) and were on-study >15 days post second dose.

b Virologically confirmed SARS-CoV-2 and at least one of the following symptoms: objective fever (defined as 237.8°C),
cough, shortness of breath, anosmia, or ageusia. Confirmed by adjudication committee.

The level of protection gained from one SD of COVID-19 Vaccine AstraZeneca was assessed in an exploratory analysis that
included participants who had received one dose of SD. Participants were censored from the analysis at the earliest time
point of when they received a second dose or at 12 weeks post-dose 1. In this population, vaccine efficacy from 22 days
post-dose 1 was 71.42% (95% Cl: 51.11; 84.08 [COVID-19 Vaccine AstraZeneca 18/9,335 vs control 63/9,312]).

Exploratory analyses showed that increased vaccine efficacy was observed with increasing dose interval, see Table 2b.
Table 2b - COVID-19 Vaccine AstraZeneca efficacy by dosingintervalin COV001, COV002, COV003 and COV005*
COVID-19 Vaccine

AstraZeneca Control
Dosing interval N Number of N Number of Vaccine efficacy %
CoVID-19 COVID-19 (95% Cl)
casesb, n (%) casesb, n (%)
55.09
6 week: 3,905 35 (0.90 3,871 76 (1.96
<o weeks (©.90) (1.96) (33.0, 69.90)
6-8 weeks 1,124 20 (1.78) 1,023 44 (4.30) 59.72
(31.68, 76.25)
9-11 weeks 1,530 14 (0.92) 1,594 52 (3.26) 72.25
(49.95, 84.61)
> 12 weeks 2,038 15 (0.74) 2,093 76 (3.63) 79.99
(65.20, 88.50)

N = Number of subjects included in each group; n = Number of subjects having a confirmed event; Cl = Confidence

Interval.

2 Primary study endpoint was based on confirmed COVID-19 cases in subjects aged 18 years and over who were
seronegative at baseline, who had received two doses (SDSD or LDSD) and were on-study >15 days post second dose.

b Virologically confirmed SARS-CoV-2 and at least one of the following symptoms: objective fever (defined as >37.8°C),
cough, shortness of breath, anosmia, or ageusia. Confirmed by adjudication committee.

Efficacy against COVID-19 hospital admission and severe COVID-19 disease

COVID-19 Vaccine AstraZeneca reduced COVID-19 hospitalisation (WHO severity grading >4).

In participants who had received two doses of COVID-19 Vaccine AstraZeneca (SDSD + LDSD, 215 days post-dose 2) as
compared to control, there were 0 (N=8,597) vs 9 (0.10%; N=8,581) cases of hospitalised COVID-19, respectively.
Corresponding to a vaccine efficacy of 100% (97.5% Cl: 50.19; Not Evaluable).

Efficacy against COVID-19 in subgroups

Participants who had one or more comorbidities had a vaccine efficacy of 62.71% [95% Cl: 44.79; 74.82]; 34 (1.11%) vs
93 (3.00%) cases of COVID-19 for COVID-19 Vaccine AstraZeneca (SDSD + LDSD, >15 days post-dose 2, N=3,056) and control
(N=3,102), respectively; which was similar to the vaccine efficacy observed in the overall population.

In participants 265 years old who had received 2 doses of COVID-19 Vaccine AstraZeneca (SDSD + LDSD, >15 days post-dose
2, N=703), there were 4 cases of COVID-19 compared to 8 cases for control (N=680), corresponding to a vaccine efficacy of
51.91% [95% Cl: -59.98, 85.54]). Alarge proportion (89.6%) of older adults received their second dose <6 weeks after their
first. In older adults (265 years old) who had received SD as a first dose (222 days post-dose 1), there were 6 cases of
COVID-19 for COVID-19 Vaccine AstraZeneca (N=945) compared to 13 for control (N=896), with 0 vs 2 cases in the COVID-
19 Vaccine AstraZeneca and control groups, respectively, leading to hospitalisation (WHO severity grading >4).

Analysis of efficacy data from D8110C00001

COVID-19 Vaccine AstraZeneca has been evaluated based on an analysis from a randomised, double-blinded, placebo-
controlled Phase Ill trial conducted in the United States, Peru and Chile. The trial randomised 32,451 healthy adults or
those with medically-stable chronic diseases >18 years of age. The study excluded participants with severe and/or
uncontrolled cardiovascular, gastrointestinal, liver, renal, endocrine/metabolic disease, and neurological illnesses; as
well as those with severe immunosuppression. All participants are planned to be followed for up to 1 year for assessments
of efficacy against COVID-19 disease.

In the updated primary efficacy analysis 26,212 participants received two doses of COVID-19 Vaccine AstraZeneca
(N=17,662) or placebo (N=8,550). Participants randomised to COVID-19 Vaccine AstraZeneca received (5 x 1010 vp per
dose) administered via IM injection on Day 1 and Day 29 (-3 to +7 days). The median dose interval was 29 days and the
majority of participants received the second dose >26 to <36 days (95.7% and 95.3%, respectively) after dose 1.

Baseline demographics were balanced across the COVID-19 Vaccine AstraZeneca and the placebo groups. Of the
participants who received COVID-19 Vaccine AstraZeneca, 79.1% were aged 18 to 64 years and 20.9% were 265 years of
age; 43.8% of subjects were female. Of those randomized, 79.3% were White, 7.9% were Black, 4.2% were Asian, 4.2%
were American Indian or Alaska Native, 0.3% were Native Hawaiian or Other Pacific Islander, and 2.4% were of multiple
races (1.7% were unknown or not reported). A total of 10,376 (58.8%) participants who received COVID-19 Vaccine
AstraZeneca versus 5,105 (59.7%) who received placebo had at least one pre-existing comorbidity. At the time of analysis,
the median follow up time post-dose 2 was 61 days.

Comorbidity was defined as a chronic kidney disease, chronic obstructive pulmonary disease (COPD), lower immune
health because of a solid organ transplant, history of obesity (BMI>30), serious heart conditions, sickle cell disease, type 1
and 2 diabetes, asthma, dementia, cerebrovascular diseases, cystic fibrosis, high blood pressure, liver disease, scarring
in the lungs (pulmonary fibrosis), thalassemia, history of smoking.

Final determination of COVID-19 cases was made by an adjudication committee. Atotal of 203 participants had SARS-CoV-
2 virologically confirmed COVID-19 occurring 215 days post second dose and met either the Category A or Category B
criteria, and had no prior evidence of a previous SARS-CoV-2 infection

Category A: One or more of the following:

« Pneumonia diagnosed by chest x-ray, or computed tomography scan

« Oxygen saturation of <94% on room air or requiring either new initiation or escalation in supplemental oxygen

« New or worsening dyspnoea/shortness of breath

Category B: Two or more of the following:

« Fever>100°F (>37.8°C) or feverishness

« New or worsening cough

« Myalgia/muscle pain

« Fatigue that interferes with activities of daily living

« Vomiting and/or diarrhoea (only one finding to be counted toward endpoint definition)

« Anosmia and/or ageusia (only one finding to be counted toward endpoint definition)

COVID-19 Vaccine AstraZeneca significantly decreased the incidence of COVID-19 compared to placebo (see Table 3).
Table 3 - COVID-19 Vaccine AstraZeneca efficacy against COVID-192
COVID-19 Vaccine

AstraZeneca Placebo
N Number of N Number of Vaccine efficacy %
CoviD-19 CovID-19 (95% Cl)

casesb, n (%) casesb, n (%)

Updated Primary Efficacy Analysis¢

Symptomatic Illness 17,662 73 (0.4) 8,550 130 (1.5) 73.98
(65.34, 80.47)

Key Secondary Efficacy Analyses

Symptomatic Illness 18,563 76 (0.4) 9,031 135 (1.5) 73.68
Regardless of Evidence of (65.13, 80.13)
Prior COVID-19 Infection

Severe or Critical 17,662 0 (0.0) 8,550 8(<0.1) 100.0
Symptomatic COVID-199 (71.62, NE)e
COVID-19 Emergency 17,662 1(<0.1) 8,550 9 (0.1) 94.80

Department Visits (58.98, 99.34)

Post-treatment response for 17,662 156 (0.9) 8,550 202 (2.4) 64.32
SARS- CoV-2 Nucleocapsid (56.05, 71.03)

N = Number of subjects included in each group; n = Number of subjects having a confirmed event; Cl = Confidence
Interval;

a Based on confirmed COVID-19 cases in subjects aged 18 years and over who were seronegative at baseline, who had
received two doses and were on-study >15 days post second dose.

b Virologically confirmed SARS-CoV-2 using the Category Aand B criteria.

¢ Updated primary analysis included all outstanding adjudicated events.

d Based on laboratory-confirmed COVID-19, plus any of the following: clinical signs at rest indicative of severe systemic
illness (respiratory rate >30 breaths per minute, heart rate > 125 beats per minute, oxygen saturation < 93% on room air
at sea level, or partial pressure of oxygen to fraction of inspired oxygen ratio < 300 mmHg); or respiratory failure
(defined as needing high-flow oxygen, non-invasive ventilation, mechanical ventilation, or extracorporeal membrane
oxygenation), evidence of shock (systolic blood pressure < 90 mmHg, diastolic blood pressure < 60 mmHg or requiring
vasopressors); or significant acute renal, hepatic, or neurological dysfunction; or admission to an intensive care unit, or
death.

€ 97.5%Cl

f Negative at baseline to positive post treatment with study intervention.

In the pre-specified primary efficacy analysis, based on 190 adjudicated cases, there were 65 (0.4%) COVID-19 cases in
participants receiving COVID-19 Vaccine AstraZeneca (N=17,817) and 125 (1.5%) COVID-19 cases in participants receiving
placebo (N=8,589), with a vaccine efficacy of 76.0%, [95% C| 67.6, 82.2].

When cumulative incidence of viral shedding was examined with cases occurring >15 days post-dose-2, time to clearance
of SARS-CoV-2 in saliva samples in COVID-19 Vaccine AstraZeneca participants was notably shorter (11 vs 16 days).
Efficacy in subgroups

Participants with one or more comorbidities who received the COVID-19 Vaccine AstraZeneca >15 days post-dose-2 had an
efficacy of 75.24% (64.18, 82.88) and participants without comorbidities had a vaccine efficacy of 71.81% (95% Cl: 55.5,
82.14).

In participants = 65 years old who had received COVID-19 Vaccine AstraZeneca (=15 days post-dose N=3,696), there were
5 (0.1%) cases of COVID-19 compared to 14 (0.8%) cases for placebo (N=1,812), corresponding to a vaccine efficacy of
83.5% [95% Cl: 54.17,94.06].

Immunogenicity

Primary analysis of pooled data from COV001, COV002, COV003, and COV005

Following vaccination with COVID-19 Vaccine AstraZeneca, in participants who were seronegative at baseline,
seroconversion (as measured by a > 4 fold increase from baseline in S-binding antibodies) was demonstrated in > 98% of
participants at 28 days after the first dose and >99% at 28 days after the second. Higher S-binding antibodies were
observed with increasing dose interval (Table 4).

Generally similar trends were observed between analyses of neutralising antibodies and S-binding antibodies.
An immunological correlate of protection has not been established; therefore, the level of immune response that
provides protection against COVID-19 is unknown.

Table 4 - SARS CoV-2 S-binding antibody response to COVID-19 Vaccine AstraZeneca b

Baseline 28 days after dose 1 28 days after dose 2
Population GMT GMT GMT
(95% CI) (95% Cl) (95% CI)
Overall (N=1538) (N=1466) (N=1511)
57.1 8358.0 30,599.8
(53.8, 60.6) (7879.2, 8866.0) (29,137.1, 32,135.9)
Dose Interval
(N=578) (N=578) (N=564)
< 6 weeks 61.4 8,184.5 21,384.2
(55.3, 68.0) (7,423.9, 9,023.1) (19,750.7, 23,152.8)
(N=339) (N=290) (N=331)
6-8 weeks 56.1 9,103.9 28,764.8
(49.6, 63.3) (8,063.1, 10,279.1) (25,990.8, 31,834.9)
(N=331) (N=309) (N=327)
9-11 weeks 53.6 8,120.9 37,596.1
(47.5, 60.4) (7,100.2, 9,288.4) (34,494.2, 40,976.8)
(N=290) (N=289) (N=289)
212 weeks 54.3 8,249.7 52,360.9
(47.6, 61.9) (7,254.5, 9,381.4) (47,135.2, 58,165.9)

N =Number of subjects included in each group; GMT = Geometric mean titre; Cl = Confidence interval; S = Spike
almmune response evaluated using a multiplex immunoassay.  Individuals were seronegative at baseline.

The immune response observed in participants with one or more comorbidities was consistent with the overall
population.

High seroconversion rates were observed in older adults (265 years) after the first SD (97.3% [N=149, 95% CI: 93.3; 99.3])
and the second SD (100.0% [N=156, 95% Cl: 97.7; Not Evaluable]). The majority of older adults had a dose interval of
< 6 weeks. The increase in S-binding antibodies for older adults with a dose interval of < 6 weeks (28 days after second SD:
GMT=18759.6 [N=126, 95% Cl: 15,764.8; 22,323.3]) was comparable to all participants who received their second dose
after aninterval of < 6 weeks (Table 3). The majority of participants > 65 years old had a dose interval of < 6 weeks, which
may have contributed to the numerically lower titres observed.

In participants with serological evidence of prior SARS-CoV-2 infection at baseline (GMT=10,979.1 [N=36; 95% CI: 6,452.7;
18,680.5]), S-antibody titres peaked 28 days after dose 1 (GMT=139,010.4 [N=35; 95% Cl: 95,429.0; 202,495.1), but did
not increase further after the second dose.

Spike-specific T cell responses as measured by IFN-Y enzyme-linked immunospot (ELISpot) assay are induced after a first
dose of COVID-19 Vaccine AstraZeneca. Geometric mean responses are generally similar across age strata and regardless
of presence of comorbidity. These do not rise further after a second dose. Th1 cytokines are induced by COVID-19
AstraZeneca with cells expressing IFN-Y, IL-2, and/or TNFa which are generally similar between age categories.

Immunogenicity data from the Indian study:

GMTs of IgG antibodies against spike (S) protein were comparable between the groups at baseline - Day 1. GMTs increased
significantly after each dose of vaccine in both the groups and were comparable. There was > 98% seroconversion in both
the groups on Day 57. The immunogenicity data indicates that COVISHIELD™ is comparable in terms of anti-S IgG antibody
titers and seroconversion rates to COVID-19 Vaccine AstraZeneca vaccine (see Tables 5 and 6).

Table 5 Summary of Anti-S IgG antibodies

Timepoint Statistic COVISHIELD™ COVID-19 Vaccine AstraZeneca
(N=297) (N=98)
n (%) n (%)
N 297 98
Baseline GMT 95.4 79.4
95% Cl (78.1, 116.6) (58.2, 108.4)
N 296 98
28 days after Dose 1 GMT 10045.4 6660.8
95% Cl (8473.2, 11909.2) (4836.3, 9173.7)
n 293 95
28 days after Dose 2 GMT 30245.6 28558.3
95% Cl (26794.0, 34141.8) (23479.3, 34735.8)

Table 6 Summary of Proportion of Participants with Seroconversion for Anti-S IgG Antibodies

Timepoint Statistic COVISHIELD™ COVID-19 Vaccine
(N=297) AstraZeneca
(N=98)
N Evaluated 296 98
28 days after Dose 1 Seroconversion, n (%) 286 (96.6) 90 (91.8)
95% Cl (93.9, 98.4) (84.5, 96.4)
N Evaluated 293 95
28 days after Dose 2 Seroconversion, n (%) 287 (98.0) 94 (98.9)
95% Cl (95.6, 99.2) (94.3, 100.0)

5.2 Pharmacokinetic properties

Not applicable.

5.3 Preclinical safety data

Toxicity and local tolerance studies

In a repeat-dose toxicity study in mice, IM administration of COVID-19 Vaccine AstraZeneca was well tolerated.
Non adverse, mixed and/or mononuclear cell inflammation was observed in the subcutaneous tissues and skeletal muscle
of the administration sites and adjacent sciatic nerve consistent with the anticipated findings after IM injection of
vaccines. There were no findings in the administration sites or sciatic nerves at the end of the recovery period, indicating
complete recovery of the COVID-19 Vaccine AstraZeneca related inflammation.

Reproductive toxicity

Biodistribution studies conducted in mice did not show measurable distribution of COVID-19 Vaccine AstraZeneca to the
gonads (testes, ovaries) following IM injection.

In a reproductive and development toxicity study, COVID-19 Vaccine AstraZeneca did not induce maternal or
developmental toxicity following maternal exposure during the pre-mating, gestation or lactating periods. In this study,
vaccine elicited detectable anti-SARS-CoV-2 S-glycoprotein maternal antibodies were transferred to the fetuses and
pups, indicating placental and lactational transfer, respectively.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

L-Histidine

L-Histidine hydrochloride monohydrate

Magnesium chloride hexahydrate

Polysorbate 80

Ethanol

Sucrose

Sodium chloride

Disodium edetate dihydrate (EDTA)

Water for injection

(The names of inactive ingredients may vary according to geographical region)

6.2 Incompatibilities

In the absence of compatibility studies, this vaccine must not be mixed with other medicinal products.

6.3 Shelf-life

The expiry date of vaccine is indicated on the label and packaging.

Once opened, multi-dose vials should be used as soon as practically possible and within 6 hours when kept between
+2°C and +25°C. All opened multidose vials of COVISHIELD™ should be discarded at the end of immunization session or
within six hours whichever comes first.

6.4 Special precautions for storage

Store in a refrigerator (+2°C to +8°C). Do not freeze. Keep vials in outer carton to protect from light. Discard if vaccine has
been frozen.

Opened multidose vial (After first use)

For storage conditions after first opening of the medicinal product, see section 6.3.

6.5 Nature and contents of container

COVISHIELD™ is supplied as ready to use liquid in rubber-stoppered multidose vial and single dose vial in below listed
presentations

1 dose - 0.5 ml per vial

2 dose - 1.0 ml per vial

5dose - 2.5ml per vial

10 dose - 5.0 ml per vial

20dose - 10 ml per vial

6.6 Instructions for use, handling and disposal

Administration

COVISHIELD™ s a colourless to slightly brown, clear to slightly opaque solution. The vaccine should be inspected visually
prior to administration and discarded if particulate matter or differences in the described appearance are observed.

Do not shake the vial.

Each vaccine dose of 0.5 ml is withdrawn into a syringe for injection to be administered intramuscularly. Use a separate
sterile needle and syringe for each individual. It is normal for liquid to remain in the vial after withdrawing the final dose.
When low dead volume syringes and/or needles are used, the amount remaining in the vial may be sufficient for an
additional dose. Care should be taken to ensure a full 0.5 ml dose is administered. Where a full 0.5 ml dose cannot be
extracted, the remaining volume should be discarded. Do not pool excess vaccine from multiple vials.

The vaccine does not contain any preservative. Aseptic technique should be used for withdrawing the dose for
administration.

After first opening, multi-dose vials should be used as soon as practically possible and within 6 hours when kept between
+2°C and +25°C. Discard any unused vaccine.

To facilitate the traceability of the vaccine, the name and the batch number of the administered product must be
recorded for each recipient.

Disposal

COVISHIELD™ contains genetically modified organisms (GMOs). Any unused vaccine or waste material should be disposed
of in accordance with local requirements. Spills should be disinfected with an appropriate antiviral disinfectant
(e.g. Hydrogen peroxide based disinfectants).

Manufactured by: Marketed by:
é SERUM INSTITUTE OF INDIA PVT. LTD. SERUM INSTITUTE LIFE SCIENCES PVT. LTD.
212/2, Hadapsar, Pune 411 028, INDIA 401, Sarosh Bhavan, 16-B/1, Dr. Ambedkar Road,
@ Trademark under registration Pune - 411 001, INDIA
20017462/3
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St e AT Y 3R 1.7% Y ST BT Ol el T, ST & 44.4% AfGemy Y 3R 55.6% TIH A |

T T 111 & g B S MY R 9o gArees fbmrem, st ofik <for sipiet (covoo1, Cov002, COV003, 3R

COV005) & THRIT ST & faReul & ST U1 TIR (AR (0.7%), ST H &G (1.1%), TORA F RIF R Tiee

(<0.1%) 3TR SOIGRM 3 VI TR ST (0.2%) I SFATAT IRT 1] TRIE0T & 71T gt GTai ot Sirqeral ot gt off, Srarfos

U d SeT & faeryor & urg 7 off | 37 ufager gTal Y COV001, COV002, COV003, 3TR COV005 STl & GRTH I8 TR

TS TS i a vy A wafds D8 110000001 3feaa H g RUIE g T weult o 0 o iy et fpar |
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YIRT H T ST b Y& Ueq BT T3 W farawor:

YRT T TR 2/3 F 51 el  wifa=iiee™ ol QI SR Fg-Ta uran 7 1 SR fa=eror & forg 3= 9+t 1600

FEUIRTG! & M1 TR STeRRY =MErer off forg o aRTes <€ 71 2t (1200 &1 difa=fies™ fean mar o1, 100 Hifas -19 ST

VT ST ClehT TITe = aTe} GRT & SR o STt T =) AT 300 THT =M 3] | 39 S fawaior o e 57 (et g

T 3 o 28 fe a1e) de 379 1600 TEHTRTGT I Udhal 1 718 SR 2 8, e Ul gries 1 77 oY 8k 1577 T

TEuri ¥ e e R e R

=T THET % T MR ) Siferata faRivant o R TR e o | 9o &0 3 o il ot sifa=ites™ et o

BATSTH 87.1% AN BT SH 18 59 T8 I ity &t 1R 12.9% TN 60 I8 U1 T 3ifRreb 3T H V|

T Y TR dieb I Th U 7T Ufdcped THTT (SR & RIF IR &, S8 I &, aTferT, Tafge, geieh, Joi ok

FHIIU; e UHTal B - AR, HU U, 4T, o1, TRed, TSl H &, 3R Hiufm 8 &), srorafyd aiids 3 urd ufagd

HTE BT ST RY 3R TR Ufddee THTd (THUS) 3reqa fb T i aTel Aidp SR el b & ferg e U g 3|

Tt 1600 TguTT 7 Ul WRTe &) 71, I A S 19 (1.2%) WEHIRET H 19 TR ufdge wura (@aws) Rud fu g,

1200 (1-3%, 95% Cl 0-7-2-1) Ut g wifarfies™ et feam Tan S8 & 15 3 Tes &t RIS &1, e et o arat

TR H 2 (0-7%, 95% Cl 0-1-2-4) 3R BTS -19 T URGT ST YT B aTal | 2(2:0%, 95% CI 0-2-7-0) = THTS b

fROIE | 577 A § BIAS-19 (n=11), IR/ fETABIA (n=3), TARAT (n=1), ATTeiseniees AT (n=1), Mg

(n=1), TR (n=1) sﬁ?aﬁaﬁ«raﬂ—s‘m (n=1) | T TS T AR &1 & St €1 1Y 3R 3 fazwor &

ﬁﬁﬁﬁm‘éaﬁeﬁmﬂﬁmaﬁmﬁéﬁﬁﬁ%ﬁmml g # g Y e ar

SfNgrg Heieh goes o1 Rald Te 1 s |

ARf 2 - URA A FIfaRfiee™ &% & e A W ufoga yua@er e 57 ifve aw a18)

AR 3- Bifrs-19 & fFATE Bifds- 192 AR W AHT B gUTTSTRET

FIfS -19 FeT TR BT Fedus
N Hifas-19 ATAGT N Pifas-19 ATAaT &% B gHTTPIRET %

FYHBITb, n (%) P ESATL, n (%) (95 % ¥3rTg)
Sfefd Bl g3 ufie yuTaeTRar faare
U ST 17,662 73 (0.4) 8,550 130 (1.5) 73.98

(65.34, 80.47)

TS -8 UTGSHTIRT faReryor
g §U BIfas-19 Yo 18,563 76 (0.4) 9,031 135 (1.5) 73.68
& T & SIS ALIOTEHD (65.13, 80.13)
SRt
TR a1 fpfewa aemmes 17,662 0(0.0) 8,550 8(<0.1) 100.0
FHifgg-19d (71.62, NE)©
BITS-19 fUTTRaT 17,662 1(<0.1) 8,550 9 (0.1) 94.80
faum 7 fafsre (58.98, 99.34)
SARS-CoV-2 & SUAR & 17,662 156 (0.9) 8,550 202 (2.4) 64.32
g &t wfafesar (56.05, 71.03)

N = Teh g H HIS[G T HIR T B TRST: n =3 We Wi b eieT T a1y Uaeh IR R we1gs 2t €1 = faeyrerel sierTar:

18 SR ITY i 311G & T U 7 IfY fFU T IS -19 & A & YR TR, S T SR R IR 3, 3R o &1
T TS 2 SR GO GRT TI R o 15 o1 130 a1, ey & wg i 2|
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YR | 3ifIpd SYBTHRUI F T1E Tha B 115 SIS ST Aiga faawor

URd B Fifaxfiee™ & Jare weml & SRA Hufrfad ufage wqra 76t 3@ e afe yRd & Sifasitee™ & siftrga
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3HfRrep AT T e U S IR e o1 FAfteror fara S =1fR SR wiefon & SMeR TR ST SUged g, 39T SUDR fahar ST
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frmrerda

PifaRiee™ U HHIdce ST 8 S Thd YA:3Iodh I &1 2 | T8 Jdex ddb-id TR e o & fow mu v iamra
S RR H Tfr i a7 B e et g ok o O s ia- zwmmmﬁmﬁumﬁa%@ﬁasﬁmaﬁm
IrE-h1d-2 BT T8 DI RIHE &Y § e BidT ¢ Sl UfddRe Uelais! & & &l 9¢rar adr g 3R SR TR W
v vfafrar IRT BRaTg |

o= ¥ U 31T A U S MR ST B TR TR GUTAHTIRET 3R UfeR e

IT-frwares guTawTRaT

COV001, COV002, COV003, 3R COV005 | Ta3 fFT T 3M1eS SR e RY &1 Hrifires faeryor |
PITS-19 JRIT AT THBT [ChAdOx T nCoV-19 HRIFT IRY IehT (YT 1oTeh)] bl JedlichT TR oIS, faTT et famiw ooy
T 31T A B & AT, STS S S (T UTTeblt TeT STTal b I SHeda b T ST 38T & AT dhe et Siepy), FAifad udterit
Y T fHUTTL ST S SR STFHRI P YR W fHATTATY: IR/ 11 3688, COV001 (NCT04324606) ), ST geh & 18 9 55 I
P IY H AR T TR 1 T, TROT11 /111 (€79, COV002 (NCT04400838) it b H 18 T A1 ITY 311 U & qawh!
(ST ) TR foaT T, TRm 111 31e5T, COV003 (ISRCTN89951424) S SiTsitel # 18 I8 1 3T 31fies 3 & aawh! (Gofit
Tfed) W foam T, iR TROT 1 /11 T ST, COV005 (NCT04444674) ST GR0T S1BTeRT & 18 Y 65 a9 BT IY & IDBI TR
T | 3 sremg B o Y safd wnfira At forw e et v © diomnfedr ar arfgmTRiie @t wmr off; iR ofik / ar
S g quT e Tof Goi fawR 3, ¥, a9, TP, aiﬁ:waﬁ/aumﬁﬂﬁehwﬁw&nmmiﬁﬁ%mu
Y AFHTEEITY COV001 IR COV002 T B SrTfed Ht St SR <HIeh I 11 TR &1 SfgAfd &l
né%ﬁ(s{mmaﬁaaawaﬁ@m%w7%w’s@rmmaﬁ)mmﬂqguﬁﬁrﬁaﬁﬁs 19 A7V A & HIROT R
3R Clch fbl HHIQCbINdI Eal Ji('qlfh"i P h IQ1'\ 12 HGH dod Gijddl U‘Ilﬂ CRGRGE! Chl BISEIN
THTARTIRAT 3 7T Tepfd fazeror & oy, 18 o a1 ST 31fires 35 & Al bl IS -19 JaRH T WST (N = 8,597) TT
ﬁa(ﬁﬁﬂﬁwaﬁmmm N = 8,581) B Q1 @RI &1 178 off | o mifqnfivedt o faem fonef} faiw o o wifars -19
b1 URET A-1epT T T 35 A1 ) &1 HIHeh @RI [T 1] (5 x 1010 U} Ufy WRTep) A1 Uab S H RIa [Tars ] (2.2 x 1010l
foreht, 3% aTE U TS (5 x 1010 iy gR1ep FIGURE & U S aTet $oiaRM & =0 H < TS| ot i weHIiar
(83.8%) W &I TS C1ob T T | oo et aenaf 3 RvT, WRTe 1 3R QRT 2 3 S SfeRTal 3 H 28 WATE T T foreref
H77.0% GEHIATIN & foTg = GRToh | o it SfeRTe 4 & 12 TTTg dab 1 T

PHITS-19 R VT ST 1% SR e b I (1T SR SRS SUTR THE! A U: T TAM 2| H e
R T I ) BIf3S-19 TR UT a1 ST UTTd 3T S8 91.8% AT b1 3 18 A 64 T8 b ait 2t 3R 8.2% @ 65
T TG 31 I P & 56.0% TEUFTT ARATT Y, 74.9% BTeeH &, 10.1% Siaw & & 3R 3.7% TRATS Ja 5 A1 F3,056
(35.5%) TEHIRTE 1 1 T HH T Ugdt I HI[g HIfSTSe! (TR 30 kg/m2 13U 31w, gad 3R Yad arfed et
ﬁw S T AT AR ST Ty 2| e faReyor 3 e Srac Sie 3 for S erafd 1 §RTeh o a1 143 A ot
3R 2 GRT F aTG 83 A 2|

Hifae-19 A &1 sifaw Fefkor v sfif oo aftife grr i mar ur, Rrei™ ssquash & e e wifa 39 & SFuR
At iR & ot Feffed fomam T Fat 332 TR &1 <o &1 WR1e 2 T 3 & 15 e 31 39 a1e IRt e
FUY YR (Gfderes TRIs Tl 3¥e gRY) fhT U IRi-B1d-2 & BRI BHIfaS-19 §3iT 3R 370 &H I HH HIfIs-19
P TS A& (FUR (37.8°C T1 I 3MfYF HT AHH), @l, T o & daheiits, THRIERT (& Bt =fdd o1 1) ar
RIS 7 HEgd 81) Rt R $ik 37 99 AT A U IR-$ia-2 & UebHu BT IS ad e el | HIS-19
IR VT SHBT ENeb A b Ial b1 AT B BITAS -19 B9 oI TeT13T B hTh it 31TS (WRUM 22 3 |

TRUY 2a- COVOO1, COVO002, COV003 3R COV0052 & Fifds-19 F fBaTE HfTs-19 TR TR AT FT
FUTaHTIRET

HHIS-19 T T ST g
et N | PfReommat| N | Sifis1ommel | S @ UUEDIRG %

B HT, n (%) F AL, n (%) (95% ¥1aTs)
3raTdl HT yrafie fazawor
Fd 8597 84 (0.98) 8581 248 (2.89) 66.73
(SDSD + LDSD) (57.41, 74.01)
3gHd EF P AT
SDSD 7201 74 (1.03) 7179 197 (2.74) 63.09

(51.81, 71.73)

N = TP g H Hivg GeHIiRl &1 G n =37 TeHIRT 3t S e 9 g dR W ue1 g3 2t ¢ = [yradr siavre;
LD = FHGRI; SD = HIS TP

a qrufties e Teuiees af ok SUY Sifiies og & TeMITal 7 gfY T 7T HIfde -19 & ATl TR e 2T, SiY SRRl iR
I , SR o 31 gYTeh (TUSITuE! a1 TS uaa) €l Ts of iR G ER1eh U o3 & 15 e a1 30 a1 g wewri a1

e T amafr S —— %%WWW <60 frsfiuersitaT e it ormaraasa), AT iR S, A, a1 bt e, AT S e e
T W & RIBR Eluk . Haeht eo7s%C
: i SR iy i f o R AT S s1era gwIay & Wy SUaR & a1g vifeea gan
1 R SR ST T & R R e g9 R TRATH S ®A AT od PR wrftres T frzeur 3, 190 o HHe & SR TR, SIS -19 Aot TRTIAHT (N = 17,817) T
g qqza?m; SRAR, Wﬁ*“;‘f’ IR TAUTITET 65 (0.4%) 3TR HeT ElebT (N =8,589) UGl bR T H 125 (1.5%) IS -19 % HHe A S g2ian g fob &ip
Wséz S sgwiz TR, B IHTIBIRET 76.0%, [95% C1 67.6,82.2] 31
SR =T R GReT e R ST Bt Gt Treral B S QRI -2 G T & 15 &Y a1 39 918 31 7Sl aR &b A H G-d1a-2 &
AT AT PR IR = SRR S g el TSl T 81 & ATHaH H &1 1T o BIfAS -19 ST UReT SiehT T = aTe) U1l o R o Trf-ebia-2 3 Hielg g &t
fS——— Py p— ST A PIfaS-19 & RIATE THTaSHIRGT
e [ o mmﬁwmmmaﬂmﬁﬁrﬂaﬁﬁﬁgfwéa@ﬁjg@ﬁﬁ@mhwaﬁwzwmﬁ%
e g, e pr—y o 15 & a7 I e & 3 a1, b Y TUTIahTRGT 75.24% (64.18, 82.88) 2t o @it 1 foreft v ot ap el it -1t off

JTH &P BT UHTGHIRGT 71.81% (95% C: 55.5,82.14) &t |

65 a9 1 3T 31fih IY & TUT o Bifas-19 Taef= Ul SHaT ( = 15 &7 TR & a1e, N=3,696) fam mar 37&
FIAS-19 Y THTAT T P 5 AT G STalch FENTST BT (N=1,812) VT -1 el H 14 A UNY 1Y, S &=ifer & o s
BIIUTTHINGT83.51% [95% Cl:-54.17, 94.06] R |

yfReTeG

COV001, COV002, COV003, 3R COV005 | UaH fFT Y 3M1eS SR e RY &1 Hrufires faeryor |

DIAS-19 IRIH TToHPT I SAPTHIUI & TG, Sl GEHIT SR IR I A, 37 H Y 98% U130 P TgHIR™T
J TR QRIS T I o 28 1 a1 3R 99% F $ifiies TeuTiTT A gt WRTeh UTtd I & SIS SRI=a=i (ol TH-STefET
feSTEN B SRR § 4 T[T I7 T Sk e I GIRT AT T ST | QRIS & S SHaRTel b Fg o b To-afET
Ufestela g e off @Rl 4)1

SR TR U E gt ufdeRes teare! ik tg-ar R ifesiel & v e m e |
aﬁﬁg»w;ﬁ%ﬂaﬂuﬁ?&nwihwﬂmﬁqﬁgaﬂ%;sﬂﬁﬂ, PIAL-19 Y GR&M T HA dreht ufarer ufafesar o1
TR ST

AR 4 - PHIS-19 IR TT ST S vl A pia-2-wa-asEn RISt S ufafmarab

STTRET TF 1¥ 28 @918 TRTH 2 F 28 A a1g
Eiccif Eilec] Sherdt Sewdt
(95% Cl) (95% Cl) (95% Cl)
EaSl (N=1538) (N=1466) (N=1511)
57.1 8358.0 30,599.8
(53.8, 60.6) (7879.2, 8866.0) (29,137.1, 32,135.9)
IS F d SR
(N=578) (N=578) (N=564)
6 e q BH 61.4 8,184.5 21,384.2
(55.3, 68.0) (7,423.9, 9,023.1) (19,750.7, 23,152.8)
(N=339) (N=290) (N=331)
6-8 T@IE 56.1 9,103.9 28,764.8
(49.6, 63.3) (8,063.1, 10,279.1) (25,990.8, 31,834.9)
(N=331) (N=309) (N=327)
9-11 T 53.6 8,120.9 37,596.1
(47.5, 60.4) (7,100.2, 9,288.4) (34,494.2, 40,976.8)
(N=290) (N=289) (N=289)
12 g a1 399 3ifs 54.3 8,249.7 52,360.9
(47.6, 61.9) (7,254.5, 9,381.4) (47,135.2, 58,165.9)

N = Tieh g & Hiv[g GgHITTE &1 TRe. GMT = Rraifees Him erger; I = fayreaar siavie; s = Wies

a Qe TR SN TR e U ufafhar At g 81

b Fgumht spyRYE R WA A

I M # R U I1 ST e aiifaiee o, I8 ufaren ufafbar wru amerd) & uré w8 ufoken ufafsar &
SIFT A

I QRAH-aRI & W TS 91 65 TN A7 ITY 31UF Y & FRG! | Ugell A @RI (SD) (97.3% [N=149, 95% CI: 93.3;
99.3]) 3R R TS WRT (SD)(100.0% [N=156, 95% CI: 97.7; Hedic= THd -Tel]) UTed I qob & | MBI 31 IT &H
W%ﬂﬁﬁ%maﬁw%ﬁﬂ&mﬁsmﬁmwWW%WWW%WMW%W
SRS 6 TwTE I HH (UL TSI 28 G 18 : GMT=18759.6 [N=126, 95% CI: 15,764.8; 22,323.3]) 37 Tt GgHIRA &
A ot o8 GO WIS Uge WR1e U S 3 6 TeTg 3 HiaR T @Rt 3)1 65 7 a1 I aiftres 35 % TeUIE B
fom QT ERTeh T & dl SIeRT 6 YWTE A HH YT forTeh HRU GBI TU Y 1 e |

SR (GMT=10,979.1 [N=36; 95% Cl: 6,452.7; 18,680.5]) TR Td TT-d1d-2 WehHUT & IRIATTOTeh el Ja aret TgHIiat
B T-TETSI CTeeR I 1% 28 A TME(GMT=139,010.4 [N=35; 95% Cl: 95,429.0; 202,495.1) =¥ TR U3, Afeh W1
2FH TG IR TG |

IFN-Y TTTeH figs SRRdie Euasiswie) v § o < wres- ik & Ja ufafsa sifde-19 Jai ¥t sHaT 3t
TGRS eu s S a1e IR g8 | a3 d anifdf sik piaTafedl g arg), s siwd ufafrarama dR Rt
TAF I G TRIP U FA o 16 I8 R TG Te1 g1t ¢ Th1 AT oba HIAS-19 T SHewT gRT IR 8Id &
fORTB BRUTIFN-Y, IL-2, 3R /FT TNFa S5 R & SiT TR TR 31 A7 o e aaHgia g1

YR A §T AHTIT A IR &I Hael snas:
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224 Annexure P-7

FAQs on COVID-19 Vaccines and Vaccination Program

A. GENERAL

1. Which COVID-19 vaccines are licenced and used in the country at present for COVID
Vaccination?

Three vaccines that have been granted authorization for restricted use in emergency
situation by the Central Drugs Standard Control Organization (CDSCO) in India are
Covishield® (AstraZeneca's vaccine manufactured by Serum Institute of India), Covaxin®
(manufactured by Bharat Biotech Limited) and Sputnik V (developed by Gamaleya Research
Institute, Russia), which is the third vaccine to get approval from the Drugs Controller
General of India (DCGI).

2. What is Emergency Use Authorization (EUA)/ Permission for restricted use?

Emergency Use Authorization (EUA) is a regulatory mechanism to allow the use of vaccines
and medicines to prevent and or reduce the impact of life-threatening diseases or
conditions as caused by COVID-19. However, before grant of the EUA, there are rigorous
assessments of laboratory and clinical trial data, including data on quality, safety,
production of protective antibodies and efficacy. Safety is particularly critical aspect of this
scrutiny and a risk-versus-benefit evaluation is done in the context of a public health
emergency. Full licensure is obtained when the manufacturer submits the complete data.
EUA by Indian regulators is aligned with global guidelines.

3. Is the EUA a new process introduced for COVID-19 Vaccine?

Concept of EUA always existed to save the lives of people all over the world with vaccine
and medicines for life threatening diseases while companies continue to obtain additional
safety and effectiveness information to enable full licensure. Previously, EUAs have been
granted to vaccines for outbreaks due to anthrax, Ebola, enterovirus, H7N9 influenza, and
Middle East respiratory syndrome. As of January 2021, nine COVID-19 vaccines were in
emergency use in numerous countries around the globe.

4. Have the vaccines undergone the needed clinical trials before EUA?

Both the Indian COVID-19 vaccines and the Russian vaccine Sputnik V have conducted their
phase I, Il & lll trials. Covishield® has completed its Phase Il trials in UK and the bridging trial
in India.
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5. What is Phase I, Il and lll of clinical trial for a vaccine?

The clinical trial phases include:

Phases of vaccine
development/trial

Purpose

Pre-clinical

Vaccine development in laboratory animals

Phase | Clinical trial
(small number of participants)

Assess vaccine safety, immune response and
determine right dosage (short duration)

Phase Il Clinical trial
(few hundred participants)

Assess safety and the ability of the vaccine to
generate an immune response (short duration)

Phase Ill Clinical trial
(thousands of participants)

Determine vaccine effectiveness against the
disease and safety in a larger group of people
(duration 1-2 years)

6. Why vaccination is not provided to children who are usual target?

COVID-19 affects all age groups, however, the morbidity & mortality is several times higher
in adults particularly in those above the age of 50 years. Children have either asymptomatic

or mild infection.

The general practice is to first evaluate any new vaccine in older population and then age
reduction is done to assess the safety and effectiveness in paediatric population. The
currently available vaccines in the country have not been evaluated in children so far. There
are some clinical trials now underway to test the effectiveness and safety of the COVID 19

vaccines in children.
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B. VACCINE ATTRIBUTES

1. What technology has been used in development of the currently available vaccines in
India?

Covishield® vaccine, manufactured by the Serum Institute of India, is a Viral Vector-based

Technology which is also used to manufacture Ebola vaccine.

Covaxin® vaccine, manufactured by the Bharat Biotech, is a whole-Virion Inactivated Corona

Virus Vaccine which is also used to manufacture vaccines like Influenza, Rabies and

Hepatitis-A.

Sputnik V is developed by Gamaleya Institute in Russia and is working closely with Dr

Reddy’s Laboratories for Gam-COVID-Vac Combined vector vaccine.

2. What are the compositions of the above vaccines?
Composition of Covishield® includes inactivated adenovirus with segments of Corona Virus,

Aluminium Hydroxide Gel, L-Histidine, L-Histidine hydrochloride monohydrate, Magnesium
chloride hexahydrate, Polysorbate 80, Ethanol, Sucrose, Sodium chloride, and Disodium
edetate dihydrate (EDTA).

Composition of Covaxin® includes inactivated Corona Virus, Aluminium Hydroxide Gel, TLR

7/8 agonist, 2-Phenoxyethanol and Phosphate Buffered Saline
Composition _of Sputnik V: Component | Active substance: replication incompetent

recombinant adenovirus serotype 26 particles containing the SARS-CoV-2 protein S gene.
Component Il Active substance: replication incompetent recombinant adenovirus serotype 5
particles containing SARS-CoV-2 protein S gene.

Excipients: Tris (hydroxymethyl) aminomethane, sodium chloride, sucrose, magnesium
chloride hexahydrate, EDTA disodium salt dihydrate, polysorbate-80, ethanol 95%, and
water for injection.

3. All three vaccines require cold chain temperature. How is the cold chain been

maintained during storage and transportation of vaccine?
The two vaccines (Covishield & Covaxin) need to be stored and transported at +2° to +8°
Celsius. The cold chain for the vaccines is maintained through active and passive cold chain
equipment available at approximately 29,000 cold chain points across India. Sputnik V
requires storage temperature of -18°C (minus eighteen degrees centigrade) or below. The
deep freezers are available under Universal Immunization Programme across the country for
storage of this vaccine.

4. Is COVISHIELD® same as the vaccine been given in UK by Astra Zeneca?
Yes, Covishield® vaccine, manufactured by the Serum Institute of India, is based on the same
patent technology as the AstraZeneca vaccine.
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5. What is the dose schedule of the vaccines under the national vaccination program?
As per the permission granted by the Drugs Controller General (India), the dose schedule is
as follows:

0 Covishield®: two doses, an interval of 12-16 weeks

0 Covaxin®: two doses at an interval of 4-6 weeks

6. Do | have a choice of the vaccine that | will receive?

Yes, Co-WIN portal displays the availability of the different vaccines across the COVID
Vaccination Centres, both government and private. The beneficiary can choose to get
vaccinated with a particular vaccine at a particular CVC of his/her choice.

7. General Indications of COVID-19 vaccine:

a. Authorized Age Group: COVID-19 vaccination is indicated only for people aged 18
years and above.

b. Co-administration with non-COVID-19 vaccines: If required, COVID-19 vaccine and
other adult vaccines should be separated by an interval of at least 14 days. However,
if a person seeks emergency care due to injury/accident and had received COVID-19
vaccine in less than 14 days, tetanus injection may be provided.

c. Interchangeability of COVID-19 vaccines is not permitted: As per the available
global evidence till now, second dose should also be of the same COVID-19 vaccine
which was administered as the first dose.
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C. EFFICACY & PROTECTION

1. Developing a vaccine takes years. But this time our scientists have developed a vaccine
against the novel corona virus in such a short time. How was this possible?

Developing a vaccine generally involves years of research. First, we need a vaccine
candidate that is evaluated in animals for its safety and efficacy. After a vaccine candidate
passes a pre-clinical trial, it enters the clinical trial phase. While scientists have worked
round the clock in the laboratory, even regulatory approvals which used to take several
months have been fast-tracked. It helped eliminate all the time lapses between the pre-
clinical and clinical trial stages. Earlier, the vaccine development involved a series of steps,
but in the case of the coronavirus vaccine, the scientists and regulators worked in tandem,
accelerating the whole process without compromises on any protocols and any step.

2. What is the safety and efficacy of the vaccines used in the country?

To ensure that a vaccine is safe, we need to try it on a large number of people. The vaccine
developers have not reduced the sample size at any stage of clinical trials rather it was
bigger than what usually a vaccine is tested on.

When a vaccine is tested, most of the adverse events or unwanted effects, if any, occur in
the first four to six weeks of its administration. So, in order to ensure that it is safe, a close
watch is kept on the people it has been given to for the first two-three months. This data
helps to decide if a vaccine is safe. All concerned in the line of vaccine development, testing
and evaluation have followed these procedures. The vaccines being used are considered
safe on this yardstick.

As for the efficacy of the vaccine, we need time to tell how effective a vaccine is. All the
global agencies have set the benchmark that only those vaccine candidates which show an
efficacy of at least 50-60% will be considered. Most of the vaccines have shown an efficacy
of 70-90% within the short period of two or three months of observation. Besides when a
vaccine is given as emergency use authorization/permission for restricted use, as in the case
of the COVID-19 vaccine, the trial follow-up continues for one to two years to assess the
total duration of protection the vaccine will provide.

3. Do | need to use mask/other COVID appropriate precautions after receiving the
vaccine?

Yes, it is absolutely necessary that everyone who has received the COVID vaccine should

continue to follow COVID appropriate behaviour i.e., mask, do gaj ki doori (physical distance

of 6 feet) and hand sanitization to protect themselves and those around from spreading the

infection.

4. How long | will remain protected after vaccination?

The longevity of the immune response in vaccinated individuals is yet to be determined.
Hence, continuing the use of masks, handwashing, maintaining physical distance and other
COVID-19 appropriate behaviours is strongly recommended.

5
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5. Does vaccination protect me against newer strains / mutated virus of SARS-CoV2?

The body responds to vaccination by making more than one type of antibodies to virus parts
including spike protein. Therefore, all vaccines are expected to provide reasonable amount
of protection against the mutated virus also. Based on the available data, the mutations as
reported are unlikely to make the vaccine ineffective.

6. Which vaccine is better between Covishield® / Covaxin®/Sputnik V

There is no head-to-head comparison done between the vaccines being used in India, so
one cannot choose one over another. All vaccines would work well in preventing the
infection as well as prevent a person from going into severe state of the disease. As a long-
term effect, it would be preventing death for elderly people or those who have co-
morbidities.

7. In how many days will the vaccination create an adequate immune response and
protection?

Adequate immune response takes 2-3 weeks after completion of entire vaccination

schedule i.e., after the second dose of COVISHIELD®, COVAXIN®, SPUTNIK V.

8. Does this vaccine provide herd immunity?

When an increasing number of people get vaccinated in the community, indirect protection
through herd immunity develops.

The percentage of people who need to be immune in order to achieve herd immunity varies
with each disease. For example, its 95% for measles, however, the proportion of the
population that must be vaccinated against COVID-19 to begin inducing herd immunity is
not known.
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D. SIDE-EFFECTS

1. What are expected immediate and delayed side effects of this vaccine?

2.

Covishield®: Some mild symptoms may occur like injection site tenderness, injection site
pain, headache, fatigue, myalgia, malaise, pyrexia, chills and arthralgia, nausea. Very
rare events of demyelinating disorders have been reported following vaccination with
this vaccine but without the causal relationship establishment.

Covaxin®: Some mild symptoms 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. No other vaccine-related
serious adverse effects have been reported.

Sputnik V:

Short term general: Chills, fever, arthralgia, myalgia, asthenia, general discomfort,
headache

> Local: injection site tenderness, hyperaemia, swelling

> Less common: nausea, dyspepsia, loss of appetite,

> Qccasionally: enlarged regional lymph nodes

What are the contraindications to COVID-19 vaccines?
1. Persons with history of:
e Anaphylactic or allergic reaction to a previous dose of COVID-19 vaccine and its
ingredients.
e A suspected or confirmed case of thromboembolic phenomenon following first
dose of any of the COVID-19 vaccines
e Immediate or delayed-onset anaphylaxis or allergic reaction requiring
hospitalization to vaccines or injectable therapies, pharmaceutical products,
food-items and insect sting etc.

2. The vaccination may be deferred in the following scenario

i. In case of individuals having lab test proven SARS-2 COVID-19 illness, COVID-19
vaccination to be deferred by 3 months after recovery.

ii. In case of SARS-2 COVID-19 patients who have been given anti-SARS-2
monoclonal antibodies or convalescent plasma, COVID-19 vaccination is to be
deferred by 3 months from discharge from the hospital.

ii. In case of individuals who have received at least 1% dose and got COVID-19
infection before completion of the dose schedule, the 2" dose should be
deferred by 3 months from clinical recovery from COVID-19 illness.

iv.  Persons with any serious general illness requiring hospitalization or ICU case
should also wait for 4-8 weeks before getting COVID-19 vaccine.
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3. An Individual can donate blood after 14 days of either receipt of COVID-19 vaccine or
treating RT-PCR negative, if suffering from COVID-19 disease.

3. Which drug should be taken to minimize the adverse effects of this vaccine?
In case of minor adverse effects such as injection site pain, tenderness, malaise, pyrexia,
etc., paracetamol tablet may be used to alleviate the symptoms.

4. Should you avoid alcohol after receiving the COVID-19 vaccine?
As per experts, there is no evidence of alcohol impairing the effectiveness of the vaccine.

5. Claims on social media suggested that COVID-19 vaccine could affect female fertility. Is
it true?

Rumours or social media posts suggesting that COVID-19 vaccines could cause infertility are
not true and totally baseless. Such rumours were floated in the past against other vaccines
too for e.g. polio and measles. None of the available vaccines affects fertility. All vaccines
and their constituents are tested first on animals and later in humans to assess if they have
any such side effects. Vaccines are authorized for use only after their safety and efficacy is
assured.

6. Should one avoid taking vaccine during and around menstruation?
The time period around menstruation is no contraindication to taking vaccines and like
other vaccines, COVID-19 vaccine can be taken at any time of the monthly period.

7. Dol need to get myself tested before taking the vaccine?
No there is no requirement for screening of the vaccine recipient by Rapid Antigen Test
(RAT) prior to COVID-19 vaccination.
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E. PRECAUTIONS

1. What precautions do | need to take after receiving the vaccine?
COVID-19 vaccines are safe but in case of any discomfort or complaint, the beneficiary
should visit the nearest health facility, district immunization officer or call at 1075.

2. If | suffer from HTN/DM/CKD/heart disease/lipid disorders etc., can | safely take this
vaccine?

Overall, the vaccine is safe and efficacious in adults with co-morbidity. The maximum

benefit of getting the COVID vaccine is for those who have such co-morbidities. However, if

you are concerned for any specific reason, please consult your doctor.

3. What medications should be avoided before taking COVID-19 vaccine and for how
long?

A person receiving aspirin, clopidogrel (both of these are anti-platelet agents) or other anti-
coagulants: The dose of that day should be taken after the vaccination. Patients on Vitamin
K antagonist (VKA) should have an International Normalized Ratio (INR) less than 3 before
administration of the vaccine. In all cases, application of firm pressure at the injection site
for at least 5 minutes after the injection may be done to reduce the risk of haematoma
formation.

4. The Health Ministry has advised caution in vaccinating persons with a history of
bleeding or coagulation disorder. How does a person know if he/she has a coagulation
disorder? What tests can be conducted?

There are a few bleeding disorders like 'haemophilia'. These persons should take the vaccine

under the supervision of their treating physician. Patients who are admitted in hospital or

ICU and have bleeding problems should delay the vaccination till they are discharged.

However, several people with heart and brain disorders are on blood thinners like aspirin

and anti-platelet drugs. They can continue with their medicines and have the vaccines. For

them, vaccines are absolutely safe.

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). In

such persons, there is a slightly increased risk of bleeding through the intra-muscular route
of administration.

Individuals with these disorders are to be treated as those with any co-morbidity, they are

an at-risk population and hence should be encouraged to get COVID 19 vaccines. COVID-19

vaccine should be administered with caution in individuals with Thalassemia and
hemoglobinopathies, those who have a history of any bleeding or coagulation disorders

(e.g., clotting factor deficiency, coagulopathy or platelet disorders). The vaccinator/health

worker should ask these individuals and or their care providers if they have blue spots

(ecchymosis), bleeding spots on the skin or prolonged oozing of blood after any injury.
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In case of presence of these symptoms or any doubt about the presence of bleeding/clotting
disorder, these individuals should be referred to their treating physicians for further
clarification and approval for COVID 19 vaccination.

5. The health advisory also states that those with immunity issues should be cautious
about taking the vaccine. What are the markers of 'Immunity issues'?
Immune issues are of two types: first, immunosuppression due to any disease such as AIDS,
and people on immunosuppressant drugs such as anti-cancer drugs, steroids, etc. Second,
immunodeficiency in people who suffers from some defect in the body's protective system
such as congenital immunodeficiency.
Currently, available COVID vaccines do not have any live virus and therefore individuals with
immune issues can have the vaccine safely. But the vaccine may not be as effective in them.
One should inform the vaccinator about the medicines they consume and if they are
suffering from any known immune issues. The vaccinator should have a record of one’s
medical condition.
Immuno-deficiency, HIV, patients having immune-suppression due to any condition (persons
on stable immunosuppression for 12 weeks or more) should be able to safely receive the
vaccine although the response to the COVID-19 vaccines may be less in these individuals.

6. | had COVID infection and was treated, why should | receive vaccine?
Development of immunity or duration of protection after COVID-19 exposure is not
established therefore it is recommended to receive vaccine even after COVID-19 infection.

e Individuals who are yet to receive COVID vaccine

0 Persons having laboratory test proven SARS-CoV-2 illness should defer the
COVID 19 vaccination till 12 weeks after recovery
e Individuals who have received at least the first dose and develop SARS-CoV-2

infection before completion of the dosing schedule

0 Such individuals should wait for 12 weeks after clinical recovery from the
COVID illness

7. Is the vaccine contraindicated in person with chronic diseases?

Chronic diseases and morbidities like the Cardiac, neurological, pulmonary, pulmonary,
metabolic, renal and malignancies etc. are not contraindicated. In fact, the benefit of COVID
vaccines to reduce the risk of severe COVID disease and death is for those who have these
co-morbidities. Any other serious illness requiring hospitalization/ICU care should also wait
for 4-8 weeks before getting the next COVID-19 vaccine.

10
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F. FOLLOW-UP & BOOSTER

1. Is it important for me to receive the same vaccine during second dose?

As the vaccines available are not interchangeable, it is important to receive the second dose
of same vaccine as the first one. The Co-WIN app is also going to help to ensure that
everyone receives the same vaccine.

2. How long | will remain protected?
The duration of protection is yet to be established.

3. Will this require any repeated vaccination or booster dose after the 2" dose in future?
The requirement of booster dose is yet to be determined.

4. Will | get any certificate that | am vaccinated?

Yes, a provisional certificate would be provided after the first dose of the vaccine. On
completion of the second dose, the vaccine recipient will receive a message on completion
of schedule which would include a link to download digital certificate of vaccination for your
perusal. This certificate can then be saved in the digi-locker.

5. Any specific Information for vaccine beneficiaries in relation to Covishield® vaccine?

A vaccine beneficiary vaccinated with any of the COVID-19 vaccines, particularly Covishield®
and having one or more of the symptoms mentioned below should be suspected to have
Thrombosis and Thrombocytopenia Syndrome (TTS).

Symptoms occurring within 20 days after receiving any COVID 19 vaccines

(Recipient should report to the health facility where vaccine was administered)

0 Shortness of breath

0 Chest Pain

0 Painin limbs / pain on pressing the limbs or swelling in the limbs (arm or calf)

0 Multiple, pinhead size red spots or bruising of skin in an area beyond the injection site

0 Persistent abdominal pain with or without vomiting

0 Seizures in the absence of previous history of seizures with or without vomiting

0 Severe and persistent headaches with or without vomiting (in the absence of previous
history of migraine or chronic headache)

0 Weakness/paralysis of limbs or any particular side or part of the body (includes cranial
nerve involvements)

0 Persistent vomiting without any obvious reason

0 Blurred vision/ pain in eyes/Diplopia

0 Mental status change / encephalopathy/ depressed level of consciousness

0 Any other symptom or health condition which is of concern to the recipient or the family

Contraindications for the administration of COVISHIELD in the context of TTS:
Past history of major venous and arterial thrombosis occurring with thrombocytopenia.

11
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G. COVID-19 VACCINATION PROGRAM

1. How are the policy decisions on COVID-19 vaccination being taken in the country?

0 A National Expert Group on Vaccine Administration for COVID-19 (NEGVAC) was
constituted by Cabinet Secretariat on 7" August 2020 under the Chairpersonship of
Member (Health) NITI Aayog and Co-Chairpersonship of Secretary (H&FW).

0 NEGVAC has representation of Secretaries from Ministry of External Affairs, Dept. of
Biotechnology, Dept. of Health Research, Pharmaceuticals, MeitY, Finance and State
governments and technical experts including Director General Health Services
(DGHS), Directors of AlIMS, National AIDS Research Institute (NARI) and experts from
National Technical Advisory Group on Immunization (NTAGI) and five state
governments.

0 The NEGVAC has guided on all aspects of COVID-19 Vaccine introduction in India
including Regulatory Guidance on Vaccine Trials, Vaccine selection, equitable
distribution of vaccine, procurements, financing, delivery mechanisms, prioritization
of population groups, vaccine Safety Surveillance, regional cooperation and assisting
neighbouring countries, communication & media response etc.

2. What are the principles followed for selecting the priority groups for vaccination?
The prioritization of beneficiaries for COVID-19 vaccination in India has been done based on
the review of available scientific evidence, guidelines issued by the World Health
Organization (WHO), global examples and practices followed in other countries with the
primary objective to:

0 Protect the healthcare and the pandemic response system

0 Prevent deaths due to COVID-19 and protect individuals at highest risk and

vulnerability of mortality due to disease

The current prioritization is the most preferred approach as it follows WHO guidelines and is
based on the principle of equity wherein the most vulnerable to complications and mortality
from COVID-19 disease are prioritized for vaccination.

3. Whether the Central or State Governments propose to undertake targeted vaccination
drives for persons who are at the forefront of the war against COVID-19 and those that
are providing on-ground assistance during the pandemic?

Those who are at the frontline of the fight against COVID-19 include the healthcare workers
in the public and the private health care facilities involved in direct care of the COVID-19
patients and are most at risk of exposure were the first to receive the vaccination. This was
followed by those who are exposing themselves to risk of exposure while carrying out the
surveillance and containment measures and were included as frontline workers and were
the second to be vaccinated.

12
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4. How has the COVID-19 vaccination been introduced and scaled up in the country?
Based on the recommendations of NEGVAC and approval of Gol, COVID-19 vaccination
programme started with the Health Care Workers (HCWs) who were directly involved in
care of the COVID-19 patients w.e.f 16™ January 2021 followed by Front Line Workers
(FLWs) who were involved in containment and enforcement activities from 2" February
2021.

Subsequently, the individuals above 60 years and those between 45 years and 60 years with
the identified 20 comorbidities were included for COVID-19 vaccination from 1t March
2021. Since 1%t April 2021, prioritized age group was expanded to cover all persons aged 45
years and above for COVID-19 vaccination. Nearly 88% of all COVID deaths in the country
have been reported in the age group of 45 years and above. Starting 1t May, 2021 the
eligible age for vaccination was expanded to cover all adults above 18 years.

From 215t June 2021, Revised Guidelines for Implementation of National COVID Vaccination
Program came into effect under which Government of India is procuring COVID-19 vaccines
and providing it free of cost to States/UTs Government. The domestic vaccine
manufacturers can provide upto 25% of their monthly vaccine production directly to private
hospitals. All citizens irrespective of their income status are entitled to free vaccination.
Those who have the ability to pay are encouraged to use private hospital’s vaccination
centres.

5. How have the other countries phased out their COVID-19 vaccination?

Prioritization criteria from WHO and other countries shows that a step-wise layered
approach is advisable. For instance, the UK followed a step-wise approach for vaccination by
first prioritizing those who are 80 years of age or above, followed by those above 75 years of
age, next covering those over 70 years, and so on. Presently, they have started vaccination
of younger population.

Likewise, France first covered those above 75 years of age, followed by those between 65 —
74 years. Similarly, USA started with vaccination of Health Care Workers and higher age
groups and now COVID-19 vaccination is available to all adults. A staggered approach has
been taken by other countries starting with those in the higher age group.

6. How has the citizen interest been kept in mind with the vaccination strategy?

The vaccination program has been strategized to maximize the reach of vaccines to the
citizens, keeping in mind their vulnerability, and allowing the states to use their strengths in
service delivery. The CoWIN platform, the backbone of vaccine delivery which is a very
citizen friendly platform, is being upgraded to respond to the states /UTs and citizens based
on the feedback received.

The vaccination can be availed at both government and private CVCs, with government CVCs
providing it free of cost. Those who can afford, may approach private hospitals where
vaccination would be done at a price. Vaccination through private sector would facilitate
improved access and will reduce the operational stress on the government vaccination
facilities thus reducing the crowd.

13
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To promote the spirit of “Lok Kalyan”, use of non-transferable Electronic Vouchers which
can be redeemed at private vaccination centers, are being encouraged to enable people to
financially support vaccination of Economically Weaker Sections at private vaccination
centres

Hon’ble Prime Minister has inaugurated the use of e-RUPI voucher for payment of Covid-19
vaccination at Private Covid Vaccination Centre. Efforts are being made to ensure that the e-
RUPI Vaccination Vouchers are sponsored in the State/UT in sufficient numbers to facilitate
better access for people to vaccination even in the private COVID Vaccination centres. The
Public sector undertaking, Industry and the Corporates are being encouraged to issue these
vouchers to their employees, dependants and other beneficiaries.

7. Will COVID vaccination be available for eligible citizens at Public as well as Private
facilities?

Yes, vaccination can be availed at government or private COVID Vaccination Centre (CVC) as

per convenience. The nearest CVC can be located on Co-WIN portal and appointment can be

booked as per the choice of CVC.

8. Is there a difference in registration process at private and at public facilities?
There is no difference between registration process for vaccination at Public & Private CVCs.
In both cases, beneficiaries need to register on Co-WIN. The various modes of registration
include:
e Online registration and appointment
e On-site or walk-in registration and vaccination of either single individual or groups of
individual (such as those who do not have access to internet or smart phones) at
COVID-19 Vaccination Centre (CVC)
e Registration at Common Service Centres (CSCs)
e Assisted registration through National COVID-19 Helpline (1075)/State Integrated
Helplines

9. What will be the cost of vaccination for eligible citizens?

COVID-19 vaccination is available free of cost to all citizens aged 18 years and above at
government CVCs. Those who have the capacity to pay may approach COVID Vaccination
Centres at private hospitals. The price of different vaccine products at private CVC may
differ and will be dynamic as per vaccine pricing offered by the manufacturers, which will be
declared by each vaccine manufacturer. The private hospitals may charge upto a maximum
of Rs 150 per dose as service charge. The price of vaccination would also be displayed on
CoWIN portal and would be visible to citizens at the time of seeking online appointment.

14
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H. COVID-19 VACCINATION IN PREGNANT AND LACTATING WOMEN

1. Is it safe to get COVID vaccine during pregnancy?

The vaccines being used under the national vaccination program are found to be safe and
effective. Based on how these vaccines work in the body, experts believe they are unlikely
to pose a risk for people who are pregnant. The National Technical Advisory Group on
Immunization (NTAGI) has recommended that “pregnant women may take any one of the
two Covid-19 vaccines and lactating women are also eligible for jabs at any time before and
after delivery.” This recommendation is based on the emerging evidence which shows that
benefits of COVID-19 vaccination during pregnancy far outweigh the risk associated with
contracting COVID infection during pregnancy (like increased risk for severe illness, preterm
birth). However, it’s important that pregnant women make an informed choice.

2. Are risks of Covid vaccination more than benefits for a pregnant /lactating woman?
No, the very real benefits of vaccinating pregnant and lactating women seem to far
outweigh any theoretical and remote risks of vaccination. Lactating women are also
considered for Covid vaccine as there are no known adverse effects on the neonate who is
breastfeeding. In fact, there is a possibility of passage of protective antibodies to the child,
which may have a beneficial effect.

3. | am a pregnant / lactating Health worker engaged with Covid patient care. Should |
take Covid vaccine?

Yes. Since you are at higher risk of getting infected, you should consider getting yourself

vaccinated.

4. A lady was provided Covid vaccination and now suspected of being pregnant. Should
she terminate the pregnancy if found pregnant? What should she do?

It is not advised to delay or terminate pregnancy because of vaccination. As per the

available evidence, the vaccines do not have any ill effects on the fetus or the outcome of

pregnancy. Also, it is not necessary to conduct pregnancy testing prior to vaccination.

5. What effect will COVID -19 have on my baby if | am diagnosed with the infection?

It has been seen that most (over 95%) of the newborns of COVID-19 mothers have been in
good condition at birth. Current evidence suggests that if you have the virus it is unlikely to
cause problems with your baby’s development.

6. | was advised by my obstetrician not to take any vaccine as some vaccines are
contraindicated during pregnancy. Should | take Covid vaccine?

In pregnancy, there could be concerns with live attenuated vaccines. There are no live

attenuated COVID-19 vaccines in the market in India or globally. Historically, vaccines are

being provided to pregnant women such as tetanus and diphtheria which are safe.

Therefore, there is no risk with COVID-19 vaccines as such. In case you are on treatment for
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any other pre-existing conditions then you may seek advice of your treating physician. The
COVID19 vaccination reduces the risk of serious disease in those with co-morbid conditions

7. During my lactation period, | got Covid infection, what should | do now? Should |
discontinue breast feeding and stay isolated from my newborn baby?

Please continue with breast feeding, which is very important for the wellbeing of the

newborn. A COVID positive lactating mother is unlikely to transmit SARS CoV 2 virus through

breast milk. Consequently, WHO recommends that mothers continue to breastfeed their

infants. At the same time, it is important to wear mask properly, wash your hand frequently

and take all precautions while taking care of baby and while breastfeeding.

8. lam a pregnant / lactating mother. Is it mandatory to take COVID-19 vaccine?
COVID-19 vaccination is not mandatory, however, you can make an informed choice
regarding receiving the vaccine. The Health Care Worker or doctor would brief you about
COVID-19 vaccines and its benefits.

9. If | take COVID-19 vaccine during pregnancy, would it have any abnormal effect on the
baby?

Currently, there is no evidence that shows COVID-19 vaccine administration affects the

feotus/baby. The manufacturers of mRNA vaccines have done DART studies, which didn’t

show any safety issues, and the post marketing surveillance data did not show any safety

signals in pregnancy.

10. Are there any additional risks with COVID-19 vaccination if taken during pregnancy or
lactation?

No, based on reported risks from the general population, any additional risk during

pregnancy or lactation is likely to be rare. As such, no such reports have emerged.

11. | have recently got COVID-19 vaccination. Can | plan for pregnancy?
Yes, you can plan for pregnancy as per your choice.

12. Does COVID-19 vaccine have any detrimental effect on pregnancy outcome?

Currently, there is no evidence that shows COVID-19 vaccine administration increases
miscarriage rates or affects pregnancy outcome. It protects against serious COVID19 disease
in pregnancy.

13. My pregnancy was confirmed recently and | want to take COVID-19 vaccine. What is
the best time to get the Covid vaccine?

COVID-19 vaccine can be taken any time during pregnancy as per recommendation of the

National Technical Advisory Group on Immunization (NTAGI).

16
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14. While in my pregnancy, | was recently diagnosed as COVID-19 positive. Should |
immediately go for COVID-19 vaccination?
No, you should defer COVID-19 vaccination for 12 weeks/3 months after recovery.

15.1 am convinced to take COVID-19 vaccine during my pregnancy, but how should |
proceed?

You can register on the Co-WIN portal and schedule your vaccination appointment as per

your convenience, through website-https://www.cowin.gov.in/home . There is also option

of onsite registration in the Government and private covid vaccination centers. You could
call at 1075 to assist you on the process.

16. Are the body immune responses following COVID-19 vaccination in a pregnant or
lactating woman same as in non-pregnant person?

Yes, pregnant and lactating women elicit comparable vaccine induced humoral immune

responses as in non-pregnant persons. Vaccine-generated antibodies are also present in

umbilical cord blood and breast milk after maternal vaccination.

17. Will | experience any side effects after vaccination?

Yes and No. Side effects are variable after vaccination but there is no reason to think that
the vaccine will have worse side-effects in pregnant women. These effects are usually
similar to side effects in non-pregnant women, and usually are not serious and do not
require any specific medical attention except symptomatic relief.

18. What are the common side effects after vaccination?

Commonly seen minor side-effects may be immediate in the form of pain at injection site,
sweating and nausea. In the first seven days, the vaccine may even cause fever, fatigue,
myalgia, arthralgia, local pain, swelling, redness, rash and diarrhea. Please consult your
doctor immediately if fever or other symptoms persist.

19. Which vaccines should | take if | am pregnant?

National Technical Advisory Group on Immunization (NTAGI) recommends that pregnant
women may take any one of the two Covid-19 vaccines (Covishield or Covaxin). You must
consult your doctor about the choice of vaccine in particular case. Both COVISHIELD and
COVAXIN can be used during pregnancy or lactation.

20. What do I do if | have fever, pain or any other side-effect after vaccination?
Post-vaccination, you must wait for at least half an hour at the center so that side-effects
can be managed. If they occur afterwards, please contact the nearest health facility or the
district immunization officer for guidance.

17
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21. Can women who are on contraception courses and women planning for pregnancy get
vaccinated?

Yes, women on contraceptives can certainly get vaccinated. Pregnant women fall in the

vulnerable group in terms of risk of serious disease in case of exposure. It might be safer for

them to be fully immunized before she conceives.

22. Does getting the vaccine affect my future fertility and the chances of getting pregnant?
No, there is no evidence or no indications so far that the COVID vaccines impact fertility.

23. What should pregnant woman consider before getting the vaccine?
Expectant woman may consider to discuss the following with their doctor/health care
provider to guide them to make their decision:

e Likelihood of exposure to COVID-19, risks of COVID-19 to them and potential risks to
her and fetus

e Benefits of getting vaccinated
e Information about the type of vaccine and known side effects of the vaccine.

%k %k %k %k %k
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FAOson COVID-19 Vaccines and Vaccination Program

A. GENERAL

1. Isvaccination for COVID-19 mandatory?

As per the operational guidelines issued by the GOI and disseminated to all States/ UTs
the COVID-19 vaccination is totally voluntary; however, all individuals are encouraged
to take vaccination for protecting themselves and their families from serious Covid-19
infection.

2. Which COVID-19 vaccines are used in the country at present for COVID-19
Vaccination?
The vaccines namely  Covishield (AstraZenecas vaccine manufactured by Serum
Institute of India), Covaxin (manufactured by Bharat Biotech Limited), Sputnik V
(Manufactured by Gamaleya Research Institute, Russia and imported by Dr Reddy’s
Lab), CorBEvax (manufactured by M/s Biological E) and Covovax (manufactured by
M/s Serum Institute of India) are being used in the country. As on August 2022,
Covishield and Covaxin have received market authorization with certain conditions,
where as other vaccines are permitted for restricted use in emergency situation in the
country by Central Drugs Standard Control Organization (CDSCO), the National
Regulator.

3. What isEmergency Use Authorization (EUA)/ Permission for restricted use?
Emergency Use Authorization (EUA) is a regulatory mechanism to allow the use of
vaccines and medicines to prevent and/or reduce the impact of life-threatening diseases or
conditions as caused by COVID-19. However, before grant of the EUA, there are
rigorous assessments of laboratory and clinica trial data, including data on quality,
safety, production of protective antibodies and efficacy. Safety is particularly critical
aspect of this scrutiny and a risk-versus-benefit evaluation is done in the context of a
public health emergency. Full licensure is obtained when the manufacturer submits the
complete data. EUA by Indian regulatorsis aligned with global guidelines.

4. |sthe EUA anew processintroduced for COVID-19 Vaccine?

Concept of EUA aways existed to save the lives of people al over the world with
vaccine and medicines for life threatening diseases while companies continue to obtain
additional safety and effectiveness information to enable full licensure. Previously, EUAS
have been granted to vaccines for outbreaks due to Anthrax, Ebola, Enterovirus, H7N9
influenza, and Middle East Respiratory Syndrome. WHO EUL COVID-19 vaccines and
their status IS available on WHO website
(https.//www.google.com/url ?sa=t& rct=j & =& esrc=s& source=web& cd=& ved=2ahUK E

wjUnIHV 6L 4AhW{7zgGHQ96BI11 QFNoECA UQA Q& url=https%3A %2F%2Fcovid19.t
rackvaccines.org%2Fagency%2Fwho%2F& usg=AOvV aw2df 7h71PY NceyK BgqoA Vivt)
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5. Havethevaccinesundergonethe needed clinical trials before EUA?

All vaccines have conducted their phase I, Il & 11l clinica trials before EUA and only

after these clinical trials, they have been granted EUA by CDSCO.

6. WhatisPhasel, Il and |1l of clinical trial for a vaccine?

Theclinical trial phasesinclude:

Phases of vaccine development/trial

Purpose

Pre-clinica

Vaccine development in laboratory
animals

Phase | Clinical trial
(small number of participants)

Assess vaccine safety, immune response
and determine right dosage (short
duration)

Phase Il Clinicd tria
(few hundred participants)

Assess safety and the ability of the
vaccine to generate an immune response
(short duration)

Phase I1l Clinical trid
(thousands of participants)

Determine vaccine effectiveness against
the disease and safety in alarger group of
people (duration 1-2 years)

7. Why vaccination isnot provided to children who are usual target?

The general practice isto first evaluate any new vaccine in older population and then age
reduction is done to assess the safety and effectiveness in paediatric population. Presently
COVID-19 vaccines in India have received approval for Childrens of 12-17 years of age
group among children. Therefore, COVID-19 vaccines are given to Childrens of 12-17
years age group under the National Covid-19 Vaccination Programme based on the

recommendation of Domain knowledge experts.

8. What arethe vaccinesthat havereceived approval for children in India?
ZyCoV D by M/s Cadila hedlthcare limited, Covaxin by M/s Bharat Biotech, CorBEvax
by M/s Biological E Ltd. and Covovax by M/s Serum Institute of India Ltd. have received
emergency used authorization by Centra Drugs Standard Control Organization
(CDSCO), by the National Regulator.

SN Age group Vaccine Covid Vaccination
Centres (CVCs)

1 12-14 year CorBEvax Govt and Pvt CVCs
Covovax Only at Pvt CVCs
ZyCoV-D Only at Pvt CVCs

2 15-17 years CorBEvax Only Pvt CVCs
Covaxin Govt and Pvt CVCs
Covovax Only at Pvt CVCs
ZyCoV-D Only at Pvt CVCs

2
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B. VACCINE ATTRIBUTES

1. What technology has been used in development of the currently available vaccinesin
India?
Covishield® vaccine, manufactured by the Serum Institute of India, is a Vira Vector-
based Technology which is aso used to manufacture Ebola vaccine.
Covaxin® vaccine, manufactured by the Bharat Biotech, is a whole-Virion Inactivated
Corona Virus Vaccine which is al'so used to manufacture vaccines like Influenza, Rabies
and Hepatitis-A.
Sputnik V is manufactured by Gamaleya research Institute in Russia and is imported by
Dr Reddy’s Laboratories for Gam-COVID-Vac Combined vector vaccine (Component |
& 11).
CorBEvax is developed by Biological E Ltd. is a protein subunit vaccine which has
receptor binding domain of SARS-CoV-2 gene.
Covovax manufactured by Serum Institute of Indiais a SARS-CoV-2 rS Protein COVID-
19 recombinant spike protein Nanoparticle Vaccine.
ZyCoV-D manuafcured by Zydus Cadilais recombinant DNA Novel Corona Virus-2019-
nCoV vaccine.

2. What arethe compositions of the above vaccines?
Composition of Covishield® includes inactivated adenovirus with segments of Corona
Virus, Aluminium Hydroxide Gel, L-Histidine, L-Histidine hydrochloride monohydrate,
Magnesium chloride hexahydrate, Polysorbate 80, Ethanol, Sucrose, Sodium chloride,
and Disodium edetate dihydrate (EDTA).

Composition of Covaxin® includes inactivated Corona Virus, Aluminium Hydroxide Gel,
TLR 7/8 agonist, 2-Phenoxyethanol and Phosphate Buffered Saline

Composition of Sputnik V: Component | Active substance: replication incompetent
recombinant adenovirus serotype 26 particles containing the SARS-CoV-2 protein S
gene.

Component 11 Active substance: replication incompetent recombinant adenovirus
serotype 5 particles containing SARS-CoV-2 protein S gene.

Excipients: Tris (hydroxymethyl) aminomethane, sodium chloride, sucrose, magnesium
chloride hexahydrate, EDTA disodium salt dihydrate, polysorbate-80, ethanol 95%, and
water for injection.

Composition of CorBEvax: The CorBEvax includes the following ingredients:
Aluminium hydroxide gel as AI*™™, CpG 1018, Buffer(Tris and NaCl in WFI).

Composition of Covovax: The COVOVAX™ Vaccine includes the following
ingredients. SARS-CoV-2 rS Protein, DS Adjuvant Matrix-M1 Disodium hydrogen
phosphate heptahydrate, Sodium dihydrogen phosphate monohydrate, Sodium chloride
Polysorbate 80.
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. All vaccines currently used in National Covid-19 vaccination program require cold
chain temperature. How is the cold chain been maintained during storage and
transportation of vaccine?

The vaccines (Covishield, Covaxin, CorBEvax,Covovax and ZyCoV-D) need to be stored
and transported at +2° to +8° Celsius. The cold chain for the vaccines is maintained
through active and passive cold chain equipment available at approximately 29,000 cold
chain points across India.

Sputnik V requires storage temperature of -18°C to -22°C (minus eighteen degrees
centigrade to minus twenty two degree centigrade) or below . This vaccine is being
administered by private hospitals only.

Is COVISHIELD® same as the vaccine been given by other countrieslike in UK by
Astra Zeneca?

Yes, Covishield® vaccine, manufactured by the Serum Institute of India, is based on the
same patent technology as the AstraZeneca vaccine administered by other countries.

. What is the dose schedule of the vaccines under the national Covid-19 vaccination

program?

In the National Covid-19 vaccination programme following dose schedule is as followed:
0 Covishield®: two doses, an interval of 12-16 weeks (84-112 days)

Covaxin®: two doses at an interval of 4-6 weeks (28-42 days)

CorBEvax: two doses a an interval of 4 weeks (28 days)

Covovax: two doses at an interval of 3 weeks (21 Days)

Sputnik V: two doses at an interval of 3 weeks (21 days)

ZyCoV-D : two doses at an interval of 4 weeks (28 days)

Precaution dose (with the same vaccine or with CorBEvax following primary
vaccination of Covishield & Covaxin), at an interval of 6 months (26 weeks) from the
date of administration of 2" dose.

O O O 0O O O

Do | have a choice of the vaccinethat | will receive?

Yes, Co-WIN portal displays the availability of the different vaccines across the COVID
Vaccination Centres, both government and private as per the age appropriate criteria. The
beneficiary can choose to get vaccinated with a particular vaccine at a particular CVC of
his/her choice. For more details please visit COWIN (www.cowin.gov.in)

. What arethe general indicationsfor COVID-19 vaccination?:

a Co-administration with non-COVID-19 vaccines. If required, COVID-19 vaccine
and other adult vaccines should be separated by an interval of at least 14 days.
However, if a person seeks emergency care due to injury/accident and had received
COVID-19 vaccinein less than 14 days, tetanus toxoid injection may be provided.

b. Interchangeability of COVID-19 vaccines: Till now:

A. First & Second dose of Covid-19 vaccination should be of same
vaccine and
B. Precaution dose


http://www.cowin.gov.in/
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1) should also be of the same COVID-19 vaccine OR
[1)Heterologous Precaution Dose with CorBEvax is alowed after
vaccination with second dose of Covaxin or Covishield only.

8. Who aredligiblefor Precaution dose?

The following types of beneficiaries who are fully vaccinated (with 2 doses) and have
completed 6 months (26 weeks) after the 2nd dose, as per the records available on Co-
WIN, are eligible to take precaution dose.

a. Health Care Workers (HCW)

b. Frontline Workers (FLW)

c. Citizens aged 60 years and more. It isavailed at all Government CV Cs free of
cost and Private CVCsin all States/UTs

Under Covid Vaccination Amrit Mahostav,all Citizens aged 18 years and more are
eligible for Precaution dose free of cost at Govt CVCs. and aso eligible for precaution
dose a private CV Cs on a payment basis.
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C. EFFICACY & PROTECTION

1. Developing a vaccine takes years. However, thistime our scientists have developed a
vaccine against the novel coronavirusin such a short time. How was this possible?
Developing a vaccine generaly involves years of research. First, we need a vaccine
candidate that is evaluated in animals for its safety and efficacy. After a vaccine candidate
passes a pre-clinical trial, it enters the clinical trial phase. While scientists have worked
round the clock in the laboratory, even regulatory approvals that used to take severd
months have been fast-tracked as per standard guidelines. It helped eliminate al the time
lapses between the pre-clinical and clinical trial stages. Earlier, the vaccine development
involved a series of steps, but in the case of the coronavirus vaccine, the scientists and
regulators worked in tandem, accelerating the whole process without compromises on any
protocols and any steps.

2. What isthe safety and efficacy of the vaccines used in the country?
To ensure that a vaccine is safe, we need to try it on a large number of people. The
vaccine developers have not reduced the sample size at any stage of clinical trials rather it
was bigger than what usually avaccineis tested on.
When a vaccine is tested, most of the adverse events or unwanted effects, if any, occur in
the first four to six weeks of its administration. Therefore, in order to ensurethat it is safe,
a close watch is kept on the people it has been given to for the first two-three months.
This data helps to decide if a vaccine is safe. All concerned in the line of vaccine
development, testing and evaluation have followed these procedures. The vaccines being
used are considered safe on this yardstick.
Asfor the efficacy of the vaccine, we need time to tell how effective avaccineis. All the
global agencies have set the benchmark that only those vaccine candidates that show an
efficacy of at least 50-60% will be considered. Most of the vaccines have shown an
efficacy of 70-90% within the short period of two or three months of observation. Besides
when a vaccine is given as emergency use authorization/permission for restricted use, as
in the case of the COVID-19 vaccine, thetrial follow-up continues for one to two years to
assess the total duration of protection the vaccine will provide.
More than 100 crore people have received at least a single dose of Covid-19 vaccine and
the proportion of side effectsisvery low.

3. Do | need to use mask/other COVID appropriate precautions after receiving the
vaccine?
Yes, it is absolutely necessary that everyone who has received the COVID vaccine should
continue to follow COVID appropriate behaviour i.e., mask, do gg ki doori (physical
distance of 6 feet) and hand sanitization; this is required to protect themselves and those
around from spreading the infection.

4. How long | will remain protected after vaccination?
The longevity of the immune response in vaccinated individuals is yet to be determined.
Hence, continuing the use of masks, handwashing, maintaining physical distance and
other COVID-19 appropriate behavioursis strongly recommended.
6
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Does vaccination protect me against newer strains/ mutated virus of SARS-CoV2?
All vaccines are expected to provide reasonable amount of protection against the mutated
virus also.

. Which vaccine is better between Covishield®/Covaxin®/Sputnik
V/Cor BEvax/Covovax/ZyCoV-D?

There is no head-to-head comparison done between the vaccines being used in India, so
one cannot choose one over another. All vaccines would work well in reducing the
mortality and morbidity caused by COVID-19 disease.

In how many days will the vaccination create an adequate immune response and
protection?

Adequate immune response develops approximately 2-3 weeks after completion of the
Primary vaccination schedule i.e., after the second dose of Covid-19 vaccine in most of
the beneficiaries.

Doesthisvaccine provide herd immunity?

When an increasing number of people get vaccinated in the community, indirect
protection through herd immunity develops.

The percentage of people who need tobe immunein order to achieve herd
immunity varies with each disease. For example, its 95% for measles, however, the
proportion of the population that must be vaccinated against COVID-19 to begin inducing
herd immunity is not known.
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D. SSIDE-EFFECTS

1. What are expected immediate and delayed side effects of this vaccine?
Covishield®: Some mild symptoms may occur like injection site tenderness, injection
site pain, headache, fatigue, myalgia, malaise, pyrexia, chills and arthralgia, nausea. Very
rare events of demyelinating disorders, thrombosis with thrombocytopenia syndrome
(TTS) have been reported following vaccination with this vaccine. Any specific
Information for vaccine beneficiariesin relation to Covishield® vaccine?
A vaccine beneficiary vaccinated with any of the COVID-19 vaccines, particularly
Covishield® and having one or more of the symptoms mentioned below should be
suspected to have Thrombosis and Thrombocytopenia Syndrome (TTS). Persons
taking Covishiled should be vigilant for atleast 30 days after taking vaccine for the
following symptoms:
0 Severeand persistent headaches with or without vomiting (in the absence of
previous history of migraine or chronic headache)
Shortness of bresth
Chest Pain
Painin limbs/ pain on pressing the limbs or swelling in the limbs (arm or calf)
Multiple, pinhead size red spots or bruising of skin in an area beyond the injection
site
Persistent abdominal pain with or without vomiting
Seizuresin the absence of previous history of seizures with or without vomiting
Weakness/paralysis of limbs or any particular side or part of the body (includes
crania nerve involvements)
Persistent vomiting without any obvious reason
Blurred vision/ pain in eyes/Diplopia
Mental status change / encephalopathy/ depressed level of consciousness
Any other symptom or health condition which is of concern to the recipient or the
family
Contraindications for the administration of COVISHIELD in the context of
TTS:
Past history of maor venous and arterial thrombosis occurring with
thrombocytopenia.

o O O o

o O O

O O O o

Covaxin®: Some mild symptoms AEFIs may occur like injection site pain, headache,
fatigue, fever, body ache, abdomina pain, nausea and vomiting, dizziness-giddiness,
tremor, sweating, cold, cough and injection site swelling.

Sputnik V:

Short term genera: Chills, fever, arthralgia, myalgia, asthenia, general discomfort,
headache

> Local: injection site tenderness, hyperaemia, swelling

> Less common: nausea, dyspepsia, loss of appetite,

> QOccasionally: enlarged regional lymph nodes
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CorBEvax:

Systemic:

Common: Fever/Pyrexia, Headache, Fatigue, Body Pain, Myalgia, Nausea
Uncommon: Arthalgia, urticaria, Chills, Lethargy

Local:

Common: Injection Site Pain (Very common), Injection site erythema
Uncommon: Injection site swelling, Injection site rash, Injection site pruritis
Rare: Injection siteirritation

Covovax:

Very Common: Injection site pain, Injection site tenderness, Feeling tired (fatigue) ,
Malaise ,Headache , Fever , Soreness of muscles, Joint pain, Nausea or vomiting
Common: Chills, Injection site redness, Injection site swelling , Injection site induration
(hardness) , Pain in extremity (legs or arms) , Body ache

Uncommon: Asthenia (weakness or lack of energy), Injection site pruritus (itching) ,
Injection site rash , Rash , Skin redness , Itching , Hives , Enlarged lymph nodes , Back
pain

Rare: Dizziness (feeling dizzy) , Sleepiness

ZyCoV-D:

Pain at injection site, redness, swelling and itching, headache, fever, muscle pain, and
fatigue, Arthralgia, Back pain, Muscle spasms, Myalgia, Musculoskeletal pain, Neck
pain, Vertigo, Diarrhoea, Gastritis, Gastrooesophageal reflux disease, Nausea, Vomiting,
Asthenia, Chills, Eye irritation, Abdominal distension, Abdominal pain, Fatigue, Pain,
Pyrexia, Nasopharyngitis, Pain in extremity, Ageusia, Anosmia, Cerebral infarction,
Dizziness, Headache, Cough, Dyspnoea, Nasal dryness, Oropharyngeal pain,
Rhinorrhoea, Sneezing.

Source: As per the data information provided by vaccine manufacturer

. What do | doif I havefever, pain or any other side-effect after vaccination?
Post-vaccination, you must wait for at least half an hour at the center so that side-effects
can be managed. If they occur afterwards, please contact the nearest health facility or the
health care worker for guidance.

. What arethe contraindicationsto COVID-19 vaccines?

1. Persons with history of:
e Anaphylactic or alergic reaction to a previous dose of COVID-19 vaccine and its
ingredients.
e A suspected or confirmed case of thromboembolic phenomenon following first
dose of any of the COVID-19 vaccines
e Immediate or delayed-onset anaphylaxis or allergic reaction requiring
hospitalization to vaccines or injectable therapies, pharmaceutica products, food-
items and insect sting etc.
2. The vaccination may be deferred in the following scenario
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i. Incaseof individuals having lab test proven SARS-2 COVID-19 illness, COVID-
19 vaccination to be deferred by 3 months after recovery.

ii. In case of SARS-2 COVID-19 patients who have been given anti-SARS-2
monoclonal antibodies or convalescent plasma, COVID-19 vaccination is to be
deferred by 3 months from discharge from the hospital .

iii. In case of individuals who have received at least 1% dose and got COVID-19
infection before completion of the dose schedule, the 2" dose should be deferred
by 3 months from clinical recovery from COVID-19 ilIness.

3. An Individual can donate blood after 14 days of either receipt of COVID-19 vaccine or
getting RT-PCR negative, if suffering from COVID-19 disease.

. Which drug should be taken to minimize the adver se effects of thisvaccine?

The minor adverse effects of Covid-19 vaccination such as injection site pain, tenderness,
malaise, pyrexia, etc., are self-limiting. In case of no relief, Health Care Worker (HCWSs)
may be contacted to seek further advice.

. Claims on social media suggested that COVID-19 vaccine could affect female
fertility. Isit true?

Rumours or social media posts suggesting that COV1D-19 vaccines could cause infertility
are not true and totally baseless. Such rumours were floated in the past against other
vaccines like e.g. polio and measles. None of the available Covid-19 vaccines affects
fertility. All vaccines and their constituents are tested first on animals and later in humans
to assess if they have any such side effects. Vaccines are authorized for Human use only
after their safety and efficacy is assured and ascertained.

. Should one avoid taking vaccine during and around menstruation?

The time period around menstruation is no contraindication for taking vaccines and like
other vaccines, COVID-19 vaccine can be taken at any time of the monthly menstrual
period.

. Dol need to get myself tested for COVID-19 befor e taking the vaccine?

No, there is no requirement for screening of the vaccine recipient by Rapid Antigen Test
(RAT) or RTPCR prior to COVID-19 vaccination. However, if you are symptomatic and
suspected of suffering from COVID-19 infection, it is advisable to get tested yourself for
Covid-19. In case of COVID-19 positive by lab test, COVID-19 vaccination can be
deferred for 3 months (90 days)/12 weeks from the date of recovery of illness.

10



252

E. PRECAUTIONS

1. What precautionsdo | need to take after receiving the vaccine?
COVID-19 vaccines are safe but in case of any bodily discomfort or complaint, the
beneficiary should contact Hedth Care Worker (HCWSs) or visit the nearest headth
facility, District Immunization Officer or call at 1075.

2. If | suffer from HTN/DM/CKD/heart disease/lipid disorders etc., can | safely take
thisvaccine?
Overal, the vaccine is safe and efficacious in adults with co-morbidity. However, if you
are concerned for any specific medical reason, please consult your Health Care Worker
prior to Covid vaccination.

3. What medications should be avoided before taking COVID-19 vaccine and for how
long?
A person receiving aspirin, clopidogrel (both of these are anti-platelet agents) or other
anti-coagulants; the dose of that day should be taken after the vaccination. Patients on
Vitamin K antagonist (VKA) should have an International Normalized Ratio (INR) less
than 3 before administration of the vaccine. In all cases, application of firm pressure at
the injection site for at least 5 minutes after the injection may be done to reduce the risk
of haematoma formation. The beneficiary should also inform to vaccinator about the
same, prior to Covid vaccination.

4. The Health Ministry has advised caution in vaccinating persons with a history of
bleeding or coagulation disorder. How does a person know if he/she has a
coagulation disorder? What tests can be conducted?

There are a few bleeding disorders like 'haemophilia. These persons should take the
vaccine under the supervision of their treating physician. Patients who are admitted in
hospital or ICU and have bleeding problems should delay the vaccination till they are
discharged. However, several people with heart and brain disorders are on blood thinners
like aspirin and anti-platelet drugs. They can continue with their medicines and have the
vaccines. 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). In such persons, there is a dightly increased risk of bleeding through the intra-
muscular route of administration.

Individuals with these disorders are to be treated as those with any co-morbidity, they are
an at-risk population and hence should be encouraged to get COVID-19
vaccines. COVID-19 vaccine should be administered with caution in individuas with
Thalassemia and hemoglobinopathies, those who have a history of any bleeding or
coagulation disorders (e.g., clotting factor deficiency, coagulopathy or platelet
disorders). The vaccinator/health worker should ask these individuals and or their care
providers if they have blue spots (ecchymosis), bleeding spots on the skin or prolonged
oozing of blood after any injury.

11
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In case of presence of these symptoms or any doubt about the presence of
bleeding/clotting disorder, these individuals should be referred to their treating physicians
for further clarification and approval for COVID-19 vaccination.

. The health advisory also states that those with immunity issues should be cautious
about taking the vaccine. What arethe markers of 'l mmunity issues ?

Immune issues are of two types: first, immunosuppression due to any disease such as
AIDS, and people on immunosuppressant drugs such as anti-cancer drugs, steroids, etc.
Second, immunodeficiency in people who suffers from some defect in the body's
protective system such as congenital immunodeficiency.

Currently, available COVID vaccines do not have any live virus and therefore individuals
with immune issues can have the vaccine safely. But the vaccine may not be as effective
in them. One should inform the vaccinator about the medicines they consume and if they
are suffering from any known immune issues. The vaccine recipient should have a record
of their medical condition.

Immuno-deficiency, HIV, patients having immune-suppression due to any condition
(persons on stable immunosuppression for 12 weeks or more) should be able to safely
receive the vaccine athough the response to the COVID-19 vaccines may be less in these
individuals.

It is advised that such beneficiaries may seek Health Care Worker advice before taking
vaccine. However, the prescription is not required for taking the vaccine.

| had COVID infection and wastreated, why should | receive vaccine?

Development of immunity or duration of protection after COVID-19 exposure is not
established therefore it is recommended to receive vaccine even after COVID-19
i