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IN THE HIGH COURT OF JUDICATURE AT BOMBAY
CIVIL APPELLATE JURISDICTION
WRIT PETITION (C) NO. /2022
DIST: MUMBAI '

Shri. Dilip Lunawat .....Petitioner
Versus
Serum Institute of India Pvt. Ltd. & Ors. .....Respondents
SYNOPSIS
Sr. No. Dates Particulars
1. The petitioner is father of deceased Dr. Snehal

Lunawat, who was a doctor and Senior lecturer at
SMBT Dental College & Hospital at Dhamangaon

near Igatpuri in Nashik.

2. In the initial days of Corona Pandemic caused due to
SARS—C-OV—Z the health workers were asked to get
corona vaceines. The petitioner’s daughter who was a
doctor was also compelled to take vaccine at the
college (she relied on the DCGI, ATIMS AND WHO
experts).

Through various authorities the petitioner’s daughter

was assured that, the corona vaccines are completely




safe and having no risk and threat to her body.

04.01.2021

Interview given to NDTV on 4" Janilary, 2021 by
Respondent No. 7, Dr. V.G. Somani, Drug Controller
General of India, it is categorically mentioned that,

the vaccine are 110% safe.

25.04.2021

Also interviews are given by Respondent No. 8, Dr.
Randeep Guleria Director of AIIMS, Delhi and
others. They were asking everyone to take vaccines

stating that, the vaccines are completely safe.

15.12.2021

State of Maharashtra is also made clear in a recent
affidavit dated 15.12.2021 filed before Hon’ble
Bombay Higﬁ Court. In the said affidavit by Dr.
Sadhana Tayade, Director of Health Services, Public
Health Department, tht;y are relying on FAQ prepared
by U.P. Government. There it is mentioned that for
any serious or severe side effects there is definite

treatment for each such serious effects.

28.01.2021

Due to such false narrative about complete safety of

vaccine Petitioner’s daughter took the vaccine.

01.03.2021

Due to side effects of vaccine the Petitioner’s daughter

died.




8. 02.10.2021 [Central Government’s AEFI Committee admitted that
the death of Petitioner’s daughter was due to side

effects of Covishield vaccine.

9. The petitioner have filed this petition to give justice
to his daughter, to save the life of many more people
which are likely to be murdered due to such unlawful

activities of the Respondent authorities and to get

compensation from the state which later can be

recovered from the guilty officers and vaccine

manufacturing companies.

10. Hence this petition.

Acts to be referred to:

1. Constitution of India.
2. Indian Penal Code 1860.
3. Disaster Management Act, 2005.

p2I

Advocate for Petitioner Pé&titioner
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IN THE HIGH COURT OF JUDICATURE AT BOMBAY
CIVIL APPELLATE JURISDICTION
WRIT PETITION (C) NO, 2022

DISTRICT;- NASHIK

Under Amcle 22.6 6F conSRhubon
of tndia. ) o 4/
In the matter of admission by the

Government’s  AEFI Committee
that the death of Petitioner's
daughter Dr. Snebal Lunawat due

to side effects of vaccines;
And

In the mauer of giving directions
from proper prosecutions (o

prevent further loss of Hves:

And
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fn the matter of directions for
granling ~compensation 1o the

petitioner and his family.

Shri. Dilip Lunawat )
)
J
)

voene Petitioner
1. Serum Institute of India I'+vt, Ltd. )
Mr. Adar C. Poonawalla (CEO) }
21272, Soli Poonawaila Rd, JIC Colony, )
Suryalok Nagari, Hadapsar, )
Pune, Maharashira 411 028, }
' 2. Bl Gates. o )
Partner of Serum I.nstiﬁtl'ie; | )
For manufacturing Covishield, )
Having address at: )
212/2. Soli Poonawalla Rd, 1IC Colony. )
Suryalok Nagari, Hadapsar, )
Pune. Maharashira 411 028, )
3. Union of India )
'l”ﬁrough Chief Secretary )
To the Government of India )
New Delhi 1100 01, )

v




4. State of Maharashira )
Through Chief Secretary, )
-Maharashtra State, )
Mantralaya, Mumbai — 400 023, )

5. Ministry of Health & Family Welfare )
Government of Indija )
Room No. 3480 A7 Wing, }
Nirman Blavan, )
New Delha-110011. )
6. Drug Controller General of India )
FDA Bhawan, Kotia Road, ]
New Delhi 110 002, ' )
7. Dr. V.G. Somani )
Drug Controller General of India )
DA Bhawan, Kotla Road, )
New Delhi 110002, J
8. Dr. Randeep Guleria )
Director, AIIMS, New Delhi. )
Director, AIIMS, New Delhi. )
All India Institute of Medical Sciences )
Ansari Nagar, New Delhi - 110 029, )

... Respondents
THE HON'BLE THE CHIEF JUSTICE AND
OTHER HON'BLE PUISNE JUDGES OF




HIGH COURT OF JUDICATURE AT BOMBAY

THE HUMBLE PETITION OF THE
PETITIONER ABOVENAMED

MOST RESPECTFULLY SHEWETH:

1. That, the petitioner’s daughter was a doctor and Senior lecturer at SMBT

Dental College & Hospilal at Dhamangaon near ! gatpuri in Nashik.

2. That. in the initial days of Corona Pandemic caused due to SARS-CoV-2
the health workers were asked o get corona veccines,

3. That, the petitioner’s daughter who was a doctor was also compelled to
take vaceine at the college (she relied on the DCGT, ATIMS AND WHO

experts).

4. Through various authorities lhe petitioner’s daughter was assured that, the
corona vaccines are completely safe and haviag no risk and threat to her

body.

5. In the interview given o NDTV on 4" Tanuary, 2021 by Respondent
No. 7. Dr. V.G. Somani, Drug Controller General of India, it is

categorically mentioned that, the vaccine are 110% sale.
‘Tlie relevant portion published in the news reads thus,

- “Drug Controller General of India VG Somani saidd, "We'll

never approve anvthing if there is_slightest of safety

concern. The vaceines are 110 per cent safe'’.

4

Link:-

on 7




hitps://www.ndtv.comvindia-news/oxtord-covid-19-vaccine-bharal-

biotechs-covaxin-get-final-approval-by-drug-regulator-wili-be-indias-

Nirsti-vacclnes-2347053

A copy of detailed news article is marked and annexed herewith at

“Exhibit — A",

Similar interviews are given by Respondent No. 8, Dr. Randeep Guleria
Director of AIIMS, Delhi and others. They were asking everyone to take

vaccines by stating that, the vaccines are completely safe.
Interview given by the Dr. Randeep Guleria is available on YouTube.
Link:-

Blips b owatchy 7u2ogS0 LAY

That, on the basts of such lalse narratives and misrepresentation by the
senior authority like Dr. V.G. Somani and others, and its implementation
by the state authorities without any proper verification, the health

workers like petitioner’s daughter was compelled Lo get vaccine.

That, the stand of Stale of Maharashira is also made clear in a recent
aflidavit dated 15.12.2021 filed before Hon'ble Bombay High Court. In
the said affidavit by Dr. Sadhana Tayade, Direcior of Health Services.
Public Health Department, they are relying on Frequently Asked
Questions which are prepared by U.P. Government. There it is mentioned
that for any serious or severe side effects there is definite treatment for

each such serouws elfects.
Said Question No. 16 reads thus:

“What are the common side effects that I can expect after

Vaccination?




Fever, headaches, body aches, fatigne, injection site pain
are the common side effects, and they are manageable by a
short course of Paracetamol. Most resolve by 2-3 days. Your
are observed for 30 minutes after receiving the dose, for airy

serions or severe effects, and even though thev are rare to

ocey, there is definite treatment for each such sorions

effect.”

A copy of the said affrdavit dated 1512.2021 15 marked and annexed

harewith al “Exhibit — B™.

9, Due to such false narrative about complete safety of vaccines, my

daughter took Covishield vaccine on 28" January, 2021,
A copy of the vaccination certificate of Dr. Snehal Lunawt is marked and
annexed herewith at “Exhibit C”,

10, That. due to the side effects of vaccines the complalnant's danghter died

on 1 March, 2021.

11. The Central Government's AEF] committee on 2™ Qetober, 2021
admitted that the death of complainant's daughter was due to side effects

of Covishield vaccine.

A copy of communication received from AEFI committee is marked and

annesed herewith ar “Exhibit D,

12.  Hence, this petition is being filed to give justice 10 my daughter and m
order to save the life of many more people which are hikely to be

murdered due to such unlawlul activities of the Respendent authorities.
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13.

14.

So far as the prosecution of accused are concerned, il is made clear that
the Awaken India Movement has taken the cause for punishing the guilty

and therelore the petitioner is not making the said prayers in the petition,

That, the chronology and details of the death of the petitioner’s daughter
from vaccination and the hardship suffered by the petitioner's family are
mentioned in Lhe letter written by my son Shri. Shubham Dilip Lunawai
on 13" April, 2021 1©0 Ms. Malini Aisola. the Co-convenor, All India

Drug Action Network (AIDAN). Said leter reads thus:

“To
Ms. Malini Aisola

Co-Convenor

All India Drug Action Network {AIDAN)
13 April 2021

I am Shubham Lunawar, brother of deceased Dr. Snehal
Lunawat who was working in SMBT College, Nasik as a

{ecturer

My sister took her first dose of Covishield on 28th January
2021 in Nasik. On Sth of February she had a headache. She
showed it 10 the doctors who diagnosed a mild migraine for
which she ok medicines and felt better. On 5™ Feb evening,
she came to Aurangabad from where she fraveled to Delhi
Jor attending a workshop tin Gurgaon. She reached Gurgaon
on 6th February afternoon and on the midnight of 7th Feb ar
2am, she had multiple episodes of vemiting till morning Sam

with fatigue.




She was rushed to nearby Arvan hospital, Gurgaon where
they said there might be bleeding in the brain and suspected
venous sinds thrombosis, Ay thers was no newrosurgeon
available there, we rushed her to the Paras h{;@?éiﬁﬂ

Guirgaon. She was hospiialised there for 14 days.

She had bleeding, clot formation with low plarelets which
are all siegns of the same condition linked to Astra
Zeneca and Covishield vaceine in foreign countries and few
in India now. Doctors  detected  venous st thrombosis
which was followed by intracranial brain hemorrhage. They
performed craniotory and clot removal surgerv. Thereafter
she was on a vemtitator for 14 davs in Gurgaon but her

condition did nat improve,

She had been tested several times for COVID-19 from the
date of admission till the Mih day of her admission to

hospital, The resulis wwere negative,
o]

We brought ker through an air ambulance fo United Ciging
hospiral in Awrangabad. She comtinued to be on the
ventilator for & davs but condition did not improve, She

passed away on st March.

We would like vour help in bringing our case 1o the notice of
the authorities as my sister has been the victim of fatal
side effects of the Covishield vaceine. We want 1o yave fiture

fives.

I have earlier written to several offices including DHO

Aurangebad, FDA Harvana and Disirict Immunization




Officer, Gurgaon and Drug Controller General of India
(DCGI A even tried to inform the highest authorities by
writing 1o the Health Minister of Maharashtra and the
Union Healih Minister and also making a request through

the PMO grievance portal.

Today, I received a reply from the Harvana FDA ithat
conveyed that because notification of an adverse event after -
vaceination Is the responsibility of the district where
vaccination fook place, the Civil Surgeon in Gurugram
witl be wrising to the District officials in Nasik to report the
case, This means that in spite of so many days passing since
my sister's condition first deteriorated, sweeks of her being
hospitalised and more than a month since her demise. her

case has not been reported to the government?

My other sister, Samruddhi, had spoken 1o the incharge of
the vaccination drive, Dr. Nobel Gomez, SMBT institute,
Nasik over the phone in March. At that time, he immediately
said that the issue was not due to vaccination. When she said
that this was in fact a matter of discussion, and that we
wanited to report it to the Government Medical Authorities

and requested for his help, he did not reply to our concern,

My father {the petitioner} had even corresponded with the
Serunt Institute of India, the manufacturer of Covishield
Vaccine asking for help and research in my sister’s case, as
the doctors had expressed a doubt about the side effect of
such vaceination in my sister’s body on 9" February, 2021

i.e. immediately the next day after the second operation was
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carried out. But the company completely denied helping us
and dismissed our message saying that my sister's condition
was a coincidence and was not due to the vaccine. The full
conversation with the Serum Institute of India is produced

in Para No. 15.4.

Therefore, | fmﬁ*e it date not received any confirmation thar
my sister's case has been duly reported to the awthorities
that are looking inte adverse events of vaceines. I learned
from newspaper reports that a g&vernmcwtnf committee is
' looking into vaccine adverse effects. [ feel it is important thar
it can take a look at :}ﬁ}r sister's case which can also provide
guidance and safety measures on vaceinarion to save similar

frirther deaihis of others.

Please see below I am atiaching her case sunmnary and some

of the letiers that [ luive sent.
Regrest vou to help iis urgently
Regards,

Shizb!mm Dilip Lunawat

“Saubhagva", Tirupati garden
Tapadiva Nagar Darga Road
Anrangabad, Mdharashra

Phone: S6GROOG2247 9325620758

Email: shubhoanhmeavar98 @ gmail com ™
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15, Thal the complicity of Serum Institute and its officers is ex-facie clear

from the very fact that, they gave a false response to the email that there

15 no such side effect found in elinical trials of the Covishield.

15.1. First E-mail was sent by Dilip Lunawat to Serum Instiute on 9™

February, 2021 reads thus;
Subject: Covishield vaceination and impact,

Dear sir, my danghrer Dr. Snehal Dilip Lunawat - have
teken the vaccination on 27/01/2021 at SMBT College Nasik
and thereafter there was minor headache and fever on next
day but on 4th of February she had again severe headache,
vomifting  hence  afier  checking  in college  medical
departments on 5th, she has been given medicine. She came
tor Aurangahad on Sth nighs and further for her certificate

. conference she came to Delhi by flight reached @3.30 pm,
bt in the same late night she had severe headache and
unstoppable vomitting and due to weakness, she has to
pickup by twosthree people and send for liospitalisation in
Gurgaon. I am enclosing the case surmmary in pdf for vour
resedrch department.! would like to studv by vour research
departiment and diagnosis the case.Similar cases has been
observed i USA. I hope you will do the needful for
betterment of the society af large. If any further information
required you com contact me. Please note this is not a
complaint but whatever corrective actions reqiired should
be taken. With regards. Dilip k Lunawar 9225752831 Sent
from RediffinaiiNG on Android

o=




15.2. The reply dated 10" Febroary, 2021 given by Dr. Chetanraj Bhamare

of Serum Institute, Pune reads thus;

“"Dear Mr. Lunawat,

We acknowledge the receipt of your report of adverse event.
For the assessment of the case kindly provide the barch
details of vaccine administered.

Kindly note that, Covishield does not cause transverse sinus
thrombosis or infarcts.

Please refer the details of COVISHIELD available online at

HttpsAAvw sertaninstitute comdproduce_covishield php.

Regards,

Dr. Chetanraj Bhamare, MBBS MD

Safety Physician,

Clinical Research and Pharmacovigilance Dept,

Serrum Institute of India Pvt, Lid., Pune (fndia).”

15.3. The email dated 13" Febrnary, 2021 sent by Dilip K. Lunawat reads

thus:

“Dear sirs, this has reference to our earlier emails, we are

enclosing the medical case summary of my daughter Dr

Suehal Dilip Lunawal and given below the cases {inks

around Ineia, which are similar to our case.

hitpsAAvww.enboiv 8 convheanltheare/I0-degthy-reported-

AMOng-vaccine-recipients-govt-savs-not-linked-to-vaceine -

pettent-groups-demanid-more-data-8§99491 hon
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https:itimesofindia. indiatimes.com/cin/bensalurni/arnatak

a-asfia-worker-dies-{ 2-davs-afier-vaccination-in-

belagavidarticleshow /807 1 2499 crins

we again request you to find out by vour research team to

stop further deaths due to vaccinaiion. If vou have dny

research done on_thrombosis due fo covishield plegse

share. Our patient is_critical and suffering. It might help

15.4. The reply dated 15™ February, 2021 given by Dr, Chetanraj Bhamare

of Sernm Institute, Pune reads (hus;

“Dear Mr. Lunawat,
Thank vou for sharing medical case swmmary of Dr. Snehal,

As we could find in the news reports, vou have shared, the
deaths were not caused by vaccine and were the coincidental
events with vaccination. The govt. has also investigated and
conclided the cases as not related to the vaccination, In any
large immunization campaign such coincidemtal events and
deaths do vecur, they are not cansed by the vaccine but are

actually a part of background rate of events.

As informed to you earlier, Covistield do not couse

thrombosts or any other cardiovascular events.

The known adverse reactions are injection site reactions.
fever, headuache, malaise, fatigue, etc. The majority of
adverse reactions are mild to moderate in severity and

wswally resolved within a few days of vaccination.

Py
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Please refer the details of COVISHIELD evailable online at

hitps:fwww. seruminstitute. comdproduct_covishield php.

Kindly consult your physician for the management of the

CULSE

Dr. Chetanraj Bhamare, MBES MD
Safery Physician,
Clinical Research and Pharmacovigifance Dept,

Serum Institute of India Pvt. Ltd,, Pune (India). ™

Shri. Elangbam Robert Singh, Director (RCH). Ministry of Health &
Family Welfare vide his order dated 05.10.2021 provided the
information. The Question No. 1 proves the dishonesty and malahdes of

Serum Institute of India,
Thie Questionn No. 1 in reply given by Health Ministry reads thus;

“Point 1: Details of afl the Cases of specific embolic and
thrombatic evenis i combination with low levels of blood
platelets (thrombocytopenia) found in the patients all over
India reported with you post Covishield vaccinarion. Details

should contain Name, Age, Gender, Place, Hospital name.

Information: Two suspected cases of embolic and
thromboric events in combination with low levels of blood
platelers  (thrombocytopenia)  following Covishield
vaccination were identified in 498 cases rapidly reviewed
and assessed by medical experts, Both these cases were in
Females above 30 vears of age. FPersonal details the reported
cases are nof shared under Section 8(1)ji of the RIT Act,
20057

VEED WAIDIYA,
Y, mF Al
st iy

TR R

Vg Pademe - A BRISOHS .



A copy of order dated 05.10.2021 given by Ministry of Health & Family

Welfare is marked and annexed herewith at “Exhibit-E*

16. In the Economics Times dated 29.04.2021 and Times of India dated
23.04.2021 Dr. Snehal Lunawal’s case was published quoting headlines,
"WHO to look into death of Indian Doctor post Jab”. WHO had ordered
investigation which was carried out by the AEF] Commitiee. For

obtaining the im‘estigation reports, Petitioner’s family contacled the

Aurangabad and the other mentioned authorities as specified in the

detailed mail is marked and annexed herewith at “Exhibit — F»,

But no information was shared with us by any of the Government
Officials even after repeated calls. maifs and messages. Hence, we filsd
an RTI on 12.05.2021 asking the govemment officials (o share the
investigation reports of Dr. Snehal with us, The RTI was initially rejected
by the CPIO and then finully information was shared with us alter filing

the case with the First Appellate Aathority on 05.10.2021.

A copy ol such RTI reply received is marked and annexed herewith at

“Exhibit ~ E”,

17.  That on 9" November, 2021 Canada’s Health Department also warned

about side effects on Covishield:

Link:-

hitps:/ elnba[news.ca/news/8362363fastrazenec;1-cm«'id-v:-:ccine-‘

e

autoimmune -disorder-healih-canada-updute/
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18.

19.

26.

“Health Canada adds aufoimmune disorder warning fo

AstraZeneca, J&J COVID-19 vaceines

Health Canada is  updating the fabely  for

ihe A.S‘frc.;meeca and  Johason &  Johnson COVID-

19 vaccines to add Immune thrombocytopenia {ITP), an

auttonmmine condition, as a potential side effect.™

That, in March 2021, around 18 European countries banned Astrazeneca
(Covishield) vaccine due to death caused because of side effects of blood

clotting due o vaccination,
Link:-

hitps:Hwww aljazeeracom/Mmews 202 1/3/1 SAvhich-countries-have-halted-

use-of-astrazenscas-covid-vaccme

That WHO on 26™ July, 2021 also warned people about GBS caused

due to Covishield.
Link--

hitps:Zwww whodntnews/Atem/26-07-202 1 -statement-of-the-wlho-gacvs-

covid-T9-subcommilice-on-ebs

State authority was duty-bound to publish the side effects of vaccines
and also to publish that there cannot be any force or mandate
for taking vaccine as done by the Japan Government. But

Respondent No. 4 adopted nnlawful, unconstitutional approach.

That, Honble High Courtl in Master Haridaan Kumar Vs, Union of

Indlia 2019 SCC OnLine Del 11929, it is ritled as under;

onl=
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“I4, The contention that indication of the side effects aid

contraindications in the advertisemment would discotrage

e -
iy LB

parents or guardians from consenting to the MR campaion

and, therefore, the same shouwld be avoided, is unmerited.

The entire object of issuing advertisements is to ensure that

necessary information is available to all parents/ouardians

in_order_that they can take an informed decision. The

respondents are not only reguired to indicate the benefits of
the MR vaccine but also indicate the side effects or
contraindications so that the parents/euardions can take an
informed decision whether the vaccine is to be administered

tor their wards/children.

N

15, In view of the above, it is directed as under:

{(4) MR vaccines will not he administered to those students
whase parents/guardians have declined 1o give their consent.
The said l-*(rccinafién witl be administered only to those
students whose parents have given their consent either by
retirning the consent forms or by cenforming the same
directly to the class teacher/odal teacher and also to
students whose parents/guardians cannot be contacted
despite best efforts by the class teachermodal teacher and

who have othenvise not indicated to the contrary,

(1) Directorate of Family Welfare shall issue guarter page

adviserments in_varipus newspapers as indicated by the

respondents, namely, The Hindustan Tines, The Times of

{ndia, The Hindn, The Pioneer, The Indian Express, Delhi

Tribime, Mail Today. The Asian Age, Navbharat Times.




Daintk Jagran, Punjub Kesari, Hindusion, Amar Ujala,
Navedaya Times, Hamara Samaj, Pratap. Deaur-e-Jadeed,
Jathedar, Jan Ekta. The advertisements shall also indicute
thut the vaccination shall be administered with Auto Disable
Syringes to the eligible children by Auxiliary  Nurse

Midwifery. The advertisernent shall also elearly indicate the

side effects and contraindications as mav be finalised by

the Department of Preventive Medicine, Al India Institute

of Medical Sciences. ™

20.1.1. That the WHO has warned the people getting CoviShield {AstraZeneca)

vaccines Lo be careful as it is causing a serious paralytic disease GBS
{Guillain Barre Syndrome),
Link:-

hilps/Zwwow whointnews/item/26-07-202 1 -statement-of-the-who-zacvs-

covid-19-subcommitiee-on-ohs

20.1.2. That, in India, there are Lacs of such cases and around 12,000 vaccine

deaths are reported in media. But AEFI committee is not working fairly
and properly.
Link:-

brtipsAdrive sooole comdDile/d/ ] uikelad KDrUTHNLfwal INJRWOD. Y

"Prviewuspesharing

hllpsAdos gooele comfdocument/d/ 1LA) Dp-ubaBIVI-

nneRdulSgemhkRieQGedit’usp=sharing&ouid= 10385 (62709394452559

Sdoripol=truedssd=true
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20.2. That the provisions of Universal BDeclaration on Bioethics and Human

Rights, 2005 also mandate for giving detailed information to public for

getling informed consent.
Relevant Articles reads thus:
“Article 3 — Human dignity and human righis

1. Human dignity, human rights and fndamental Sreedoms

are to be fully respected.

2. The interests and welfare of the individual should have

priority aver the sole interest of science or sociely.
Ariiele 6 — Consent

I._Any preventive, diaenostic and therapentic medical

intervention is only to be carried out with the prior, [ree

and informed consent of the person concerned, based on

adeguale _information. The consent showld, where

appropriate, be express and may be withdrawn by the

person concerned at any time and for any reason without

disadvantage or prejudice,

2. Scientific research showld only be carried owt with the
prior, free, express and informed consent of the person
conceried. The nformation should be adequate, provided in
a comprehensible form and showld include modalities for
withdrawal of consent. Consent mav be withdrawn by the
person concerned at any time and for anv reason without
any disedvantage or prejudice. Exceptions to this principle
showld be made onlv in accordance with ethical and fegal

standards adopted bv States, consistent with the principles
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and provisions set out in this Declaration, in particular in

Article 27, and international human rights faw.

3. In appropriate cases of research carried out on a group of
persons or a community, additional agreement of the legal
representatives of the group or community concerned may
be sought In no case should a collective communify
agreement or the consent of a community leader oy other

authority substituute for an individual's informed consent.
Article 7 — Persons withou!t the capacity to consent

n accordance with domestic law, special protection is to be
!

Eiven t persons who do not have the capacity to consent:

(0) authorization for research and medical practice should
be obtained n accordunce with the best interest of the
person concerned and in accordance with domestic law.
However, the person concerned should be involved o the
greatest extent possible in the decision-muking process of

consent, as well as that of withdrawing consent,

(k) research should only be carried out for his or her divect
health benefit, subject to ihe authorizaiion and the profective
conditions prescribed by law, and if there Is no research
alternative  of comparable  effectiveness  with  research
participanis able to consent. Research which does not have
potential direct health benefit should only be undertaken by
way of exception, with the utmost restrait, exposing the
person only to a minimal risk and minimal burden and., if the
research is expected to contribute to the health benefti of

other persons in the same category, subject to the condifions

o




prescribed by law and compatible with the protection of the
individual s man rights. Refusal of such persons fo take

part in research should be respected.

Artiele 8 — Respect for human vulnerability and personal

integrity

In applying and advancing scientific knowledge, medical
practice and associated technologies, human vitnerability
shouwld be taken into account. Individuals and groups of
special vulnerability should be protected and the personal

integrity of such individuals respected.
Article 16 — Protecting future gencrations

The impact of life sciences on fiture generations, including

on their genetic constitution, should be given die regard.
Application of the principles

Article 18 — Decision-making and addressing bioethical

ISSHes

L. Professionalism, honesty, integrity and transparency in
decision-making  showld  be  promoted, in  particular
declarations of all conflicts of interest and appropriate
sharing of knowledge, Every endeavonr shoutd be made o
wse the bext available scientific knowledge and methodology

in addressing and periodically reviewing bivethical issues.

2. Persons and professionals concerned and society as a

whole should be engaged in dialogue on a regular basis.

—
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3. Opportunities for informed pluralistic public debate,
seeking the expression of all relevant opinions, should be

promoted.”

20.3. In Montromery Vs, Lanarkshire Health Board [2015] UKSC 11, 1t is

ruled as under:

%89, Three further points should be made. First, it fotlows

Ffrom this approach that the assesswent of whether a risk is

materiagd cannot be reduced to percentages. The significance

of a given risk is fikely to reflect a variety of factors besides
its magnitude: for example, the nature of the risk, the effect
which its occurrence would have upon the life of the patient,
the importance to the patient of the benefits sought 1o be
achieved by the treatment, the alternatives available, and the
risks invofved in those altermnatives. The assessment is
therefore  fact-sensitive,  and  sensitive  alse  {o the

characteristics of the patient.

77. These developnents  in society  are  reflected i
ﬁr‘af’e.&*x‘."mm:’ practive. The court has been referred in
particnlar to the guidance given fo doctors by the General
Medical Council, who participated as interveners in the

present appeal. One of the docuwments currently in foree

(Good Medieal Practice (2013}) states, under the heading

“The duties of a doctor registered with the General

Medical Council”

“Work in partnership with patients, Listen to, and respond

fo, their concerns and preferences. Give paiients the

information _they want_or _need in_a way they can
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understand, Respeet patients’ right to reach decisions with

vou about their treatment and care. ™

78. Ancther current documient (Consent: patients and
doctors making decisions together (2008)) deseribes a basic

model of parmership benveen doctor and patient:

“The doctor explains the options to the patient, seffing ot

the potentiol benefits, risks, burdens and side effects of

eachl option, including the option to have no treatment. The

doctor _may recommend _a_particular option which they

believe to_be best for the patient, but they must not pil

pressure on the patient to accept their advice. The patient

weighs up the potential benefits, risks and burdens of rhe

varions options as well as anv non-clinical issues that are

relevant (o them. The patient decides whether (o accept any

of the oplions and, if so, which one. " (para 3)

In relation to risks. in particilar, the document advises thet
the doctor must tell patients if treatment might result in o
seriows adyerse outcome, even if the risk is very small, and
showld also tell patients about less serious complications if
iey occur freqrently (para 32) The submissions on behalf
of the General Medical Council acknowledged. in relation to

these documents, that an approach based upon the informed

involvement of patients in theiv treanment. rather than their

being passive and potentially reluctant recipients, can have
therapentic benefits, and is regarded as an integral aspect of

professionalism in treament.




80, In addition to these developments in society and in
medical practice, there have also been developments in the
e, Under the stinudus of the Human Righis Act 1998, the
cowrts hieve become increasingly conscious of the extent to
which the common law reflects fundamental values. As Lord
Scarman pointed out in Sidaway's case, these include the
value of self-defermination {see, for example, 5 {An Infant) v
§ [1972] AC 24, 43 per Lord Reid: McColl v Strathelyde
Regional Council 1983 §C 225, 241, Airedale NHS Trust v
Bland [1993] AC 789, 864 per Lord Goff of Chicveley). As
well as underlyving aspects of the common law, that value
afso underlies the right to respect fr}r\ private life protected
by article 8 of the Ewropean Convention on Human Rights.
The resulting duty to involve the patient in decisions relating
ter her treatment has been recognised in fudgmenis of the
Ewropean Court of Human Rights, such as Glass v United
Kingdom (2004) EHRR 341 and Tyvsiac v Poland (2007} 45
EHRR 947, as well as in a number of decisions of courts in
the United Kingdom. The same value is also reflected more
specifically i other bernationed  instrumeyts:  see, in
particular, ariicle 5 of the Convention for the Frotection of
Human Rights and Dignity of the Human Being with regard
ter the Application of Biology and Medicine: Convenfion on
Human Rights und Biomedicine, concluded by the member
states of the Council of Euwrope, other states and the

Enropean Community at Qviedo on 4 April 1997,

82 In the law of negligence, this approach entails a duty

ot the part of doctors te take reasonable care to endsure

o
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that a patient is aware of materia{ risks of injury that are

innherent in_treatment. This can be undersiood. within the

traditional framework of negligence, as a durv of care 10
avoid exposing a person fo a risk of injury which she would

otherwise have avoided, but it is also the counterpart of the

patient’s entitlement to decide whether or not to incur that
risk. The existence of that entitlement, and the fact that its
exercise  does  nor  depend  exclusively  on  medical
considerations, are fimportant. They point to a fundamentol
distinction between, on the one hand, the doctor’s role when
considering possible investigatory or treatment options and,
on the other. her role in discussing with the patient any
recommended treatment and possible alrernatives, and the

risks of injury which mav be imvolved,

83. The former role is an exercise of professionel skill and
Judgmemnt: what risks of injury are involved in operation,
for example, is a matter falling within the expertise of
members of the medical profession. But it is a non sequitter
to conclide that the question whether a risk of injury, or the
avadability of an afternative fornt of treatment, ought 1o be
discussed with the patient is also a matter of purely
professional judement. The docior’s advisory role cannot be
regarded as solely an exercise of medical skill without
/em;‘ing ont of account the patient s entitlement to decide on
the risks to her health which she is willing to run (a decision
which may be influenced by non-medical considerations).

Responsibility for deternmining the nature and extent of a

VeZo




A6)

person’s rights rests with the courts, not with the medical

professions.

87. The correct position, in relation to the risks of injury
involved in treatment, can now be seen to be substantially
that adopted in Sidaway by Lord Scarman, and by Loid
Woolf MR in Pearce, subject 1o the refinement mede by the
High Court of Ausirafia in Rogers v Whitaker, which we

fve discussed ar paras 77-73. An_adult person_of sound

mind is entitled to decide which, if any, of the available

forms of treatment to undergo, and her consent must be

obtained before treatment inferfering with ler bodily

integrity is nndertaken. The doctor is therefore under o

duty to take reasonable care o _ensure that the patient is

aware of any material risks involved in any recommended

treatmeni, and of anv reasonable aliernative or varian!

ireatments, The test of materiality iy whether, in the
circumstances of the parsicular case, a reasonable person in
the pcr!r'c:m s position would be likely to attach significance '
to the risk, or the docioy is or showld reasonably be awore
that the parficular patient would be likely to attach

significance o il

9. Secondly, the doctor's advisory role imvolves dialogue,

the cim of which is to ensure thar the patient undersiands the

seriousness of her condition, and the anticipated bencfits

and risks of the proposed treannent and any reasonable
alternatives, so that she is then in a position to make an
informed decision. This role will only be performed

effectively i the information provided {5

et
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comprehensible. The doctor’s duty is not therefore fulfilled

by bombarding the patient with technical information

which she cannot reasonably be expected to grasp, let

glone by routinely dewmanding her signature on a consent

form.

116, As NICE (2011} puts i1, “Pregaant women should be

offered evidence-based information and support to endable
them o make informed decisions vhowr their care and
treatment " fpara 1.1.1.1). Gone are the days when it was
thoughs thar, on becoming pregnant, a woman lost, not only
her capacity, but alse her right to act as a genuinely

autonomous human being. "

20.4. But Respondent No.4 and other state authorities failed 1o perform it duty
as per law and vaccinated the public by suppressing the dala and it is a

case of chealing.

20.4.1. That, recently the Health Ministry of Japan has made Following

declaration/orders on their website:

“Consent to vaccination
Although we encouwrage all citizens to receive the COVID-19
vacemarion, it is not compulsory or mandatory. Vaccination
witl be given only with the consent of the person to be
vaccinated after the information provided. Please get
vaccinated of your own decision. wunderstanding both the
effectiveness in preventing infectious diseases and the risk of
side effects. No vaccination will be given withonr consent.
Please do not force anvome in your workplace or those who
ML’
T




around vou to be vaccinated, and do rot discriminate

against those who have not been vaccinated.,

20.4.2. Furthermore, the Government of Japan also asked the citizens to make
complain to Human Rights Division if there is any discrimination on the

basis of vaccination status.

20.43. The government made companics of Covid “vaccmes” to wam of
dangerons and potentiaily deadly side effects such as myocarditis. In
addition, the country is realfirming its commutment (O adverse event

reporting requirements to ensure all possible side elfects are documented.

For more details read the article:

h1tps:ifraixfﬂumd.ati(m.camfalen-j&pan—placcs-myo-ca'rdiiif;-warning—

on-vaceines- requires-informed-consent/

Alert: Japan Places Myocarditis Warmning on 'Vaceines' - Requires

Informed Consent Amy Mek.

20.4.4. That the above declaration is mandalory to all countries acrass the world
hecause of Universal Declaration or: Bioethies & Human Rights, 2005
and also as per law lard down in Monteomery's case [20157 UKSC 11,
Adrdale NHS Trust Vs. Bland (1993) 1 All ER 821, Common Canse
Vs. Union of India {2018) 58CC 1, Registrar General Vs. State of
Meochalava 2021 SCC OnLine Meoh 130,

20.4.5. That as per legal requirements, there should be a mandatory procedure 10
take writien consent of the person before giving him the vaccine. In Ajay

sautam Vs, Amritsar Eve Clinie & Ors. 2010 SCC OnLine NCDRC

96, it is observed as under;

- s
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“18. Now, it is to be seen if the opposite partv-doctor was
entitled to publish such an advertisement or whether it was
unethical on his part to do so. In this context. we may notice
the injunction of the Medical Council of India under
Regulation no. 6.1 of the Code of Ethics Regulations, 2002,

which reads as under;

4

Chaprer 6
0. UNETHICAL ACTS:

A physician shall not aid or abet or commit any of the

following acts, which shall be construed as unethical -

6.1 Adveriising:
6.1.1 Soliciting of patients directly or indirectly, by a
physician, by a group of plysicians or by instintions or
organisations is unethical. A physician shail not make use of
him/her {or his/her name) as subject of any form or manner
of advertising or publicity through any mode either alone or
in confunction with others which is of such a character as to
imvite attention to him or to lis professional position, skill,
qualification,  achievements,  attainments,  specialities,
appontments, associations, affiliations or honours and/or of
suclt character as would  ordinarily result in hiv self
aggrandizement, A phyvsician shall not give to any person,
whether for compensation or otherwise, any approvel,
recommendation,  endorsement,  certificate,  report  or
statement with respect of any drug, medicine, nostrum
remedy, swrgical, or therapewiic aﬁic;’e, apparatis  or
appliance or any commercial product or article with respect
of any property, quality or use thereof or any test,
KL~




demonstration or trial thereof, for use in connection with his
name, signature, or photograph in any form or manner af
adveriising through any mode nor shall he boast of cases,
operations, cures or remedies or permit the publication af
report thereof Hirough any mode. A medical practitioner is
hewever permitted to make a formal anneuncement in press
regarding the following:

1. O srarting practice.

2.0n change of type of practice.

5

3. On chonging address,

4. On temporary absence from duty.
5. On resumpiion of another practice.
6. On succeeding to another practice.
7. Public declaration of charges.

6.1.2 Printing of self photegraph. or any such material of
publiciey in the letrer head or on sign board of the consulting
rooin or any such clinical establishment shall be re garded as
acts of self advertisement and unethical conduct on the part
of the physician. However, printing of sketches, diagrams,
picture of luman system shall not be freated as wnetiical ™.
Clearly the doctor vielated the above nentioned Regulation
which by itself was imethical conduct amd hence constitute
deficiency in service.

Moreover, the confents of the advertisement appear t¢ be

prima facie misleading 1o the reader inasmuch as it gives

an impression (hat any defeciive vision could be corrected

to the normal vision of 6/6 at respondent no. I-hospital by

the use of the excimer laser machine acquired by the



respondentt ne. 1 & 2. The complainant states that having

come across such a misleading advertisement, he contacted

respondent no. 2-doctor who also gave assurance and
promised that defect in his eye would be fully corrected and
cured and only thereafter he agreed to undergo the PRK
sirgery al  the hands of the respendeni-doctor. The
respondent-doctor  denies that he had given anv such
assurance/promise. The expert medical opinion received
from the Rajendra Prasad Centre for Opthalmic Sciences
would clearly show that such a claint as was publisied in the
above mentioned adverrisement was untenable altogether
and, therefore. amounted to representation by the
respondent-doctor which could not have been fulfilled.

The respondent-doctor alse claimed that e had explained

the implications of sueh a sureery and had obtained the

consent of the complainant, As noliced above, the doctor

and the hospital have failed to produce the consent form

whtich the complainant _had purportedly sioned before

undergoing the PRK surgery. However, reliance is placed

on the formar of other consent forms obtained from other

patients which contain some adnissions on the part of the

patients that they had been explained the implications of the
procedure.

11 Having considered the matier in its entivety, we are of
the opinion that the finding of the State Commission that the
complainant frary fuiled ter establish (any
negligence/deficiency  in service on  the part of the
respondent-doctor and hospitad in giving him the treatment

by way of PRK surgery is justified on record and needs no




interference. However, it has also been established on

record that the doctor and the hospital are guiltv of

adopting unfair trade practice within the meaning of

section 201)r) of the Consumer Profection Act, 1986 as

well as  violating the Code of FEthies Repulatfions

(Regulation _no.  6.1) by publishing  misleading

acdvertisement, Thev are alvo held puilty of not having been

able to produce/maintain the record, f.e., consent form said

1o frave been sioened by the complainant before undertaking

PRK surgery. The wm,-;rlm'ndnr is entitffed o some

reasonable compensation on iliese two counls.

12, onr view, it owopld meet the ends of justice i
respondenis no. | & 2 are called wpon to pay honpsum
compensation of Rs. 1,.00.000/- to the complainant on these

counts and a direction is given fo respondent no. I and the

doctor to forthwith withdraw any such adverfisement in

electronie, print or any other media and desist from doing
so In fulure.

13, In the result appeal is partly allowed ond respendent 11o.

1 & 2 Le hospital and doctor gre hereby directed to pay

Lunpsum compensation of Rs, 100,000/ 1o the complainant

and also to give an underfaking hefore (his Commission

that_he will not publish any such advertisement in fulure
within a period of four weeks from the date of receipt of
order. However, in cave the amount is noet paid within the

prescribed period, it will carry interest @ 12%p.a.”

21.  Noimmumty 1o Vac/dne’ﬁanufamuring Companies of India:-

—




21.1, That. the Respondent No. 3 Union of India, in its alfidavit dated
28.11.2021 submitted before the Hon'ble Supreme Court in the case of
Jacob Puliyvel Vs, Union of India in Writ Petition (Civil) No. 607 of

2021 had made it clear that as per Indian Law there is no immunity

available to the vaceine manufacturing companies.
The relevant para of the affidavit reads thus;

“INDEMNIFICATION OF VACCINE MANUFACTURERS

65. No indemnity has been granted and the current legal
regime under the New Drugs and Clinical Trials Rules, 2019
and Drugs and Cosmetics Act, 1940 does not contain any

such provisions. ™

22.  Law of eranting compensation in Writ Jurisdiction:

22.1. That, the law is vé.ry well settled by this Heon'ble Court and Hon'ble
Supreme Court in calena of judgment that whenever fundamental rights
of any persons are violated or if any person lost his/her life due (o act of
commission und omission on the part of a public servant then the High
Court can direct the State Government to pay inlerim compensation to the
victim or their family members under writ jurisdiction and the siate can

recover the said amount from erring public servant later.

Relied on:- 1) Nambhi Naravan Vs. Siby Mathews (2018)
10 SCC 804,
ii} VYeena Sippy Ve, Naravan Dombre 2012 SCC
OnLine Bom 339 |

iliy Chairman Railway Board Vs. Mrs. Chandrima
Das (2000) 2 SCC 465.
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i¥}  Nina Rajan Pillai Vs, Union of India 2011 (5) AD
{Del) 36.

22.2. In Sanjecvani Vs. State MANU/MH/0469/2021, it is ruled as under;

“13.... Apex Court in the case of DK, Basu Vs, Stare of West
Bengal reported in MANLYSCAIST/I997. AIR 1997

Supreme Court 610(1) wherein it has been held thus:-

55, Thus, to s up, if is now a well accepted proposiion i
most of the jurisdiciion, that monetary or pecumiary
compensation is an appropriate and indeed an effective and
sometimes perhiaps the only suitable remedy for redressal of
the established infringement of the fundamenral right to life
of a citizen by the prblic servants and the Sate is vicariousty
liable for their aets. The claim of the citizen is based on ihe
principle of strict liabilivy to which the defence of sovereign
immunity is not avaitable and the citizen must receive the
amount of compensation from the State, which shall have the
right to be indemmified by the wrong doer. fn the assessment
of compensation, the emphasis has to be on the

compensatory and not on punitive element. The objective Is

to_apply baln_to the wounds and not to punish the

{ransgressor or the offender, as _awarding appropriate

punishment for the offence (irrespeciive of compensatioi)

mmust be left to the Criminal Courts in which the offender fs

prosecuted, which the State in law, is duly bound {o do. The

award_of compensation_in the public law _jurisdiction is

also without prejudice to any other aciion like eivil sulit for

damages which is lowfully available 1o the victim or_the

el




heirs of the deceased victim with respect to the same malier

for the tortious act committed by the functionaries of the

State. The quantum of compensation will, of course,

depend upon the peculiar facts of each case and no strait-

im_rker Sormula can be evolved in that behall. The relief to

redress the wrong for the established invasion of the

fundamental rights of the citizens, under the public law

furisdiction is, thus, in addition to the traditional remedies

and not in derogation of them, The mmount of compensation

as awarded by the Court and paid by the State to redress the
wrong done, may in a given case, be adjusted ageinst any
ameint which may be awarded to the claimanr by way of

damages in a civil siit”

22.3. That in a case of side effects of vaccines. the United States Government

has set up the ‘National Vaceine Injury Compensation Program’. n a

case of side effects of MMR vaccines the court granted a selllement of

101 Million U.S Dollars (7.50,34.31 400 Crores).

A copy of the news article published in “metlaw™ is marked and annexed

herewith at “Exhibit - G,

22.4. Needless to mention here that, in a recent case of vaccine injury the
Government of Singapore granted a compensation of Rs, 1 Crore 78 Las
to the victim as vaccine canse increase in heart beats.

Link:-

https://greatumeindia.com/plizer-heart-attack-compensation/

22.5. That, there is another case related with misrepresentation by pharma

companies by suppressing the side effects of medicines.




A copy of AEFI Report & RTI reply by Ministry of I—Ef:.al-.eh & Famuly

Welfare marked and annexed herewith at “Exhibit —H Colly™

The companies failure to report certain safety data was alsu‘ taken imo.
consideration. The investigating agency of US at their own investigated
ard recovered an amount 10,2 Billion U.S. around 7,57,71,92,40,000
Crore Rupees. The excerpts from the news published on July 2, 2012 in
The United State’ Department of Justice,

GLAXOSMITHKLINE TOQ PLEAD GUILTY AND PAY §3

BILLION TO RESOLVE FRAUD ALLEGATIONS AND FAILURE
TO REPORT SAFETY DATA

Largest Health Care Fraud Setilement in U.S, History

“I. The United States alleses that GSK stated that Avandia

had a positive cholesierol profile despite having no well-

controlled studies to snﬂpbﬂ that messace. The United

States ulso alleges that the company sponsored programs
siiggesting cardiovascrilar benefits from Avandia therapy
despite warnings on the FDA-approved label regarding
cardiovascular risks. GSK has agreed to pay S657 nidlion
reluting to false claims arising from misreprexentations
about Avandia. The federal share of this settlement is 3508

million and the state share is $149 million.

2. In addifion to the criminal and civil resolutions, GSK has
execitted a five-year Corparate Integrity Agreement (CIA)
with the Department of Health and Human Services, Gffice
of Inspector General (HHS-O1G). The plea agreement and
CIA include novel provisions that require that GSK

implement and/or maintain major changes io the way it does

e : W_/—-Pk-
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business, inclding changing the way its sales force is
compensated o remove compensation based on sales goals
for rerritories, one of the driving forces behind much of the
conduct at issue in this matter. Under the CIA, GSK is
requitred to change itx executive compensation program o
permit the company to recoup annual bonuses and long-term
incentives from covered executives if thev, or their
subordinates, engage in significanr misconduct. GSK may
recoup monies from executives who are current emplovees
and those who frave left the company. Among other things,

the CIA also reguires GSK to implement and maintain

transparency in its research proactices and publication

policies and to [nllow specified policies in its contracts with

various health care pavors,

Federal emplovees deserve health care providers ond
suppliers, including drug  memfacturers, that meer the
highest standards of ethical and professional hehavior,”
sard Patrick E. MeFarland, Inspector General of the U.S.

Office of Personnel Management.

Assistarnt Directar of the FBI's Criminal, Ovher, Respornse
and Services Branch. “Together, we will continue to bring to
Jistice those engaged in iflegal schemes that threaten the
safety of prescription drugs and other critical elemenis of

our nation's healthcare svstem.

This matter was investigated by agents from the HHS-01G;

the FDA’s Office of Criminal favestisations; the Defense

Criminal _Investigative  Service of the Department of




Defense: the Office of the Inspecior Generdl for the fice of
Personnel Management; the Department of Veterans Affairs;
the Department of Labor; TRICARE Frogram Integrity; the
Office of Inspector General for the U.S. Postal Service and

the FRI

This resohdion is part of the government's emphasis on
combeting health eare fraud and another step for the Health
Care Fraud Prevention and Enforcement Acrion Team

(HEAT) inifiative, which was announced in May 2009 by

Aftoiney  General Eric Holder and Kathleen Sebelius,

Secretary of HHS. The partnership berween the Hwo
departments has focused efforts fo reduce and prevent
Medicare and Medicaid financial fraud through enhanced
cooperation, Over the lasi three vears, the departiment has
vecovered a total of more than $10.2 billion in settlements,
judgments, fines. restitution, and Jorfeirure in health care
fraud matters pursued under the Falee Claims Act and the

Foad, Drng and Cosmetic Act.

The company’s unlawful promotion of certain prescripfion

drugs, its failure to_report certain safety data, and its civil

liability for alleged false price reporiing practices,

GSEK did not make availoghle data from dwo other studies in

which Paxil also failed to demonstrate efficacy in (reaiing

depression in patients wunder 18, The United States further

alleses that GSK  sponsored dinner programs, lunch

programs, spa_programs ond similar_activities lo_proinofe

the use of Paxil in children and adolescents. GSK puid &
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speaker fo talk to an audience of doctors and paid for the

meal or spa treatmeni for the doctors who attended.

Between 2001 and 2007, GSK failed (o include certain

safety data about Avandia, « diabefes drug.

The missing information included data regarding certain

post-marketing studies, as well_as data regarding two

studies undertaken in response to Europepn regulators’

concerns aboul the cardiovascular safety of Avandia. Sinee

2007, the FDA has added two black box warnings to the

Avandia _label to alert physicians about the potential

increased risk of (1) congestive heart failure, and (2)

myacardial infarction {heart attack).

GSK has agreed to plecd guilty to failing o report data to
the FDA and has agreed 1o pay a criminal fine in the amewont
of $242,612,800 for its lawfd  condictr concerning

Avandia,

It also includes allegations that GSK paid kickbacks to
health care professionals to induce them to promote and
prescribe these drugs as well us the drugs Imitrex, Lotronex,
Flovent and Valtrex. The United States alleges that this
conduct caused false claims o be submitted 1o federal health

Care progreans.

GSK has agreed to pav $1.043 billion relating to false
claims arising from this afleged conduct. The federal share
of this settlement is $832 million and the state share is 3210

milfon. ™

Ve




2.6,

The details of abovesaid report is marked and annexed herewith at

“Exhibit —17.

That, the case of Petitioner is on highest footing of getting CoMmpensation

because here the case is of loss of life. Constitutions Bench of Hon'ble

Supreme Court in the case of Anita Kushwaha Vs, Pushap Sadan

229,

(2016} 8 SCC 509, has ruled that the life of Indian Citizen is not less

pricy than the life of people in Encland or anywhere. But in India the

rights are more precious.

Tt 15 ruled that;
wi8... Bose, J. emphasised the importance of the right of any
persen 1o apply 1o the conrt and demand that he be dealt
with according to law. He said: | Prabhakar Kesheo
case [Prabhakar Kesheo Tare v. Emperor, AIR 1943 Nag 26
L1942 8CC Online MP 78], SCC Online MP para f)

“]. . The right is prized in India no less Tighly than_in

England, or indeed any other part of the Empire, perhaps

even more highly here than elsevhere: and it is zealously

guerded by the conrts.”

That, Hon ble Civil Court in Pune has granted & compensation of Rs. 100¢
Crores for defamation of half an hours news mistaken identity, Said fact
was also (aken i (0 consideration by Hon’ble Bombay High Court in ihe

case of Veena Sippy Vs, Mr, Naravan Dumbre &amp: Ors. 2012 SCC

OnLine Bom 339. It is observed as under;

“30)....We muist state here that the Petitioner in person has
refied upon an interim order passed By this Cowrf in First
Appeal arising out of a decree pessed in a suit, The decree

was passed in a suit fited by a retired Judge of the Apex

2



DI . g LA e

Court wherein he claimed compensation on account of act of
defeanation. Considering the evidence on record, the Trial
Court passed a decree for payment of damages of Rs. 100/-
crores. While admitting the Appeal and while considering
the praver for grant of siav, this Court directed ihe
Appellant-Defendant to deposit a sum of Rs. 20/- crores in
the Court and to furnish Bank Guarantee for rest of the
decretal amount as a condition of grant of stay. However,
this Court directed invesment of the amoiunt of Rs. 20/-
crores il the disposal of the Appeal. The interim order of

this Court hus been confirmed by the Apex Court.
23...

i. We lold that the detention of the Petitioner by the officers
af Gamdevi Police Station from 5" April, 2008 10 6" April,
2008 is iflegal and there has been a gross violation of the
findamental right of the Petitioner guaranteed by Article 21

of the Constitution of India.

it. We direct the 5" Respondent-State of Maharashtra wo pay
compensation of Ry, 2,530,000/~ to the Petitioner together
with interest thereon at the rate of 8% per anmon from
5™ April, 2008 till the realization or payment, We direct the
State Government to pav costs quantified at Rs. 25,000/~ fo
the Petitioner. We grant time of six weeks to the Siate
Government fo pay the said amounts to the Petitioner by an
accownt payee cheque. It will be also open for the fifth
Respondent - State Government ta deposit the amounts in
this Court within the stipulated time. In such event it will be

open for the Petitioner to withdraw the said amount.

VL=
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Al

iii. We clarify that it is open for the State Government to take
proceedings for recovery of the amount of compensation and
costs from the officers responsible for the default, if so

acvised.

iv. Petition stands dismissed as against the Respondent No.

4.

vi. We make it clear that it will be open for the Petitioner 1o
adopt  a regular  remedy  for  recovery . of
compensation/damages in addition to the amount directed 1o

be paid under this Judgment.

That, based on the abovesaid principles and comparing with the
seriousness of the loss of life caused and consequential harm caused 10
the Petitioner, the Petitioner is at lfeasl entitled for an interim
compensation of Rs, 1000 Crores. For a total compensation of Rs. [0.600
Crores, the Petitioner s .goiny Lo invtiate a separate appropriate legal
proceeding which will take some time. But this Hon’ble court. on the
hasis of settled legal and factual position, can grant interim compensation

to the petitioner for the loss of life of Petitioner’s daughter,

That {1e Petitioner lost her elder daughter. Who was just 3342 years old.
His foss can neither be explainéc? in words nor can be compensated in
terms of money. Only some sort of succor can be done by awarding
compensation. The petitioner’s claim for compensation is more intended
to put delerrence among other officials and thereby to save simnlar deaths.
Hence. it is just and necessary that an inlerim compensation of Rs. 1000

Crores be granted to the Petitioner in the writ jurisdiction,

Moreover, this loss is not only to the Petitioner’s family, but a loss to the
¥ ¥

whole dentistry community. Being an Oral Pathologist (MDS), she was



providing free services at various places in Nashik such as Santkrupa
Hospital & Charitable Trust, NAMCO Hospital and many such places.
She conducted free treatment for Thalessemia children at vardous camps
held al Nashik. Being the most dynamic and enthusiastic teacher of
SMBT college. she was most interested in research in dentistry. Proving
this. she had encouraged and guided many of her students to present
research papers at State level and National Level from SMBT college and
made sure that they reach the Semi Final Round at *Avishkaar’. Her
contribution to the profession was numerous. She had been recently
admitted to Ph. D at People’s Umiversity Bhopal and was about to
research on the topic was oral pathology and micre biology. Her dream
which she had writen in her bio-data clearly says that she wanted o
promote research in dentistry in India and carry oul research on cheaper
treatment in Oral Cancer lor the poor people coming from rural areas who
cannet afford the heavy cost of treatment of Oral Cancer, Just because of
the uninformed tral of vaccination made on her, she sacrificed her hife for
the country by participating in the trials of vaccination in the national
movement of India. The pelitioner seeks declaring the deceased a
‘martyr’ for she had sacrificed her precious life which could have made
wonders in the field of dentistry in the future and would have guided
many more such students saving lives of many poor people. Petitioner
also seeks a dedicated research Institute (o be started by the Government
of India under the name of Dr. Snehal Lunawal where research in

dentistry would be caried out in various areas.

Similarly, petitioner seeks compensation for the damages caused 1o the
family due to fraudulent reply by Sil even after they were very much
knowing about the fact that such adverse events are cause of the vaccine.

Their denial to the fact alter learning the case study with the facts calls




L

for fraud and offence pm‘li‘;h‘ﬂlb e under LP.C. for hiding the facts from us,

) - denying help and non-co-operation ag their part.
' 22,4 The petitioner states that her daughter was working in Nasik and she took her veceine on 28 January, 2021 at Nasik and she died hense, ﬂlc

present petmon is filed before this Hon’ ble Court and therefore, hls Hon hlc Court has lerrno:ml ]unsdlcflon to entertami the present petition.

23,

24.

B FOI

The Petitioner states that hie has not filed any other pelitions, pertaining to
the subject matter of this Petition in this Hon'ble Court or in any other

Court.

The Petitioner is approaching this Hon'ble Court expeditiously and there

1 no lapse and delay on his part.

The Pelitioner has pftid the prescribed court fees of Rs. /.

The Petitioner will rely upon the documents a list whereol is annexed

hereto,

PRAYERS:-

The Petitioner therefore prays that, this Hon'ble Court may pleased to:

i) To hold that, the petitioner’s daughter was given vaccine under
deception, and false narratives by the state authorities that the
vaccines are completely safe and if any serious or severe side
gifects occurs then the stae aulhorities have define ireatment,
however when she suffered serious side effects then there was no
treatment available and lastly she died due to side effects of
vaccines as has been confirmed by the Govemment of India’s
AEFI Commiltee, therefore state authorities are responsible for
causing her death by spreading false narratives and therefore, they
are bound to compensate the petitioner in view of law laid by

Hon’ble Supreme Court and Hon’ble High Courts and more

particularly i the case of Registrar General, High Court of
Meghalava Vs. State of Meghalayva 2021 SCC Online Megh
130

e pe e
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To hold that the respondent state authorities are having callous
criminal attitude as till date they have not changed their [requently
asked questions and even on 15.12.2021 they are continuing their
false narratives that they are having delinite treatment for any side

effects of vaceines;

iiiy  To hold that as per law laid down by the Constitution Bench of

Hon'ble Supreme Court in Anita Khushwha’s case (2016) 8§ SCC

509, the value of life of Indian citizen is not less than that of any
person across the world either of America or of any country and
therefore the Petitioner is entitled (o the compensation in
proportion to the compensation granted in other similar cases m

Uniled State, Singapore elc.

iv)  To hold that, in view of factua! and legal position mentioned in the
petition, the petitioner is entitled for an interim compensation of
Rs, 1000 Crores as a delerrence to guilty and as succor to
petitioner’s family for loss of life of petitioner’s daughter due (0
deliberate act of commission and omission on the part of

respondents, with a liberty to the stale authorities lo recover it from

the responsible officials and Serum Institute, Pune who is the
manulacturer of Covishield Vaccine. as per taw & ratio laid down
in Yeena Sippy Vs. Mr. Narayan Dumbre & Ors. 2012 5CC
OnLine Bom 339; '

v} - Direct appropriale action by the Respondent No, 3 Union of India
against all including main stream and social media like Google,

You'Tube. facebook ele. who are involved in the conspiracy of

o




vi)

vii)

viii)

suppressing the correct data about death causing and other serious

vaccine injuries and spreading false, misleading and one sided data

to deprive the citizen 1o take informed decision and compel them

tor tike vaceines:

Direct the slate authorilies o take proper steps 1o slop further

deaths of ciizen and to publish the side effects of vaccines by

following the rules of Universal Declaration on Bioethics &

Human Rights, 200 and as per law laid down in Master Haridan -

Kumar Vs, GOI 2019 SCC online Del 11929 und also as recently

done by the Government of Japan;

Declare that, the Petitioner’s daughter Dr. Snehal Lunawat and
other doctors as a Martyr who were given Covid vaccines through
deception and coercion and who died due to side effects of

VACCINeS,

Open a dedicaled research institte bt India under the name of Dr.

Snehal Lonawat.,

Pass any other order which this Hon'ble Court may deems fit and

proper in the fact and circumstances of the case.

. -H,
Dated this &5 day of January, 2022

. ‘ﬂ‘ls :‘P'.

Petitioner Advocaic for the Petitioner

2 YA IDVA

S, o7 lmalia
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L e it i T et e PR e b o ek s e —

VERIFICATION

I, Mr. Dilip Lunawat, the petitioner do hereby on solemn affirmation state and
% declare that whatever stated above is true and correct to my own knowledge and
* belief and what is stated in abovesaid paragraphs is based on the information

and iegal advice which I believe to be true and correct.

Solemaly affirmed at Bombay
This — day of January, 2022 )

S

BEFORE ME

Mr. Dilip Lunawat
(Petitioner)

P

T

. “ ma{ﬁv

Ad ocate for Petitioner
* % Office No. 2 & 3, Kothari House,
3/7 Oak Lane, A R Allana Marg,

¢ Near Burma Burma Restaurant,
Fort, Mumbai - 400 023.

adv. abhlshelqmshral@ mail.com
Mob No.:- 9082530797.

ADY. CANGADMAR D z‘ﬁ:m YAIDYA

SR BS.L, LLE

I‘uct ry Govt, O}f I!.d.a
.;\'h: J30E &4




Adv. Deepika G. Jaiswal (1-30967)

Py

Advecate for Petitioner

Office No. 2 & 3, Kothari House,
3/7 Oak Lane, A. R Allana Marg,
Near Burma Burma Restayrant,

Fort, Mumbai - 400 023.
adv.deepikajaiswal2201 @gmail.com
Mob No.:- 8286370230,




EXHIBIT® A .

India's Wait Over, Drug Regulator Says Covid Vaccines Cleared
"110% Safe'

Source Name: NDTV

Link: hitps://www.ndtv.com/india-news/oxford-covid-19-vaccine-bharat-

biotechs-covaxin—get-ﬁnal—ap_proval—by—drug-regulator-will—be-indias—ﬁrst—
vaceines-2347053
Date: January 04, 2021

Author Name: Anindita Sanyal.

Drug Controller General of India VG Somani said,."We'll never approve
anything if there is slightest of safety concern. The vaccines are 110 per cent

safe".

New Delhi: Two vaccines for coronavirus, Oxford University's Covishield,
which is being developed by the Pune-based Serum Institute, and Bharat
Biotech's Covaxin, received emergency approval from the country's drug
regulator on Sunday. "We'll never approve anything if there is slightest of safety
concern. The vaccines are 110 per cent safe," Drug Controller General of India

VG Somani said, adding Covishield was found to be 70.42 per cent effective

and Bharat Biotech's Covaxin was "safe and provides a robust immune
response”. Hailing the scientific community and frontline Corona warriors,
Prime Minister Narendra Modi tweeted, "It would make every Indian proud that
the two vaccines that have been given emergency use approval are made in

India". There is no word yet on when the vaccination process will begin.

Here are the top 10 points in this big story:

1. "We'll never approve anything if there is slightest of safety concern. The

vaccines are 110 per cent safe. Some side effects like mild fever, pain and

o
e




allergy are common for evety Vadcine," Drug Controller General of India V_G
Somani said. The approval from the Drug Controller comes days after a

government-appointed experts' panel gave clearance to the vaccines.

. Both vaccines have to be administered in two doses and stored at

témperatures between 2 and 8 degrees Celsius. The government will give
priority to 1 crore healthcare workers and 2 crore frontline workers when the
vaccinations begin, Union Health Minister Dr Harshvardhan said as a

countrywide dry run for the vaccination process was conducted on Saturday.

. "It would make cvery Indian proud that the two vaccines that have been

given emergency use approval are made in Tndia! This shows the gagerness
of our scientific community to fulfil the dream of an Aatmanirbhar Bharat, at

the root of which is care and compassion," PM Modi tweeted.

. Pune-based Serum Institute, the Drug Controller General said, conducted

Phase 2 and Phase 3 trials on 1,600 participants in India. Recommendation
was made for restricted use and the trials will continue, he added. The
vaccine, developed by the Oxford University and pharma giant AstraZenca is

already in use abroad.

. Bharat Biotech's Covaxin is conducting trials in collaboration with the Indian

Council of Medical Research. The Drug Controller said that its Phase I and
Phase 11 trials were conducted in around 800 people and the results showed

that it is "safe and provides a robust immune response”. The Phase III trial in

‘on and 22,500 of the 25,800 participants have been vaccinated.

. The health ministry said the government's expert committee has reviewed

Bharat Biotech's data on "safety and immunogenicity" and gave permission

for "restricted use in emergency situation in public interest”. The idea was to



have "more options for vaccinations, especially in case of infection by mutant

strains," the ministry said, adding that the clinical trials will continue.

7. "Happy new year, everyone! All the risks @SerumInstIndia took with
stockpiling the vaccine, have finally paid off. COVISHIELD, India's first

COVID-19 vaccine is approved, safe, effective and ready to roll-out in the

coming weeks," Serum Institute chief Adar Poonawalla tweeted.

8. "t has been learnt that the vaccines of Bharat Biotech and the Serum Institute
have received emergency approval. All preparations are underway for the
Delhi government. First health workers and frontline workers will be given
the vaccine, Then those above age 50 will be given the vaccine. Health
workers and frontline workers will be vaccinated under First phase,” Delhi
health minister Satyendar Jain said. The vaccines will be given free of cost in

Delhi, the minister earlier said.

9. Flagging concerns over Bharat Biotech's Covaxin, senior Congress leader
Shashi Tharoor tweeted, "The Covaxin has not yet had Phase 3 trials.
Approval was premature and could be dangerous. @drharshvardhan should
please clarify. Its use should be avoided till full trials are over. India can start

with the AstraZeneca vaccine in the meantime".

10.India has reported 18,177 new infections in the last 24 hours - 4.7 per cent
jower than yesterday - taking the total Coronavirus cases to 1,03,23,965. Data
from the health ministry showed the country has also logged 217 deaths,
taking the total number of fatalities to 1,49435.




EXHIBIT*_5

1

IN THE HIGH COURT OF JUDICATURE AT BOMBAY
CIVIL APPLELATE JURISDICTION

PUBLIC INTEREST LITIGATIONNO.85 OF 2021 |

DISTRICT:
YohanTengra ... Petitioner
Vis
‘The Statc of Maharashtra & others ... Respondents
INDEX
Sr EXHIBITS Particulars | . Page
No . Nos |
K | B Memo ofé_ﬁ’ldavil %3,?52_
2. 1. A Copy of data showing reduction of| 5% !
2 ! {hospitalization in COVID-19 patients 9
2. | The copy of FAQ. az
3 ‘

)
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IN THE HIGH COURT OF JUDICATURE AT BOMBAY
CIVIL APPLELATE JURISDICTION

PUBLIC INTEREST LITIGATION NO.85 OF 2021
' DISTRICT:

YohanTengra ... Petitioner

Az

The State of Maharashtra,
Through Chief Secretary,
State of Maharashtra,
Mantralaya, Mumbai
Under Secretary,

Disaster Management Unit,
Mantralaya, Mumbai-23.

. Shri. IgbalChahal,

Municipal Commissioner, :
MCGM Annex Bldg. Fort, Mumbai-01.
Shri. ShirgangGholap,

Under Secretary,

- Disaster Management Unil,

“. Govt. of Maharashtra.

.~ Shri. SitaramKunte,
- Chief Secretary, M.H State.

Ministry of Railways,



141

Rail Bhawan, Rafi Marg, New Dethi. ;
7. The Union of India,
Through Chief Secretary,
To the Govt. of India, New Delhi-01.
8. Central Bureau of Investigaiton, ;
Lodhi Road, New Delhi-110003. ... Respondents

H

AFFIDAVIT IN REPLY
ON BEHALF OF RESPONDENT NO.

I,Dr.Sadhana M. Tayade, Age: 38, Service: prcsiently working as
Director of Health Services, Public Health Departméent, Mumbai, do
hereby state on solemn affirmation on behalf of Respondent Nos. 1_.‘ 2,
and 3 as under:- .

l. 1 have read the copy of the present PIL along i,vith the annexure
thereto, also perused the official record pertaining to thé: subject matter of
the case and on the basis of the information derived there from, [ am
filing this Affidavit-in-Reply to the above PIL. | am filing this Affidavit
for the purpose of opposing the PIL. 1 say that the con’écntions, which are
not specifically denied by me in this Afﬁdavit—in-rel‘;_)ly, should not be
construed as an admission on my part. I crave leave offthis Hon'ble Court

o file additional affidavit, if so required. I am filing this affidavit as

under:-

2. | say that present PIL has been filed by the Petitioner for
directing the Respondent No.6to amend . circular% direction/Sop dt.

10.08.2021, 11.08.2021 and 15.07.2021 issued by thc; Respondent to the




4 | 05°

»:_“7 jf exlent by permitting non vaccinated people to travel by train and they
fecaag
\(5? should not be treated differently than those who are vaccinated and
Sy

further prayed for directing the Respondents to-open Local Trains for all
irrespective of their status as vaccinated or non-vaccinated and also for

other prayers mentioned in the said PIL.

3. I say that, the directions, circular/sop are issued by the State
-Government for the benefit of the public at large. [ say that the said
circular/sop are issued only after consulting with the various departments
of the State Government ﬁore particularly the Task Force Committee
constituted by the S.tal:.e. I further say that, the said circular are issued
alier consulting the Task Force Committee and after prOpér and detail

study of the departments.

4, I say that the contention of th-e: Petitioner in the present PIL is that,
the vaccination is voluntary aﬁd not cdmpulsary and the Petitioner has
rcliéd upon the various Judgments. I say that, in fact due to vaccinating
the people the rates of hospitalization of COVID-19 patients is gradually
reduced. Hereto annexed and marked as Exhibit-1 is the copy of data

showing reduction of hospitalization in COVID-19 patients.

5. I say that, thévaccination is important which could save the life.
COVID-19 vaccines provide strong protection against serious illness

hospitalization and death. There is also some evidence. that being




vaccinated will make it less likely that you wili pasfs the virus on to
others, which means your decision to get the vaccine dlso protects those
around you.

6. I say that, the need for emergency care/hospitalization due to
breakthrough COVID-19 is an exceedingly rate even m fully vaccinaled
patients. As vaccination has increased regionally, emérgency care visiis
amongst fully vaccinated individuals have remained loiv and ocecur ﬁuch
less frequently than unvaccinated individuals.  If, hospital-based
treatment is required, elderly patients with signiticant cé)morbidilics arc at
high-risk for severe outcomes regardless of vaccina;ion status.Hereto
annexed and marked as Exhibit-2 is the copy of FAQ. |

7. I further say and submit that, by not allowing l:he non-vaccinated
people to open Local Trains or other public places is Zonly 10 secure the

right to live of the other vaccinated people.

In view of above appropriate order may be passed.
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VERIFICATION

[,Dr.Sadhana M. Tayade, Age: 58, Service: presently working as

Director of Health Services, Public Health Department, Mumbai,do
hereby state on solemn affirmation that whatever sated herein above is
based upon the information derived from the official records, which 1

believe to be true and correct.

Solemnly affirmed at Mumbai.) \}\\v\ynﬂ
. \q
This day of December, 2021 ) (D&.&sadhand M. Tavadc)
Director of Health Services, v 19 }O&gﬂ H[;aﬂ.% Mak-

Public Health Department, Mumbai.

S‘T_p'ﬁ eig.: P abramrerareerecrnen

| identify the Deponent,

Clerk to thé
Office of the Government Pleader,
A.S. (Writ Cell), High Court, Mumbai. ~ MAINIETS

ADVOCATE £ 37

. HA l.‘* ’ L GE L
. 104 ISEAY 'u"ur ok v L arg
M'" . 94 !\Jaglntht. Mgt er o H',

L L)
Fort, Mumbai - 00 Gy, ’

NOTED & REGloTERED

Mrs.R. A. Salukhe ~ Page No.. r—»g SlEESr?iJUUNg oK.

Assistani Governmenl Picader, Datg..... ..
A.S. (Writ Cell), High Court, Mumbai.

Settled by:-

Govefnmcnt Pleader,
A.S. (Writ Cell) Ihgh Court, Mumbai
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Neo. of Admitted patient information and Covid 19 vaccination performance
Sr. No. On Date No. of Admitted patieat W_ﬁ”w.:c_”_a:_e”_._m“ wu__.w.““_h“n__nn o _.uuqﬂ...__._...._.”“.”.na %
vaccuuition
1 5/3112021 97853 91435000 18009903 18,70 4570306 5.00
2 6/30/2021 38018 91435000 26070687 28.51 6373224 6.97
3 731/2021 33163 91435000 33384721 36.51 11202851 12.25
4 8/31/2021 16818 91435000 43090513 47.13 16002636 17.50
5 9/30/2021 10134 91435000 57644999 63.04 24267887 26.54
6 10/31/2021 4311 91435000 67201631 73.50 30976476 33.88
7 11/30/2021 2775 91435000 74334513 81.30 40045655 43.80
B 1211372021 2466 91435000 77916475 85.22 46621812 50.99
\.«l\xc.ﬁ\ Cogy
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From when the COVID 19 vacc:natlon for -
18-44 year age group is starting?

Registrations have started on 28 April and
vaccination has started on 01 May. Please
check www.cowin.gowv.in for available slots and
vaccination centres.

YWihere can I get the Yacaine from?

You can get the vaccine from Govt Hospital m dlstr!cts which are
selected by State Govt. ¥
You can. also get vaccine in: selected pnvate hospltal vaccmatlon '

centers.- Check cowin.gov.in for details after reglstratlon

PRE éﬁ"CLEEEh’EﬂE“E’F

Registration is only via CoWIN Website
(www.cowin.gov.in)/Aarogya Setu App
only. No other app/website/walk-in/spot
registration would be allowed.

Register using mobile number and
Aadhaar number. Follow the simple steps e
as guided by the website, register, and choose your - ",
Vaccination Centre via Pin code/Dlstrlct You would
get an SMS Conﬁrmatlon Keep it safe ;

Can a a person get the CO‘JED—.&Z} vaccine WIthout
“’emsvraimn with Heaith Deparﬂment?i

No, the registration of beneﬁcaary is mandatory for vaccmatnon
For COVID 19 vaccme o E . -

'ﬁ;fter registration; the beneficiaries have to book a
stot for vaccination or wallt into the uaccmatlon center

For 18 to 44 age group vaccination no walk |n is permltted as
of now. Vaccination.in thls age group: will only p055|ble g» rough
scheduled appomtmen .-Appointment can-be sought orfféowin.
~goviin, after reglstrat:o' Notifieation and- mformatlon ‘about the |
vaccine session date and time: will: be shared W|th the beneﬁmary
after schedullng the appomtment : : . '




What dﬁcuments_are required for registration of
eligible beneficiary?

Any of the below mentioned ID wnth Photo may be produced
at the time of registratlon. ' _

wrmasmaE
ARSI

Aadhaar Card Driving License Health Insurance Smart Card Mahatma Gandhi National
issued under the scheme of . Rural Employment Guarantee
Ministry of Labour Act [MGNREGA} loh Card

Official identity cards ’ PAN Card Passhooks ssued by Passport
issued to MPs/MLAs/MLCs . Bank/Post Office

Pension Document Service [dentity Card issued to employees by
Central/ State Govt.f Public Limited Companies

Can I reschedule my Vat:cmatmn Appmntment?
Yes You can reschedule till the prewous day.

What are the vaccines that would be made avarlable?

“AL.present, COVISHIELD (Oxford -AstraZeneca Vaccme) and
COVAXIN (Bharat- Buotech) would be’ available. In due course,
many other vaccines are expected to be made available,
While booking the appointment, you wili be able to see both the
- name of the centre and the vaccine being given in private facility.
.- -Vaccine of choice among the available options at the displayed

- cost may be recelved from private facilities. ‘At Government
facilities/ sites there is. no choice of vaccine.,
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In the private sector, the pr|ce would be demded by the
Private Vaccine Providers.- ]
In the government hospitals, the vaccme W|II be avallab[e free

of cost in Uttar Pradesh. §
g

L anta young person. s COVID-19 vaécines
(COVISHx&;Lﬁ and CO‘UA}\INE) are safe"-’

Yes, Both the available vaccines are entrrely safe and
effective. Millions of persons have received COVISHIELD and
COVAXINE in India, with extremely rare side effects And,

even in the unlikeliest scenario of a serious adverse event
there are established management protocols, There is nothing.
to fear :

|
Cana pregnant ov Eaetatmg weman recewe

COVID-:&@ vaccine? !

Studies are ongoing to prove the safety of COVID 19 vaccines
in pregnant and lactating women. Currently, Government of

- India guidance does not include vaccmation For pregnant and

lactatlng women.

I am onmy periods. Can ¥ raceive the vac a?

Yes, you can. Kindiy do not believe the rumoqrs regardlng the
same. ‘; _

13 - Whlch of the vaccines is Ersetter for me| CDVISHIELD

r COVAXIN? B

. Both are equally efficacious in: preventlng mlld moderate anc_!

severe COVID. Choose whatever is avallable to you, at the '

Vaccination Centre. ]
\
T
t




I am young. I believe I have good. smmumty Do X
- need to still take the Vaccine? :

Yes. No one is safe from COVID-19, not. even the fittest and
'healthlest of mdmdu_al__s. Better safe, than SOrry.

I am hearing reports of. peapie testing COVID-19
Positive even after receiving the first dose of

" Vaccine, Is it even usefui?

First, the rate of infection aﬂ:er vaccmation is much Iower
than the unvaccinated. And, even if such an: infection occurs,
by virtue of the vaccination, the body has a good titre of
antibodies to limit the infection to a mild stage, thereby
significantly reducing the chance of progressing to severe
COVID, hospitalization and deaths. Therefore, vaccines are
life-saving and effective!

Wwhat are the common side effects that T can expect
after Yaccination?

Fever, headaches, body. aches fatigue, injection site pain
are the common S|de effects, and they-are manageable by a
short course of Paracetamol. Most resoive by 2-3 days. You
are observed for 30 minutes after recelving the dose, for any
serious or severe effects, and even though they are rare to
occur, there is definite treatment for each such serious effect.

I recently tested CGVH} 19 Positive. Should 1 stili
take the vaccine?

- Yes. You should receive the vachne 4-8 weeks after testing

_'-COVID 19 positive.

I received the First Dose of the Vaccine and then
tested COVID-19- Pnsutme In between the two

- doses? Can I take the *secend dose’-’

Yes. You shou!d receive the vaccine 4-8 weeks after Lestrng
COVID-19 positive.
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Yes. On getting due dose of COVID-1¢
vaccine, the beneficiary wilt 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 maobile number of the

beneficiary.
CCOVARIN

What Es‘ the dase scheduls of : _
Both the vaccinas? . ‘4to6

_ ; T weeks L
The second dose of Covishield : R
vaccine can be taken 4-8 weeks

: : ’rw,.r TEEEELS ¥y
after the first dose and the _ COVESHIELL
second dose of Covaxin can be - Co
taken 4-6 weeks after the first 7 a4tol8
dose. Lo, WeSKs.

U}

i

Vaccination for COVID 19 is voluntary. However it is advisable

" to receive the complete schedule of COVID-19 vaccine for

protecting oneseif against this disease and to limit the spread
of this disease to the close contacts: mcludmg fnmrly members,
friends, relat:ves and co- workers

¢
H
i
i
r
i
1
¢
!




_If one is taking medicines for ilinesses like Cancer,
Diabetes, Hypertension eic, can s/he take the

‘s CcOVID-19 vaccine and/or If I suffer from HTN/DM/

' CKD/heart disease/lipid disorders etc., can I safely
take this vaccine? o

‘Yes, persons with one or more of these comorbid conditions
are considered among the high-risk categories. They need ta
get COVID-19 vaccination on priority. Overall, the vaccine is

. safe and efficacious in adults with comorbidity. The maximum
. benefit of getting the.COVID-19 vaccine is for those who have
such co-morbidities. However, if you are concerned for any

specific reason, please consult your doctor

Do I need to use the mask/other COVID-18
appropriate precautions after req:__eiving the vaccine? .

Yes, it is absolutely necessary that everyone who has received
the COVID-19 vaccine should continue to follow the COVID-19
appropriate behaviour i.e., mask, do gaj ki doori and hand
sanitization to protect themselves and those around from
spreading the infection.

Use mask . Maintain 6 feet
correctly “ water frequently and thoroughly . - {2 gaj) physical -
S 7. v oruse hand sanitizer . T T distance *

R S

Haw lana will T resain nrotecksd afeer vaccinagiion?
” e

" Longevity of the immune response in vaccinated individuals

" is yet to be determined. Hence, continuing the use of masks,

handwashing, physical distancing, and other COVID-19
“appropriate behaviours is strongly recommended.
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Does vaccination protect me ?gamgt newer strams / -
mutated virus of SARS-CoW 37 : :

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 prowde reasonable

amount of protection against the mutated virus also. Based

on the available data the mutations as |eported are unhkely to
make the vaccine ineffactive,

Lo honwe rerany days wikl the vaccination create an
adecuzie mmune response znd protection?

Adequate immune response takes 2-3 weeks after completion
of entire vaccination schedule i.e,, after the second dose of
COVISHIELD® and COVAXIN®.

Both the vaccines are safe, but in case

of any discomfort or cormnplaint, ask the
beneficiary to visit the nesrest health
facility and/or call the health worker whose
phone number is given in the Co-WIN SMS
received after vaccination,

meaive e same vaccine

As the vaccines avaifable are not mter-changeable itis

|mportant to recelve the second dose of the same vaccine®
as the first one. The Co- WIN portal is also gomg to help to
ensure that everyone receives the same vaccme o r,_ I

i
i
i
]
|




Ministry of Health & Family Welfare
Government of India

Certificate for COVID-19 Vaccination

Issued in India by Ministry of Health & Family Welfare, Govt. of india

Beneficiary Details
Beneficiary Name / AT ATdl
Age/dY

Gender / f&T

ID Verified / HTewqs

Unigue Health [D (UHID)

Beneficiary Reference ID

Vaccination Status / s esv0T TE8d

Vaccination Details

Vaccine Name / @S 91
Vaccine Type / *TH UBR
Manufacturer / 3cqIGER

Dose Number / S THTH

Date of Dose / SITET ARG
Batch Number / & shAT®

Next Due Date / Géld & TR
Vaccinated By / IeaTgy oTliepeoT
Vaccination At / TR @

- Together, India will defeat - = 1
covib19”

Certificate ID 285136017

Dr.Snehal Dilip Lunawat
33
Female

PAN Card # AHOPLB160H

21389753155348

Partially Vaccinated (1 Dose}

COVISHIELD

COVID-19 vaccine, non-replicating viral vector
Serum Institute of India

1/2

28 Jan 2021

41202012

Between 22 Apr 2021 and 20 May 2021

Sunil Shinde

SMRBT Medical collage, Nashik,

Maharashtra

B

In Case of any advers events; kindly.contact the neafest Public Health Ce
Healthcare Worker/District Inmunization Officer/State Helpline No. 1075

winning Over COVID.:

ExHBIT* C » (6




ExHBIT D" @ |

Z.16025/02/2018-IVMIM-Part(1)
Government of India
Ministry of Health & Family Welfare '
Immunization Division )
Nirman Bhawan, New Delhi
Date: 02™ October 2021

Causalify asséssmen‘t result of one reporfed Serious Adverse Events Following
Immunization (AEFI) case following COVID-19 vaccination approved by National AEFI
Committee on 25" September 2021.

The Immunization Division, MOHFW has taken several steps to strengthen the national
AFFI surveillance system for COVID-19 vaccinations. Considering the importance and critical
nature of the task, steps were taken to include medical specialists, cardiclegists, neurclogists,
pulmonary medicine specialists; obstetrician-gynecologist as members of the causality
assessment sub-committee at the national level. A Special Group has been framed to conduct
causality assessment of AEFIs following COVID-19 vaccination. The result of causality
assessment done by this Special Group is discussed in the National AEFI committee meeting
for final approval.

The result of the causality assessment of one case completed on 281 September 2021
after thorough review, deliberation and approval by the National AEFI Committee is given in
the annexure (anonymized line list of the causality assessment done by the National AEFI
Comumittee).

This death case for which Causality assessment has been done was found to have
consistent causal association to vaccination.

Vaccine product related reactions are expected reactions that can be attributed to
vaccination based on current scientific evidence. Examples of such reactions are allergic
reactions and anaphylaxis, etc.

Indeterminate reactions are reactions which have occurred soon after vaccination but
there is no definitive evidence in current literature or clinical trial data that this event could
have been caused due to the vaccine. Further observations, analysis and studies are required.

Unclassifiable events are events which have been investigated but there is not enough
evidence for assigning a diagnosis due to missing crucial information. When this relevant
information becomes available, the case may be reconsidered for cansality assessment.

Cooincidental events are events that are reported following immunization but for which a
clear cause other than vaccination is found on investigation.

Overall, the benefits of vaccination are overwhelmingly greater than the small risk of
harm. However, as a measure of utmost precaution, all emerging signals of harm are being
constantly tracked and reviewed pericdically. '
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BEFORE THE FIRST APPLELLATE AUTHCORITY UNDER SECTION 19(1) OF THE RTE ACT 2005

In the matter of RTI Appeal “eglst ration Mo. MOHFW/A/E/21/00692 dated 06.09.2021
filad by Ms. Sapna Ditip Lunawat, D-3, Tirupati Garden, Tapadiya Nagar, Dargs Road,
Aurangabad, Maharashtra — 431005 {hereinafter referred as ‘the Appellant’)

ORDER
in the RTI Request Registration No. MOHFW/R/T/21/01430 dsted 12.05.2021,
information on seven points was sought under the RTI Act, 2005.

2. itisseen from the records that the CPID of Immunisation Section already provided a reply
thrrugh KTl Portal on 14.07.2021 as under:

information sought Reply given
1} Details of all the cases of specific embolic ana
! thrombotic events in combination with low
| levels of blood platelets (thrombocytopenia)
! found in the patients all over India reported with | i
© you post Covishield vacciration. Details should | "
contain Mame, Age, Gander, Place, Hospial |

name. | The information sought does not
;pertaln to Immunization Division
2) Details of all Adverse Events / irpairment | and, hence, there is no information
(temporary or permanent disabilityl dus to | ‘ to furnish.

| cerebral  venous  sinus  thrombosis post |

: Covishield vaccination and have survived.

Details shoula contain Name Ape, Gunder, ‘
Address and Conlact wetails, Hospital name, \
disability in which part of the body.

|3) Details of death events ciher lhan above
| ocurred post Covishield wvaccination and
: survived. Details should contain Name, Age,
' Gender, Place and Hospital name, reason of |
. death, i .
4} Details of Adverse EVEI“‘[“__,I;;. |m'55ﬁ;n~ent i Weifare/inununizaticn/aeti-
' (temporary or permanent disability) occurred in !' reporls
patients past Covishield varcination and have !
j  survived. Details should contain Name, Age,
‘ Gender, Place, Hospital name, disability in which
part of the body. ) !

Thé-_ information sought is available

arrpdfman.mohfw Eov.in/Oreanis
auurq Departments-of-Health-and-

|
i

Ty




-|5) Investigation reports of the investigations done | !
by the government officials, Health Ministry and
Serum Institute of India in the cases specified in
Point Numbers 1 to 4.

£8) Provide nurmber of deaths occurred in India fram
15™ January, 2021 toll 30™ April, 2021 with a
bifurcation betwesn vaccinated {Covisield and
Cavaxin) deaths and non-vaccinaied degths.
Graphical representation with numbers 25 well.

7) Detailed analysis and report of the investigation | The information sought does not |

done by you on the death of a2 32 years old | pertzin to Immunization Division
doctor from Nashik. Mahacashtra, Dr, Snehal | and, hence, there is no information
Lunawat case, a5 published in The Economics | to furnish.
Times dated 29.04.2021 and Times of india
dated 22.04.2021 wherein the government
officials have said that they have investigated
the case and have not found anything unusual
and there was no major concern found in this
tase. '

{iy Investigation reports of the case given by ;
Gavernment Officials.

{fiy Basis of your tonclusions in the above !
case. i

(H) Date-wise procedure carnied cut by you to
perfarm investigation of the above case.

{iv} Whether the advisory on cases of adverse
events have bheen issued by the
government. If so, copy of the same.

|
|
|
|
j

3, Subsequently, the AppeHant has filed aforesaid Appeal on the ground "Refused Access to
information Requested”. It is ziso stated that the information sought is not of public interest
and it is regarding her own sister and she is eligible to get the same. '

4. After receipt of aforesaid Appeal, the First Appeliate Autherity has made an effort to
ascertain whether specific / additional information is available with the CPIO of immunization
Section and whether ather CP10(s} were also involved in providing information in responsa ta
‘the RTI Request. In this regard, the CPIO of Immunisation Section has informed that the
information has been sought from concerned Department for providing inputs and the
immunization Section has received information concerned Department. Thus, point-wise
information in response to the RTI Request dated 12.05.2021 is provided as Annexure.

5 in tﬁe light of above, the appeal of the Appellant under Section 19(1) of the RT} Act, 2005
has been treated as disposed of.




6. if the Appellant is not satisfied with this Order, an appeal may be filed to the Second
Appeliste Authority, Central information Comimission, CIC Bhawan, Baba Gangnath Marg,
Munirka, New Delhi — 110067 within 90 days from the date of receipt of this Order.

£ncl, &5 zhove,

(Efangbam Robert Singh}
Birector (RCH} & First Appellate Authority
Ministry of Hezlth end Family Weifare
Room No.445, 'D" Wing, Nirman Bhawan
NMaulana Azad Marg, New Delhi— 110011
. Tel # 011-23062495
S
F.No. 2.33613/238/2021-IMM Dated 05™ October, 2021

-
L
g
-

As. Sapna Dilip Lunawat, T
D-3, Tirupati Garden,
Tapadiya Nagar, Darga Road,
Aurangabad, Maharashtra ~ 431005 A
(Email: sopnalunawst@gmail.congf ©
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Annexure

Informzation In response to RTi Appeal Registration No. MOHEW/ASE/21/00586 dated 06.08.2021

filed by Ms. Sapna Dilip Lunawst

Point 1: Details of all the Cases of specific embolic and thromhotic events in combination with
low levels of blood platelets {thrombocytopenia) found in the patients all over India reported
with you post Covishield vaccination, Details should contain Mame, Age, Gender, Place, Hospital

name.

information: Two suspected cases. of embolic and thrambotic evants in combination with
low levels of blood platelets {thrombocytopenia) following Covishield vaccination were
identified in 498 cases rapidly reviewed and assessed by medical experts. Both these
cases were in females above 50 years of age. Personal details of the reported cases are
not shared under Section 8{1}(j) of the RTI Act, 2005.

Point 2: Petails of all Adverse events/impairment (temporary or permanent disability) due ta
cerebral venous sinus thrombosis post Covishield vaccination and have survived. Details should
contain Name, Age, Gender, Address and Contact details, Hospital name, disability in which part
of the bady.

Information: Only one case of suspected cerebral venous sinus thrombasis following
Covishield vaccination has been reported in 498 cases assessed by the rmedical
experts, This case has recévered and has been discharged. The reported case was of
32 years old female. Personal details of the reported case are not shared under Section
2(1}(j) of the RTI Act, 2005.

Point 3: Detalls of death events other than above cccurred post Covishield vaccination.
Details should contain Name, Age, Gender, Place, Hospital name, reason of death.

Information: As on 30th September 2021, a total of 78,70,57,358 doses of Covishield
vaccine had been administered in the country and 710 death cases were reported
(reporting rate of 1.1 case per million doses of Covishield vaccine administered). 1t may
be noted that mere reporting of an event does not imply causality. Only a detailed
investigation and causality assessment by the trained medical experts can ascertain the
causal refationship of the event and the vaccine. OQut of 710 death cases, 4328 cases were
reported in males and 272 cases in females. There were 113, 208 and 385 deaths in age
group of <45 years, 45 years-60 years, >60 years age groups respectively. Personal details
of the reported cases are not shared under Section 8{1){j) of the RTI Act, 2005. Causality
assessment details may be seen at the following link:

https://main. mohfw.gov.in/Organisation/Departments-of-Health-and-Family-

Welfare/immunization/aefi-reports




Point 4: Details of Adverse events/impairment (temporary or permanent disability] occurred
inpatients post Covishield vaccination other than those mentioned above and have survived.

Details should contain Name, Age, Gender, Place, Hospital name, and disability in which part of
the body.

Information: As on 30th September 2021, a total of 78,70,57,398 doses of Covishield
vaccing had been administered in the country and 1755 serious/severe cases were
reported {reporting rate of 2.7 case per millicn doses of Covishieid vaccine
administered). It may be roted that mere reporting of an event does not imply
causality. Only a detailed investigation and causality assessment by the trained
medical experts can ascertzin the causal relationship of the event and the vaccine.
Personal details of the reported cases are not shared under Section 8(1){j} of the RT1 Act,
2005. Causality assessment detasils may be seen at the following link:
https://main. mohfw.zgv.infOrganisation/Departments-of-Health-and-Family-
Welfare/immunizatign/aefi-reports

Paint No 5: Investigation reports of the investigations done by the government officials, Health
Ministry and Serum Institute of india in the cases specified in point numbers 1 to 4.

information: As per COVID-19 operational guideline, all suspected serious/ severe AEFI
cases reported are to be investigated by the District AEF! committee in the prescribed
Case Reporting Form {CRF) end the Case investigation Form (CIF) within the defined time
frame. Once all the relevant case forms along with the supporting documents such as
hospital records, post mortem/verbal autopsy (in death cases) are received by the State
and national AEFI committees, these cases are assessed for causality by the trained
medical exparts. The investigation reports for the reported serious/severe cases are not
shared under Section 8(1){j) of the RT1 Act, 2005. For investigation reports, if any done by
Serum Institute of india (511} may be asked by the RT! Appellant directly from S

The reporting and investigations of AEFIs are the function of the District immunization
Officer (DIO) and the District AEFI cornmittee. Since tha forms are filled by the DID, the
Appellant may spproach the District/State authorities 1o share the investigation reports
with the Appellant [According to the guidelines given ot Pera 3(iv) of D/o Personal & Training,
Goverament of India’s O.M. No. 10/2/2008-1R dated 12.06.2008 (copy enclosed os Enclosure-
1), if a person makes an application to o public authority for some information which (s the
concern of o public authority under any State Government or Union Territory Administrotion,
the Central Public informatian Officer {CPIO) of the public autharity receiving the application
should inform the applicent that the information moy be had from the concerned State
Government / UT Administration and the application, in such case, need not be transferred to _
the State Government / UT Administration. Thus, the Appellant may obtoin the information
from the State Government / UT Administration cancerned as the same will be availoble with
the outhorities of the State / UT concerned].




Point No 6: Provide number of deaths occurred in India from 157 lanuary, 2021 till 30™
April, 2021 with a bifurcation between vaccinated (Covishield and Covaxin) deaths and norn-
vaccinated deaths. Graphical representation with numbers as well.

information: Total number of COVID-19 vaccine administered from 16th January, 2021

1l 30th April, 2021 is 15,49,89,635. A total of 412 suspected AEF| deaths were reported
post COVID- 18 vaccination (reparting rate of 2.7 death case per million COVID-19 vaccine
doses). Of these 412 deaths, there were 396 deaths fellowing Covishield (0.28 death case
per one Jakh doses) and 16 deaths following Covaxin [0.11 deaths per one lakh doses).
Infoermation on the number of deaths in non-vaccinated population is not available with
immurization Division of the Ministry of Health & Farnily Welfare. '

Point No 7: Detailed anzlvsis and report of the investigation done by you on the death of a 32
years old doctor from Nashik, Maharashtra, Dr. Snehal Lunawat case, as published in The
Economics Times dated 29.04.2021 and Times of India dated 23.04.2021 wherein the
government officials have said that they have investigated the case and have not found anything
unusual and there was no majar concern found in this case,

(I} Investigation reports of the case given by Government Officials.

Information: As per COViD-19 operational guideling, the case reporting form (CRF)
and the Case Investigation Form (CIF} along with the relevant case records thospital
recordsor post-mortem report or verbal autopsy report in case of death cases) for
all suspected serious/severe AEF| cases are to be filled/collected and submitted by
the District Immunization Officer to the District AEFl committee. These are also
uploaded on the CoWIN portal. Since investigation is the function of the DIO and
District AEE| committee, the Appellant may approach the District authorities to share
the investigation reports of the case with the Appeliant [Accerding to the guidelines given
ot Pora 3flv) of D/e Personal & Training, Government of India’s O.M. No. 10/2/2008-IR dated
12.06.2008 {copy enclosed as Enclosure-1), if o person maokes an applicotion to a public
authority for some information which is the concern of g public authority under any State
Government or Union Territory Administration, the Centrof Public Information Officer (CRIC)
of the public authority receiving the application should Inform the applicant that the
information may be had from the concerned State Government / UT Administration and the
; application, in such case, need not be transferred to the State Government / uT
Administration. Thus, the Appellant may obtain the information from the State Government
i concerned as the same Will be ovailoble with the authorities of the State concerned]. After
receipt of investigation reports from the State/UT, the causality assessment done at
National level and as approved by the National AEFI committee that AEF| death
belorigs to Al category meaning by that it is related to vaccine product related
reaction. ’




(it}

(1ii)

(iv)

Information: The case records for the above-mentioned case has been reviewed by
the National AEFI Committee. The causality assessment of the case is completed
and approved by the National AEFI Committee, the results will be shared with the

State Government as well as with CDSCQ {Central Drugs Standard Control
Organization).

Basis of your conclusians in the above case.

Date-wise procedure carried out by you to perform investigation of the above case.

Information: The investigation reports and case documents {hospital records, etc.)
have heen reteived on 8th June 2021 at the national level through CoWIN. These
were screenedon 29t June 2021 as well as put up for causality assessment meeting

held online on 17th September 2021 and on 25th September 2021 the National AEFI
Committee reviewed and approved the case.

Whether the advisory on cases of adverse events have been issued by the
government? If so, copy of the same.

Information: An advisory for doctors on recognizing, managing and reporting
Thrombosis and Thrombocytopenia Syndrome cases and an advisory for vaccinators to
inform vaccine beneficiaries on reporting such cases to the vaccinator or DIO have been.
issued by the Government. Details of the advisory in the Press Release are in the link
below: https://www.pib.gov.in/PressReleseDetailm.aspx?PRID=1719293 - Bleeding and
clotting events following COVID vaccination miniscule in india - National AEF| {Adverse
Event Following Immunization) Committee submits report to the Union Health Ministry
- Posted On: 17% May, 2021 at 2;32 PM by PiB Delhi.

Copies of the advisories to strengthen the AEF! surveillance and official letters issued
to States/UTs on the same are al_so enclosed as Enclosure-2.
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. Enclosure-L

No. 1672/2008-IR
_ Government of Indla
Minlstry of. Peracnnal, Public Grisvences 8, Pensions
- Depadment of Pemonnel & Tralning .

Horth Block, New Delhi
Ciated: the 12% Jime, 2008

Subject: RTi applleations recolved by # publle suthorly. regarding InformsSon
" "conceming othver public autharftyauthortlies.

It has been brought o the notics of this Department that requests are made to
the public autherities uhder the Right fo information Act for pleces of loformation
which do Nt concem these public autho:ties, Serma timss, auch an information is
sought, a |34t or no part of which is avaflable with the pubiic authority to which the
appfication) Iz made and emaining or whols of the information concerna enother
puslic: suthority or many other piblic auihoritias. A question has arisen as to how to
desg)with such cases,

2. ‘Sactlon 8(1) of the RT1 Act, 2005 provides that a person who desites to cbtain
any information shall make s request 1o the public information offiosr (P10} of the
concexned public authority, Saction 8(3) provides that where an application is mada
10 & publlo_authority Tequesting for-any-rnformaton which s heid by encther public
autharlty or the subjact mather of whish 1s méte closely connictad with the functions

-of another public muthority, the public authority to which such application is made,

shall tranafer the application to that other public autherity. A careful reading of the
provisiona of sub-gection (1) and sub-ssction(3} of Section &, suggssts that the Act
reciigires an’ Informetion essker to.address the application 10 the PIO of the
‘cunoemed public autharlty',- However, there may bo cases In which a person of

" prinary prudenca may beliove that the pisce of information.sought by himéher would

ha avallable with the public authority to which ha/she haa addresaad tha.apphcation,
Jout Is actuslly hald by soms another pubiic authodty. In such cases; the applicant

- “nakas @ bonafide mistake of addressing the application to fhe PIO of & wrong public

-~ ‘authority. - On the cther hand whare an appiicant addrenses: the application to the

PIO of a public autherity, which to a persen of ondinary prudsnce, woukl not Bppear
i -be - the-concem of that public suthorty, the applicant does not fulfit s
responsibility of addressing the application tq the ‘concemsd public authority’.
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3, mnminmmmmmmmmmﬂmmmmm
requhedh-hetahmhgheptﬂ:ﬁaaﬂhoﬁﬂmlnm&m

M Amunmdtmmnppﬂmﬁmwammncaumomymrm :
which concems some another public authorlly, In such a case, the PIO
,mndvlngmeappﬂcaﬁonurmjdhumferﬂuappﬂmﬂonwhmw
p«.ibucnut_lwrlt_yundnrh&naﬂmtntfmnppﬁmnt Howaver, if the PIO of the
ptmﬁcauﬂrorﬁyhnmabbwﬂndoutnh:mwbﬁcmmtyhm
thmahfonn:ﬁonmenaﬂermaﬁmmubhemmmnmun!he

particUlars of the concamed publicuuﬂmuﬂytowhﬂﬂnlppﬁﬂibnwlﬁb_e
anafemed. would, however, ba tha rosponaibity of the PIO, if an appasl
mads egaingt his decision, tn establish thet e made reasansbie offorta to
find out the particulars of the conesmed public authority,

(L) A person makes an Bppiication to a public euthority for information, only a
part of which ls avallable with that publie authority and a part of the
information concems some ‘another pubfic autholty.” I sucha casg, the PIO
should supply the Information available with him. and a copy of the appllcation
sho;ﬁd be sent to that ancther pubfic authority under intimation to the
applicant. :

(@} A persan makes an application to a public authority for information, a part of
which ls avallahie with that public atrthorly and the rast.of the information is
ecattared with mone than one ather Public authoritles. in such a cave, the PIO
of the public authority recaiving the application should give Information
relating io it and advise the applicant to make separata appiications o the

particular public authority, it s not the case where appliication shouk! be
ransferred under eub-aackon {3) of Secion & of the Act. it iy pertinant to
figte that sub-section (3) refers to “another tublic suthorly’ and not *ofher
public authoriies'. Use of singular form In the Aci i this regard Is impottant
to note.
: . B




AL

2068056/2021/MATERNAL HEALTH

4.

-3

H a-pairson. mekes an application to & public authomiy for some information
-which iz the concem af a public authortty undar any Stete Govemment or
tha Union- Territory Admintstration, the Central Public Information Officer

- {GFIC) of the public authority recaiving ihe appiicstion should inform the
- applicant thet tha. informetion may- ba hed from the concemed Stats
Govemment/UT Administrafion. Application, In such & cass, nesd not ba

" transferted ko tha State Govermmant/UT Adénistration. .-.

Contents of this OM may be braught 1o the notice of all conoemed.

Al Iha Wniﬁhiea I Dapartmants of the Government of India

Unicn Publlo Service Commission/ Lok Sabhia Secit/ Rajys Sabha
Secrelarial/ Cabinet Secretaral/ Central Vigilarnce Comission’ Presidenfs
Secrelariat/ Vice-Fresident's Secretariat! Prime Minister's Office? Planning
Commissian/Election Commission, , ,

Central Information Commission/State (nformation Commissions.

Staff Setection Cammission, CGO Complex, New Delhl

Office of the Comptrofler & Auditor General of Indfa, 10, Bahadur Shah Zafer
Marg, New Deihl,

All officara/Desks/Sections, Department of Persannel & Training and

" Depeartnent of Pension & Pansloners Wetiams, :

Copy to: Chief Secretaries of all e Stetes/JTs.
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Government of India

Winiziry of Heaith & Family Welfare
Hirman Bhavan, New Delhi - 110011

Dr. Manohar Agnani, LAS

Additional Secretary

Tele: 011-23061723 _
e-mail: jsreh mehfw@govan D. No: T.13020/08/2018-IMIVI

Date -18™ November 2020

}:\Lj v Al :

You may be aware that preparations are underway for conducung COVID1S
vaccinations in states and distnicis, starting with cerlain priority groups. In
connection with tus, steps need to be taken to strengthen Adverse Events Following
Imrmunization (AEF]} swrveilance {ollowing COVID19 vaccinations to maintain
cvonfidence in salety of vaccines, MoHFW has idenfified initiatives which are
essential to further strengthen the exsting AEF! Survelllance System of India so that
mely & complete AEF] reporting for COVID1S vaccination is possible. These

initiatives are enclosed with this letier,

I request thai thess inittaiives are implemented at the earliest so that required
changes lake place well bhefore the COVID19 vaccine is introduced in. the
district/state. For any aaditional informution or support acimplementing the above
interventions. State/UT may contact the Senior Zonal AEFI Consultant of your state or
your Jocal Surverlance Medical Office:, WHO-NPSP or thie AEF] Secretariat, MOHFW

-

otw ind o

Yours sincerely,

1

L vl
- _Ermm [
(Dr. Manclar Agnani)

Additional Chief Secretary/Principal Secretary/Secretary {H_'en_hh],__‘ all
states/UTs . - o

eI - GIEBRI 81 99rg @
Talking about AIDS is taking care of each other
wowow. o hfw nic.in




Copy ta:

1. Mission Directcu (NHM), all states/UTs

Chair, National AEF! Commiitee

Chairpersons of State AEFI Comuutiees

Dr Jaiprakash, Secretary-cum-Scientific Advisor (IJC), Indian Pharmacopoeia
Commission, Pharmacovigilance Programme of India. Miusiry of Health &
Pamity Welfaie, Gor, of Iadia, Sectos-2%, Raj Hagar, CGhamabad-201 002.

Srate Iramurnization Officer, all states/UTs

.. Dr Pankaj Bhatnagar, Acting Team Lead, WHO-NFSP

Dr Vinset Goyal, AEFI Focal Person, WHO-NPSP

. Teéam Lead — AEF], ITSU

o B

® ~ Ut

A e b L S R T e S



Annexure

Initiatives to__Strengthen AFEF1 _Surveillance Systemn  for COVIDIS
Vaccination

1. Include medical specialists in addition to paediatricians in state and
district AEFI committees - The COVIDIY vaccinations will be given lo
adults, many of whom may have co-moarbidities. Events due to pre-existing
romorbidities (strokes, heart attacks, eic,) may be reported as AEFls
following COVID1S vaccinations. Membership of State AEF1 Committees
should be revised (o include neurologists. cardiologists, respiratory meadicine
specialists who can recognise such events and differentiate them from events
related fo vaccines’ vaccinations. Sumilarly, directians may be issued to
districts 1o include medical specialsls (neurologists, cardioiogists) in the
diswrict AET] commiltees.

3. State AEFI Technical Collaborating Centres - Each state must choose a
medical college 1o function as state AEF! technical collaborating centre. The
clinical specialists of the medical college (neurologists. cardiologists,
respitatory medicine specialists in addition io paediatricians) and experts
from the Department of Community Medicine will assist the state/state AEF]
committee in conducting rapid causality assessments, case investigations in
districts, laboratory tests in certain cases to find the cause of AEFIs, etc. These
specialists (neurclogists, cardiologists. respiratory medicine specialists, etc.)
may be invited to attend AEFL committee meelings.

3. Training of specialists of state AEFI committees and state AEFI technical
collaborating centres for investigation and causality assessments - The
new committec members/ specialists should he oriented on the immunization
programme, COVIIIY vaccinauons, AEr! surveillance and conduction of
causality assessments for AEFI cases when they attend the AEF] commitiee
meclngs. :

4., More frequent mectings of state and district BAEFI committees - While
atate and digirier ADFL comminess are required o meel once a guarter, in
view of the need to alear the backlog of existing cases lor investigations and
causality agsessmoats aund o lamiharise new members on AEF] surveillance®
processes and their roles and alst 1o moritor tHe praparauons lor managing
AEF suzveillance following COVIDRLS vaguinations, it is recommended that
he AEF! committees mest &t least once a month and share meeting minutes
with the Immunization Division/AEF] Secretariat. The state AEFl committees
should trick whither district AEFL committes meetings are being held every

guarier av more Teguenily. Fragua

5. Hiring of state AEFI consullants ~ As COVIDIS vaccinations are scaled up,
there will be an increase in AEF] reporting due increased sensitization. All
these cases need to be investigated, followed up for corapletion of documents




by the districts and causality assessed al the state level as soon ag possible to

alicit safety issues at the garliest for actiom. Thé following states were
reqguested to ask for funds to hire staté AFEF] consultants in their PIP: Uttar
Pradesh, Madhya pradesh, Rajasthan, Bihar, Chhathsgarh, ]harlchandl
Maharashira, Guja'u:at, Waest Eéngal, Andhra Pradesh, Telangana, Karnataka,
Tamil Nadua and Odisha. While a few stales tiave hired the consuliant, athers

are requested 10 complete ihe process as soon a5 possible.

. Expanding reporting ‘network of HAEFl surveillance for adult

vaccinations — District lmmunizaion Officers may be directed to

a. Prepare a list of government and private hospitals and health care
sacilities, medical colleges, nealth care facilities of other rninistries hke
railways, defense, ERIC. etc. in the dislricis and contact the head of the
institutions to ideniify a Noaal Officer (AEFT reportng).

b Ensure that the Nodal Officer (AEF] reporting) cenducts one-hous
sensitizatipn meetings with all doctars in the inatitutions to record
vaccinaton history i OPDs, casually/emergency consultations and 10-
patien! admissions (foocusing on medical, neurology, cardiclogy,
resPIrAioTY medicing, sbstetrics  and gynaccology, in adduion o
paediatrics). Deciors sheuld be abie to rapor! identified AEFls
immediately to the DIO and share climeal records of the case.

c. Ensure that an AEF] Fegisiel i avaitable for medical officers to record
miner, serious and severe AEF1 details. The reqisters should be
reviewed prelerably daiy by 1he Nodal Officer (AEFI repoxting) or &t
{east oneé a week. Any unreported serious/severs AEFlE should be
repoitad 10 the RIQ immediately. Bach Nodal Officer (AEF] réporting)
should have blank CEEs with thipr. ' '

d. Share e list of all such inatifutions with contact details of Nodal

 Officers (AEF] reparting) and dates of arientation of docters to the state
spmunization officer for yecords.

7. Operational PHC AEYT registers — BlOs should ensure that REFL Tegisters

are available at sl pianning units/acld chain points/ PHCs/CHCs/district
hospitals and medical colleges and ANMs, medical officers and other staff are
recording details of rminor, serious and severe AFFis in the register, These
tegisters nead to be reviewed weekly by the Nodal Officez (AEF] reporting)
or medical officer in charge of the PHC/CHC. Al f{orms and formats fotr
re‘pqij:i_.’_r!g.-uf AFF! cases are svailable at all health mstitubons. :

_ Rdverse Dmyg Reaction Menitoring Centres (AIVICs) — Around 300 medical

colleges and tertiary care hospitals across the country have Adverse Drug
‘Reaction Monitoring Centres which repért vaceing adverse events along with
other adverse drug reaclions. DIOs should contact such AMCs and reqguest
‘them to TEPOIL S5ET10NS and severa AFFIs directly. The current list of AMCs is

E 3@&@&- at htps://ipe.gov.in/ images/LIST_OF_311 BN _UNDER_PvPlpdi
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4. Ensure involvement of drug inspectors in investigations in the districts-
The drug inspector of the district should be a member of the district AEF]
committee and iriay be invelved m AEFI investigations, whenever required.

. Availability of injection adrenaline in Anaphylaxis and AETI
management kits and training of vaccinators on use of Anaphylaxis kits-

st

The districts should ensure that there is enough stock of injection Adrenaline
for the coming months for use 1 Anaphylaxis kits and AEFT management'ki_‘ls,
It is important to note that Adrenaline has short expiry date. It is dlso
important  that &l vaccnators (including temporary hures for routine
fmunuiuzation and for GOVIDLO wacomatong) should be trained on use of the
Anaphylaxs kits.

11.AEFI traimings and sensitization meetings - DICs  should initiate
sepsitizacen of mocdical offieers and health workers in public and heaith
tacilities for immediate reporiing of serious and severe AFEFIs to the DIO and
recording of minor, senous and severe AEFls in AEFI registers. Monthly and
weekly review meetings should be utilized for this purpose. The locus of
sensitization should include AEFls following adult vaccinations which will
become important when COVID19 vaccinations are initiated. Data entry
operators in the office af the DIO should be oriented on SAFEVAC, the online
reporting soltware for AEFIs.

2 Communication plans for vaccine safety- Districts should prepare
communication plans to manage yumours and myths regarding vaccine safely
and crisis situations following serous AEFIs. Key messages for use in
ranaging crisis situations and myths ard rumours may be prepared in
advance. Spakespersons may also be identified in advance and oriented on
potential vaccine ssiety issues related 1o rouline vaccines and potential
GQVID1I vacaines.

[y
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held on L3th Decernber 20240:

v Jnelusion of QbstetricsGymaecologlst in The State/Bistric! AFF1 commitiee.

o Coofeintsof the ARFE K are revised, sdicham canmesed Anmesure 1.

o Training on nse ol Anaphs Lxis Kies T altermate s aceinators: Whily 1 s expected
that af) vaceinatus davolvad in LIP vwcing fens e trained wr e of Anaphylavs
kite, and therefire it is requested that all addinonalalmate vacehnalors including
those from the private seetar may be nined o wenbty synpeeted amaphyvlaxis and use

sonteanis efthe Amplleds ki

CFur s adldhtonat e a or et grplonennig e abov e nlerventisns

vou gre kindly reguested heovoiic Sepior ol AL Comsaitml ot s our st Do ecid

Surveitance Medical O1Tcer (SMO) WG NPSE up the AbEL Seurelarit,

¥ inrs sinceredy,

Eicl ax abave

(. Marghar Agnanil

Ta.
Additional Chiel Secretars-Sevretary Pricipal Secretary theaithy - VI SatestiTs

Temien T GiER el HATH
frar wae, T8 & - 110011

ARG MINISTRY OF HEALTH & FAMILY WELFARE
NIRMAN BHAVAN, NEW DELHI - 1100114

' Room No. 1#‘54&% Nirrnan Bhawan, New Dl - 110011
Tel s 011-230&1?23 E-mail ¢ as-agﬁam@gwln
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Annexure |

REVISED LIST OF CONTENTS OF AEFI MANAGEM EMNT KIT

The revised list of eontenrs of the ARF] mianagemsenl kit for mee al AEFl Managemenm

Cepires is s Tollows:

141,
.

Tnj. Adrenafine (121800 dihuttan) - theee ampeuies
Tubereulinfinsulin syringes - three

24052250 one inch needles - three

Cotion swab - three

Inj. Hydrocorisone = one

Ringer Tuctate Normad saline twe wnfts

8% deatrose - Twe S '

IV i se1 - 1w unily

Sgalp vein sets or [V cannuby - e

Disposable Syringes 5 miwily 24230 13 needles e sets

Adhisive lape - o
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GOVERNMENT OF INDIA

MINISTRY OF HEALTH & FAMILY WELFARE
NIRMAN BHAVAN, NEW DELH! - 110011

Dr. Mahesh Kumar Aggarwal

Zepdinooat Sommissianer (LR

Tul | D11-23062728 23087125 0. O. No: 2.16025/02/2018-IMM
£zl mK.agganyal 1 3@ric.n Dated: 05th January 2021

.7
Dhear O adt Lg_.i [r—

As part of the preparations for strengthenimg ALFLsurveitlance for introduction of COVID 19
vatcinations, an anline Lraning on investifation and ciuvality assessment of Adverse Event Following
lmmunization of new members of national and state AEF| cormmitter membérs 15 bemng heid on 08 and 03
lanuary 2021 from 2:00 prm to 5230 pi

you are regquested o make f Canveniont T attend thi beonrnieg on both theae days, The binks, tertatos
soenda and other instructions for the traimng will be emaited duectly to you. Please contact Dr Decpak
o, 98688787 21) tor clanfications.

P

polpakara | =t fa

Py
LY P4 ” " o
B e e I Yours sincerely

‘}J«._. e 13!
{Dr M K Aggarwal}

Dr. Sujata Mathews, Ram Manohar Lohia Hospital, New Delhi

Dr. Madhubala Negi, Ram Manohar Lohia Haspital, Now Delhi

Dr. Alka Sharma, Ram Manochar Lohia Hospital, New Delhi

Dr Rupali Malik, Safdarjung Hospital, Wew Delhi

Ur Sameer Gulati, Safdarjung Hospital, New Delhi

Dr Aparna Agrawal, Lady Hardinge Medical Coliege & Asscciated Hospitals, New Delhi

Br Debashish Chaudhury, Lady Hardinge Medical College & Associated Hospitals, New Delhi
g, Or Anupam Prakash Lady Hardinge Medical College & Associated Hospitals, New Delhi

g9, DrRamesh Agrawal, Lady Hardinge Medical College & Associated Hospitals, N. Delhi

10. Dr Ritika Sud, Lady Hardinge Medical College B Associated Hospitals, New belhi

11. Dr Vivek Suman, Lady Hardinge Medical College & Associated Hospltals, _NEW'DE'IhI

12. Dr Shubha Laxmi Margekar, Lady Hardinge Medical College & Assnciate_d_-Hospital_s, New Delhi

13. Or Priya Bansal, Lady Hardinge Medical Coliege & Associated Hospitals, New Delhi __
14. Or Amit Kumar Sharma, Lady Hardinge Madical Collége & Associated Hospitals, New Delhi
15. Dr Sheikh Yasir Islam, Lady Hardinge Medical College & Associated Haspitals, New Délhi
16. Dr Shivraj Meena, Lady Hardinge Medical College & Associated Hospitals, New Delhi

17. br Manish Goyal, Lady Hardinge Medical College & Associated Hospitals, New Delhi.

B S S
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Copyio:

|
1. Dr AnjuSath, Chair -Causality assessment sub-committer, National AEF| Committee

2. OrSApeja; Chalr, Natipnal AEFI Committee _ g
3, Dr Anil Gurtoo, Director-professor, Dept. of Medicine, LHMC ‘
4. Dr Deepak.Polpakara, Team Lead = AEF], 1TSU ‘
5. AllSeriiar Zanal AEFI Consultants, MOHFW |
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GOVERMMENT OF INDIA

e MINISTRY OF HEALTH & FAMILY WELFARE
NIRMAN BHAVAN, NEW DELHI - 110011

D.O. No. T.13020/08/2018-IMM

DR. MANOHA ;
R OHAR AGNANI ; 1 Dated the 8th February 2021

Adrfihonal Secretary

Doy 4]}._

Stee thwe initastion of the CONVTLY 1Y vacvincaion drive o 10k January 2021, some
diwths Yollowing COVID 19 viecintion have been veponed frony districes, [ s important thin
ihose repotted deshs re investgaied ascticaloush as por the Suiional AEF] Guidelines, As
donomay by syt Post Mordem procedure isoa very npornt component of the
myestigation, theretore, kindly instruct the concerned officials o ensure that following

sudelines are followed For condocring the Posi-Aueiem examinatons: -

P PostMorem shauld be conductad ot the mearest Madieal © oBege Hospital o at the
distract levet by o Forenste enport sond Pathulowst, _

20 The process of post-morten exaniintion testernal and internal} should be video-
;mphcd,
The tissue sumples (iscera shaulld fe send for histe=peizhological examination in all
vilses and for onicological amaliain 0 specilic csmes o the designated miedical
cobfoge forensic seivnce Ll for amcde s g foliewad s e carhy sgbmission of
reponts

Properly conducted post-mericin reperes with histo-paithotogical examination reports
and xieology amalysis reports will help o conduet qualing cawsalily assessments ol AlLF
deaths. Theretire, these gaidelines may Kirdly be convesed ol the distrivs,

For ans assistines or chaiticanons Skt Pisivicl Ofieials iy contact the respective
ALRT Zenal Senior Comsulian or Dr Deepih, Polpahara {duepak_pabpakarii

Y ours sincerehv,
1 I
5, oaled?
(L1 Menphar Agnani)

Additional Chiel Seeretary/Sceretany /Prineipal Secretury (HEFW)L All States/UTs

L Mission Dircetor INTM). adl stitesd Tl s,
20 SEPIO, all States T

b0 Chairperson, Natfonal AFFL Comntiies
4, Chairpersans of State ATF! Committees
0 Team Lewd - ARFLITSU

Room No. 145-A, Nirman Bhawan, New Delhi - 110014
Tel. : 011-23661723, E-mail : as-agnani@gov.in
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Government of India
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BHUSHAN. 1A 0. 0: Nc}2074697f2021flmmumzalmn
?gggﬁﬁ‘? HUSRAN 188 | 12 February 2021

Dean Glle

The pan india réflout of Covid-18 vaccinaticn has completed more than 3. weeks and
covered approx. 7.5 million priorty heneficiaries with first doese. In order o strengthen
Adverse Effects Following Ienmunization [AEFY) surveilance following COVID-18 vaccination.
it has already been communicated to States/UTs to ensure that S1ate AEF! Committee meets
at least once every fortnight to conduct the causality assessments and monitor the
investigation reports of District AZFI Committees. Distnct AEFI Committees are fo meet
more frequently. if required to undertake the investigation of AEFI cases post COVID-19
vaccination. It has, however, come 1o notice that in some States, State AEFI Commilteas are
not meeting reqularky.

It is, therefore; reiterated that State AEF] Commiffees shouid meet regulary fto
oversea the overall performance of AEFI Surveilance System so as to instil vaccine
confidence in the community . Wherever. the State AEFI Committees feel the need to share
faedback with Nationa) Level or reguire gudance from the MoHFW, Govt. of India, they may
do so. .

For any query, suggestion or supporl, States/UTs may contact the Senior Zonal AEFI
Consuitanis of your State or AEF| Secretariat. MoHFVY at aefiindia@gmail. com.

Kaxrr 9%@'«'0&5

Yaurs singeraly,

{R#}ashf@ﬂhu%han }

ACS({H)/Pr.Secy{H}Secy.(H) of alt States/UTs

Rdmm Na. 156, il!;-W”ngi Nirman Bhawan Neaw Bami-ﬁﬂ 11
Tele (o) 04323061862, 21083221, Fax : §11-23061252, E—»mall secyhfw@ninjn




T-13020/08/2016 - Imm
Ministry of Health and Family Welfare
Covernment of India
(Immiunization Division}

Dated: 2 March 2021
Nirman Bhawan, New Delhi

To
Mission Director-NHM, all states and UTs

Subject: Conducting RTPCR tests in all death and hospitalized AEF) cases -req.
Sir/Madam.,

While conducting causality assessments of serious and severg AEF] cases
iollowing COVID 19 vaccinalions at the national level, it has been noticed that the past
hustory or current status of COVID 18 infaction in reported AEFl cases {both

" hospitalizations and deaths) is not recorded in the Case Investigation Forms for AEFls.
As a result, it is not possible to conclusively rule oul COVID 19 infection as a cause of
illness post vaccination in hospualized and de ath cases. There has alsc been a rise of

COVID 19 infeclions in some states. Therefore, chances of COVID 19 cases reported
as AEFIs post COVID 18 vaccination is possible.

The Special Group constituted 1o conduct expedited Causalily Assessment of
serious/severe AEFl cases reported following COVID 19 vaccinations has
recommended that RTPCR tests are 10 be conducted in all hospitalized AEF] cases and
also in death cases. RTPCR tests can be cenducted using nasal swabs soon after death
or during post mortem.

Therefore, il is requested that all health facilities in districts be instructed 10
ensure that RTPCR tests are conducted in all hospitalized and death cases'ofREFIs_an'd
the resuits of the same be recorded in the Case Investigation Forms in Section B (past
histery) and Section C (test for COVID 19 infection after vaccination). A copy of the
test reports (RTPCR) should also be shared with other records related to the case for
causality assessment. '

For any queries regarding ihis, you may contact the Senior AEF] Consultant of
your state or Dr Deepak Polpakara (deepak polpakara@in.jst.com). )

Yours faithfully,

T 4 SR

(Dr. M K Rggarwal)
Copy to!

1. SEPIOs, ail states and UTs

2. Chairpersons, Siate AEF] Comumittees, all states

3. Chairperson, National AEF] Committee

4. Chairperson, Special Group for COVID 18 Causality Aszessment
5. Team Lead-AEFI, AEF! Secretariat, ITSU, New Delhi




T-13020/01/2013-CCV{Partl)
. Ministry of Health and Family Welfare
Government of India
{Immunization DMvision}
Dated: 07 May, 2021
Nirrman Bhawan, New Dealhi
To .
Mission Director (NHM),
All State’s /' UT's

EFI surveillance for GOVIR-19 vaccination —req.

Madam/Sir,

You aré aware that more than 1849 crore COVID-19 vaccine doses have been administerad (il 06"
May, 2021 a3 part of the measures to contain the COVID-18 pandemic. More than 24000 AEF] cases
{95% of which are minor AEFls) have been reporied. Some of the recommendations of the National
AEF] commitieg in its last meetling o strengihen reporting of AEFI cases following COVID-18 vaccines
are as follows: :

1. There'is a gap in reporting of hospitalisecdd AEF] cases, especially if the cases ate reated in the
private sector. The District Immunization Oficer (D10} should immediately report all AEFls
informed 1o them through any means (elephonic/email/letter/AEFT Case Reporting Farms, ete. )
from hospitals in the public and privale sector. The doctor or staff informing the AEFI may be
provided blank GRFs for noting basic case details (https://ifsu.org.in/aefi/y. Also, all the BEF]
case details should be entered in CoWIN-SAFEVAC as per the CDV‘ID 19 waccination
operational guidalines,
District Immurnization Officer should ensure thal her/his e mail details are- ava,tlable with all the
prominent private healihcare facility for seamless reporting af Jenousfsevere AEF] cages
Inllavnng COVID-19 vaccine. Diswrict Immunization Officer may also create a dedicaied email
for receiving reporis of AEF! following COVID vaccindtion from anate and public health
facilifies.
Any case of hospitalization or death of & COVID positive {RT-PCR /CENAAT/HRCT confirmed)
case who has received at least ane dose of vaccine before geiling infected should be reporicd
an & serious AEFI on Co-WIN, i
4. Many AETIs occumming heyond a week of vaccination are not being reported on Co-WIN
SAFEVALC. Reporting of any sericus/severas adverse event occurring beyond one week of
vacgination up to at least 28 days of COVID-18 vaccination should be encouraged -
% Regular State AEFI committes meetings are held and causality assessment of the reponied
serious/severe AEFI cases is completed as per the National COVID-19 guidalines,

ad

For any further clarifications and gaidance, pilease advise concernasd State and Disrrict Officials o
kindly contact the respective AEFT Zoual semor consultant or Dr Deepak Polpakara
{deepal_polpakaraf@in.jsi.com).
Yours shiceraly,
Y
.

- AR e
\ e
(Or M K Aggarwal)
_ Additional Commissiener (UIP)
Capyin;

State Immnnization Officers, Al Bate’s/UT's
Chair, Mationel AEFI Cc:mrmt{ee

. Chairpersons of State. AEF] Comunitiees
Team Lead ~ AEFI;, ITSU

Senior AEP! Zonal Cansubrants, MoHFW

PE 10 |5 (RCH)

PSto JC (ram]

w

bl
¥

g

S e it et o U Ter oo o e 1 e o e g e lrarirm pan 370 et s AR Lo, 3+ srime €T3 S Rewmi T e e e s



EXH‘BW% F _ffa CIZ.

N hamntas il n - T
1718122, 7:06 PM Gmail - Fwd: Regarding covid vaccine adverse reaction death to Dho Aurangabad

Gmﬁ :E Shubham Lunawat <shubhamlunawat98@gmail.com>

Fwd: Regarding covid vaccine adverse reaction death to Dho Aurangabad

1 message

Shubham Lunawat <shubhamlunawat98 @gmail.com> ' Thu, Apr 28, 2021 at 3:53 PM
To: dklunawat@rediffmail.com

-------- Forwarded message -—-—-—

From: Shubham Lunawat <shubhamiunawat98@gmail.com>
Date: Sat 20 Mar, 2021, 1:13 AM

Subject: Regarding covid vaccine adverse reaction death

To: <dhoaurangabad@rediffmail.com=

Dear Sir,
I am Shubham Lunawat brother of deseased Dr. Snehal Lunawat .Just to add the disclaimer before deseribing my
case is she was healthier and fit with no significant medical history and medicines taken .

My sister fook her first dose of Covishield on 28th January in Nasik. On 3rd of March she had a headache . She
showed it to the doctors who diagnosed a mile Migrane of which she took medicines and felt fine. On 5th Feb she
came to aurangabad to go to Delhi for attending a workshop in Gurgaon. She reached gurgaon on 6th afternoon and
on the night of 7th Feb at 2am she had multiple episodes of vomitting till 8 am with fatigue. When she was rushed to
hospital { Paras hospital, gurgaon) she was detected of bleeding in the brain.

. She had bleeding, clot formation and low Platelets which are all signs of Covid virus or Covid vaccine . She was
Covid negative afier she was hospitalised. Doctors detected venous sinus thrombosis (Cloting) which was foliowed by
intracranial bran hermmorage. They performed craniotomy and cloth removal surgery. She was on ventilator for 16
days in Gurgaon but her condition did not improve. Even doctors didn't know what is happening with her because it
was a covid vaccine reaction and new fo everyone. Even now many European nations have banned AstraZeneca's
Covishield.

Then we brought her through ambulance to aurangabad , Ciigma hespital. She was on ventilator here for 8 days but
condifion didn't improve. She passed away on 1st March.

We want to report our case and want desired authorities to be responsible for it . We want to save future lives.

I'm attaching the case summary below of her

" Awaiting your reply

) New doc 22 Feb 2021 21.33-1.pdf
= 7618K

.
https:h’maII.google.cum!mail.’u!SI?ik=32bc1Qccge&view=pt&search=all&permthid=thread-a%3Ar—2540500237374364841&simp:fmsgfa%SAr-ﬂ?... 11
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1118722, 7:01 PM _ INGRAM | Grievance Details

(® Last Login Time : 2021-12-08 16:29:02 S|

Grievance Details

_Grievance'Number: 2627711

Grievance Reg Date: 2021-03-19 15:48:55

Comp[ainant'Name : S5AM RUDDHI LUNAWAT  Complainant 9370556674

Contact No:
Mode: . By Web Complaint Type  Complaint
State: MAHARASHTRA = Purchase City : Nasik
Sector: Health Services  Category: : Medical
' Negligence -
Others
Grievance Company : Company Name  serum

institute,pune

Govt Dept / Regulator: Health & Family Welfare
Cormpany Details serum institute,pune Pincode
' (Company}):
Product Value{INR}: NA ' Nature of Death of Patient
Complaints:

hitps 'Jiconsurnerhelpline.gov.inluser.’complaint—_deiails_php?cid=262?71 1&&sid=8&&clid=36 1/3
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® Last Login Time ; 2021-12-08 16:29:02 SL

'

2021 in midnight she has'a minor headache so on 5th Feb 2021~
she approached the doctors available in the College itself for

medication. Doctors told that there is a minor migraine and

accordingly suggested the tablets to her. On 5th Feb 2021 she

traveled to Aurangabad, Maharashtra and reached at 12 night

being her home town. As she was to travel to Delhi for AlIMS

workshop of 7 days she took a flight from Aurangabad to Delhi at

reached Delhi at 3.30 PM on 6th Feb. At 2.00 AM on éth Feb night

she had headache and started to vemit and subsequently in

morning she was admitted to Aryan Hospital whereby it was

informed that there is a bleeding in the brain and so shifted to the

Paras Hospital, Sector -43, Gurgaon. Neurosurgeons operated her

for removable of skull and clot. For more details 1 am enclosing

herewith the Case Summary of the Patient. When she was

hospitalised We have written mailed to serum institute as well as

to the Health Ministers for the Help but from serum no

satisfactory report received and for other side no replies received.

As the Patient was just aged 33 years and was having no medical :
history the only cause why this incidence happened was due to r
vaccination. Which resulted into death of the patient. Many such i
cases are reported in media as well but ne cognizance for the same

Is taken. | am attaching herewith the Link of the cases happened

and case summary of the patient for your reference. We request

you to kindly provide us the financial assistance being family of !
the deceased as this is caused due to vaccination itself. | am not
able to upload the case summary due to some technical errors on t
the portal.

Grievance Updated Details ~ NCH out called the complainant on 20 Mar 2021 & 4:54 PM to '; :
: ' discuss grievance details, as per the consumer her sister had taken
vaccination of Covid 19, after that she faces headache issue &
expired in the hospital because of vaccination.
Updation Date :2021-03-20 17:02:16

NCH Agent Remark : Advised her to raise greviance at the National Medical
Commission,

Remark Date :2021-03-20 17:02;16 !

Uploaded Files: Filel| File2 | NA

B 7
i = Print

R

4f Give your Feedback

hitps:/fconsumerhelpline.gov.infuserfcomplaint-details.php7cid=26277 11 &&sid=B8&&ctid=36 213
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sirman Bhawan, New [rethi
- Dated the  Detaber, 202

Anranceabad, Abhnv
Maharashira.

(Cimail: dhiinwsat, Lz YT L TH

Suliject: Onling g_l’iu\':mcc-RL‘gimr.alim: No. PROPCTE2DLHIIR40T daited 14022121 - Reg.

§ e direeted i refer Lo the above memioned enling grievance jepisteation ™a. PR E 2T HU0Y3

dered 12032071 regarding Adverse Evems Tolowing [ razation [AEFLY, ander the AFFI sovveillance systen.

Voaur coneern wag well noled.

20N submitted thal e case cornnds of all the rperied serious and sovere AEPL cases are exammd,

reviewed dnd cavality aswessment ie done nebuding the s case wiilh mzy bt seen b the following Yink:

TN ‘n"lchf""»:-'jﬂ'.-.i;:“a-‘(,‘l:‘gmf?sm,i v Deparments-of-l Jealth-ond-TFanuly-Wel fare/immunization/zefi-

due tr CONTD vaocination, a special gronp

Considering e imperenc of analy
i e timely privise 1o Salies/UTs, A total of 498

af experts has been constitoted o rapidly oo

cases wore assessed by e grosp af vrzined eadizal vepatls s

Vaccine Adminbiraiion iar COVID-19) Based on fhis usseshlien ai )
mmembers of the National AEFI Commite {or dixaeTminain DRonE wealth ware providers (for Diagnosing oand
rreaiing Thrombosis and fhrombacylefunie Syndionie CITSyocearing afier admintstration of CQVID-19 vaceing)

FAC (Nanonal Expert Group on

ge devetoped and shared by ihe

and vacemators (16 Snooirags reposting ef swek evEnis ).

3, 11 is also partinent L etion st puidance s pecn developed and advis aries hnve already heen issued
Ts for thmely disgnosis. munagement an{ reparting of ALELeases grcuvring after adminisiration of

1 the Statesil
COVID-19 vaceine & for vccine beneticiaries o Ghouiale panple 10 Feport ueh cvents ter the health system; and
; in the Press Releuse are in she fink buiows

seck medical help (Gopy caclosed). Detatts 94 the ady

hE‘Lp‘.ii;’.f\\'\ﬂv.pih.gax‘.in/l-‘rE'S.ch':i'::echigiilm,_‘.":sp.\'l'PIi1D'== 17162493 = Blecding and ¢loting, €vents fodlowing COVID

caecination runiscule in India - National ALFI {Adverse Event Fallowing brmunizatit: Commitee submils repei
(32 PM by BIB Dells.

13 the Unian Health Ministry™ - Posted On: 177 May 24

o corlain Adverse Bvents fotlowing tmmunization; similar 10 side _
s However, the benefits of vaccinaBons far outweigh e risk of

g, Tt is well koown hat thore

]

2r pharmazeutizal

emoned with vl

H

rare sdverse evemis. The benelits of sacoination By boen Tunher exemplified dining the currant COVID-T9
pandernic.

Y ours farthfudly,

-~
Enclosure: As ahiove. )
{Thangkhotun Had ip)

Under Secretary 1o the Govt. of India
Tel.;011-23063068

Copy to: _ .

aen Officer (PG Cudi) Aigldk W, Ninpan  Bhawin with  icforemee - 10 Revistratton  No.
PMOPGIE2021/6093102 dated 14.02,2021.
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pevisory for vacrine beneficiaries

o e g T S e e S T PR :
Thrombosis srd Thiombsoyiapenia Syndrame ) PR oo g an ey s LRl NS EHE L e -

Reports of rare cases of thrembosis. [plood clotting) associated with thrombocytopenia (fow platelet
coutits)—Thrembasis and Thrombocytopenia Syndrome [T7S) - have been reported elobatly Tollowing
+he use of some COVID 19 vaccinations patticuiarly Astraienedd vaccing [Covishield in Indisl and
johnsat & Johnson's Janssen vaccine. The Warld Health Organization {WH} and drug regulators of
EU, UK and USA.are vestigating these reparts {1, 2. A cpusal relat@bn’&hfp‘ betiweenthese rareevenls
has hntbee‘_n ‘EST'ahlish_e;i at thigtime though it is consitered te be plausible by WHO {3].

A review of reporied 458 serious and severe AEF] cases In India shows only 2 few cases clinically
compatible with the diagnosfs of TTS have been identified. published lterzture shows that

.ﬁlj_-pq_m_b‘ognjthﬁlic;f‘p'héf@'t;'m'e'h;}n_-_i&;at:mos-t 70% Jess in South Fast Asian population compared to thoss
of European descent (4,5, 8. o

Information for vazcing beneficlaries

Avatcine beneficiary vaccinated with any of the COVID-18 vaccines, particularly Covishield and having
anear more of the symptoms menticned below (see BOX) should be susgected 1o have Thrombaosis -
anhd Thrombocytapenia Syndrome {175}, 19

- Symptoms occurring within 20 days after receiving any COVID 19 vaccing

{Recipient should report tp the hezlth facility where yaccine was administered)
e shortriess of breath
4= Chest Pain
| w. . Painin limbs / pain on pressing the limbs af swolling in the limbs.(arm or calf),

. M*‘pltf[pié, pinhead size red spots or brufsing of skin in an area beyond the injection site }
N .-Ré_r,s-’_ksstc_gn_t;abd,n_minal pain with or without womiting o l
&' Seizuresin the'absence of previpus history of seizures with or without vomiting !
. Severe and _psr-éf&;’é_ent.headachm with orwithout vemiting {in the absence of previsus ‘E

history of migraine ar chronic freadache) :
. Weakness/paral\rsis of limtis or any particular side of part of the body {includes cranial L
nerve involvements) _ 1}
. persistent vomiting withaut any phvious reason |
Blurred vision/ painin eyes/Diplopia : 1
= I‘Q%‘eﬁfa!';sta'ids change { encephalopathy/ depressed level of consciousness !
hgy"ﬁth_ér ?;yfn';j'jcam or health condition which is of concern 1o the recipieni or the family \
Contraindications for the administyation of COVISHIELD in the context fTTS
Pa_stfhis’t ory ef major venous and arterial throm bosis aeourring with thrombocyiopenia,
The Ministry of Health snd Family Welfara will continue to monitor the saf ety of all COVID-19 varcines

-and pramote feporting, investigation and monitoring of suspected adverse gvents. Covishield, the

CoviD-19 vaccirie rontinues o have a3 pasitive benefit-risk arofile, with tremendous potential to

" mitigate the severily of infections and reduce deaths due to COVID-13 acress the world and in India.

Guer 15.% crote doses of Covishield vaccine have been administered as of 0&Y May 2021 in India.
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Reterances:

1.

4,

W

ElAA SLETEMENRL: ¢

tee LM, Gallus A, findai R, Wang €, W CC, incidenze of Venous hrompoemboiism in Asisn
Fopuiations: A Systematic Reew, Throme Heemast, 20407 Der18712):2243-2261 dot.
10.1150/'TH17—02~0134_Epub 2017 Dec G. PMAD; 29212112, L '
ht't'pa:;“[gubmed.nch‘:.r‘.imn‘wh.gﬂ-r,&?liliﬁf

White KH, Keenan CR. Effects of race and cthnicity on the incidence of venos thromboembolism.
Thromb Ret. 2009;123 Suppl §:531-7. dai: 10 17165004535 68(DY) 701567, PMID. 19303486,

THEARES

Ritps://pubmed . nebinlim i g
ZAEAL NoA and McCLURE, LA, (7011, Raoal differences n venale throminemboism. Journal of
,f"_f:-f,t!':‘;i.’i5;iEI;I‘EI‘\,-"'Wi1E',’.CD."H,{’dD%;’lfL.Uflﬂ.111 1/j 1538-

LEBY

Thronthi0sis and Heemoitams,
7336.2011.04443 .x
ﬁitps:;’f\aw-:w .-ema.europa.zu,"e Fif S 2SR
rare-cases-unusbal-plood-cois- o hipnd

~p it 18-vR ncin.e-ema—ﬂnds-pa.syhl&liﬁk-ﬁi‘y’-




e v 2 AR L e e+ W, AR

Advisory for healtheare service providers

T T Biagnosing SrdtrEsiE Thrumbosis snd Fhrombaytopenic Syadrome (TT3).occurdng after

aoministration of T Iy SHIELDT

Reports of rare £ases of thrombosis assaciated with tirombocytopenia have been reported glohally
following the useof some COVID 18 vaccinatians particularly AstraZeneca vaccine [Covishleld in india)
and Johnson & Johnson's Japssen vaccine: These cases have heen fopoited to have occurved within

two tothree weeks of wvaccination, mosthy after the first 6ose; younger than 60 years and women were

observed to have a higher risk of the problem. Drug: regulators of EU, UX and USA are investigating
these feports: A-¢ausal relationship bebween these rare events has not haen established at this time'.
WHO has stated? ihat a causal relationshep beiwaen the ChAdOx-15 vacclne {AstraZeneca/Covishield]

| Thrﬂmbf:cvmpenia Syndrome {TTS) {a wery rare syndrame of hinad clotting
hined with Tow plaéé'let' ‘ch’?ﬂ?@ reported about 4 to 20 dzys following vaceination) is considerad
sile aﬁt'ﬁbugh the hiclogical mrechanism for the syndrome igstillbeing inuesti’g.ated .

“India has reviewad 468 sevious and severe adverse events following COVID-18 vaecinations to ideatify

175 - thromboembolic events {such as Cerebral Vienous Sinus Thrombasis, Deep Vein T krombosis and
pulmonary Embolism) in association with thrombé::\;tapen;a. Only a few cases clinically compatible
with the diagnesis of TT5 has heen identified among these 498 cases that were reviewed, f these
cases are considered as suspe cted TTS, the reporting r2te of these events weuld be zround
0.61/miillian doses, which is much fawer thar the 4 cases / million reported by UK's regutator [MHRA)
or the 10'cases / mitlion doses reported by Germany. Based on UK's reporting rate, there should hava
teen 360 cases of TTS 0 India with 9 crore doses administered. Published literature shows. that
l*h-mmbb&mba%ic phenomenaon is almost 0% less in South East Asian population compared te those

" of European ﬂescentﬁ3f"'5 .

.. Awailable AEFI data from India does not suggest amy overallincrease in clutting conditinns such a5 deeg

oy Vwéfgﬁ-ti"‘s_kswd‘é&égl‘éﬁ«mﬁ.ﬁsih?emiink;gg_r;g -3
- - ‘UK MHRA statemient: litipsuffunare o Wk /ge
continue-tgTecelug-the:covid 12y proing ast

VEnaus thrombasis or pu!rﬁﬂn’éw armbalism following administration of COVID-12 vaccines, Reported

rates of thromboembolic events after COVID-19 vaccines are in fine with the expected nurmber of

spenecy-benefite- il

2 Statements fites:f

T WHO-GACYS statement of 21 April: fris
SAGE_recorymendation AZD1ITZ2WEL
3._I.f_.'ea__L_H, Gallug A, Jindal &, Wang T, W ©F. incidence of Vapous Thromboembollem in Asian Populations: A
Systematic Review. Thromb Haemost, 2017 Dec:117(121:2243-7260. dob 10.1160/TH17-02-0134. Epub 2017
Det B. PAMD: 29212114, htips i/ faimag g FH

4 it e RH, ¥eenan CR. Effacts of race and ethnicity on the incidence af venous thromboembolism, Thromb
Fes. 2003;123 Suppl 425117, dok 10.1016/50048- 3R48(R9}70136-7. PRAI: 19303456, '
btﬁps}g {pubsiiad bl nin, goe 18303496/ '

LA

SIAI% AL apd MECLURE, LA, {#0111), Racial differances in wernus thromboembalism. Tournal of Thrombosts

mostasls, 81 187 ?-'1'881-'llt;,i;p;:zt,;fgg?.i,.-fzgmfarz;zf«;‘;@g;ﬁgﬁ:aiiaﬂ-ﬁigii@ﬁ!_;




diapnoses of these conditions. Both conditions occur naluraliy and are notuncomman. They also oceur
in patients with COVID-15 infection.

i
¥ E,
(ks
=

thrambocytopenia syndromie], so that they ¢an premptiy investigate and treat pecole affected in Hine
with available guidelines.

Cizonosis Dl

Investipations for ary suspoilen (Bies ol rhrpmbpsis and thrombooytopema:
+ Blood _
& Platetet count <350% 10%/L confirming Thrombacytopenic
o Coagulation screen-raised D-Dimer values (>5000 meg/L, suspect if the D-dimer level
is 2000-4000 meg/l)
- Preserve scrum sample for Antibadies 10 platelet factor 4 {PF4) which are detected

using ELISAHIT assay.
¢ Radio-imaging studies _
& CT/MRI specifically Tor cerabro-vascular 2inus \hrambacis, haemorriiage; stroke
& ECHO nheart for pulmonary 2mbalism
o Radio-nucieotide studies and 7 chest for gulmonary embolism
USG-dappler for thrombus in the portal, spienic, mesenteric veins
UsG-doppler of the limbs for deen vein Throm bosis {DVT)

=

«  Trrombocytopenia without thrombosis with D-dgimer ngrmal or near normal and nermal

fibrinogen level
«  Thrombosis with normal platelet count and O-dimer <2000 meg/L and normal fibrinogen

figapital® such

et of Yheombs R orngd

e District Hospitab or by _ .

e Administer intravenous immuncglabulin {iv-ig} urgently, I gfkg (divided into two days if
needed) as this is the treatment most Tikely to influence the disaaﬁe process.

CORRECT fitirinogen levels il needud, 10 ensurs level doos not drop below 1.5 gfL, using
fibrinogen concentrati or cryoprecipitate

e ‘When fibrinogen is »1.5 g/L and plateizts »30 x107/L consider starting _anticoagulatiom [

anticoagulation is needed before then, critical iliness dose Argatroban can be considered, -

_ initially without dose escalstion and maintained at low dose, _ _
«  ANTICOAGULATE with ncn-heparin-based therapies such a5 DOACS (Direct-actifg oral anti-
“* ¢aagulants), Argatroban, Fondaparinux o anaparoid depending on the dlinical - pictore.
gleeding and thrombotic risk needs to be carefully balanced and tower doses may be
approprizte while piatelet count e Lt low '
« Stercids and plasma exchange shauld be considered and in particular if there is a delay In
giving 1V-1g. '
o If no overt thrombasis, but throm hocytnpenia with raised D Dimer, thrombo-prophylaxis with
non-heparin-based znticoagulants should be considered — balancing bleeding and thrambaotic
risk. DOAC, fondaparinux or danaparoid can be used, .

*Ambulance services should be made avallable for 'transportation/‘re.ferral of the patient 1o the tertiary -

care haospital.

sianals should be slert to the signs and symptoms of TTS {thromboernbolism and

OO
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AVGIE follgwing Interveniions:

-

Avoid platelet transfusiens, Discuss any required interventions. if heurgsurgery is required,
this should not be delayed, and if the platelet count is <100 x10%1 & platelet transfusicm will

-be-appropriate-afterorwithy V=g e . e

AV all ferms-of hepann m;:h,dmg heparin-hased ﬂuahes. {lt 75 ﬁnkmwn whether heparir
exacerbates the condition but until further data’fs clear, this is best avoidad),
Avold thrambopoietin receptor agonists and Antiplatelet agents.

.m dlscharg ,
' Caﬁtmue anticodguld tign for atleast 3 months. I t i*ra*ﬁbuszﬁ was only arteriel, once the D-

dimaer; plat&}ets and fibrinogen have returned ta normal, the patfent can be swi tcﬁed toan

. antiplatelet agent and continued for three manths.

Monitor the platelet court periodically to observe for passible relapse.

Lcntramdmatmns for t‘}e agministration of COVISHIELL in the context of TI5;

g "jst hjsmry m‘ maior venous and arterial thrombosis otourring with thromboeytopenia.

Re;}aﬂing di suspected TTS cases:

Suspected cases of TT5 securring within 20 days of vaccination should be reparted to the
vaccinator.or the District immunization Officer (D10} irr the Case Reporting Format for
further repanting on Co-WIN app.

Covishield, the COVID-19 vaccine continues to have a positive benefit-risk profile, with tremendous
patential to mitigate the severity of infections and reduce deaths due to COVID-19 across the world
and in India. Over 15.3 crore doses of Covishizid vaceing have been administered as of 08" May 2021
in ]ndl-a-;-Thm anstry of Hezith and Family Welfare will continue to monitor the safety of all COVID-

eferﬁntea
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1418/22, 7:05 PM Grievance Stalus @

Details for registration number : PMOPG/E/2021/0095391

Name Of Complainant © Dr Snehal Dilip Lunawat
Date of Receipt 14/02/2021

Received By Ministry/Department Prime Ministers Office

Grievance Description
Dear sir, my sister Dr Snehal Dilip Lunawat - have taken the vaccination on 28/01/2021 at SMBT College,Nasik and thereafter there
was minor headache and fever on next day but on 4th of February she had again severe headache, vomitting hence after checking in
SMBT college medical departments on 5th Feb, she has been given medicine of mild migraine. She came to Aurangabad on 5th |
night and further for her certificate conference she came to Delhi by flight reached @3.30 pm, on 6th Feh but on the same late night
she had severe headache and unstoppable vomitting and due to weakness, she has to pickup by two/three people and send for
hospitalisation in Gurgaon. | am enclosing the case summary in pdf for your research department.| would suggest that your research
team should study the case and give fruitful outputs There are very few cases which are actually reported in media with regards to
the covishield vaccination. Similar cases has been observed in [ndia too which is purely caused due to covishield vaccination. |
request you to kindly provide us all type of support required. Below are the cases links around india, which are similar to our case.
hitps://www.cnbctv18.com/healthcare/16-deaths-reported-among-vaccine-recipients-govt-says-not-linked-to-vaccine-patient-
groups-demand-more-data-8199491.htm

https://timesofindia.indiatimes.com/city/bengaluru/karataka-asha-worker-dies-12-days-after-vaccination-in-
belagavi/articleshow/80712499.cms

https://www.google.com/amp/s/www.thehindu.com/news/national /telangana/deaths-trigger-aefi-inquiry-job-land-promised-for-
kin-of-ap-health-warker/article33649574.ece/amp/

I hope you will do

the needful for betterment of the scciety at large. If any further information required you can contact me.

we again request you to find out by your research team to stop further deaths due to vaccination. If you have any research done on
thrombosis due to covishield please share with the doctors in paras Hospital, Sector 43, gurgaon where our patient is admitted and
is in critical condition so that it might have the doctors to save her life.

We would suggest that serum institute research team should visit the hospital and do the need for betterment/improvement of our |

patient

Curren”tVStatus 7 . Case closed k
Draterof Actit;n o 09/66/2021- . 7 o 7
Re,ma.rks . e S

As per the comments provided by the concernad department.

Officer Concerns To

“ .Cg;ﬁc-e:Na;nemm - | l;\lilesh Falke ,UNbER SECF%ETlARY
(Z;n;g;an.i-satior;';an;ne ” Prir.ne Munisters Office | | ‘ 7 -
Contact Adci?ess 10 TH I;L(SOR GT HbSPITAL COMPOUND NEW MANTRALA\A MUMBAI "
S n”esh‘fal‘ke'@nicm - . . e e e
_ Contact Nun;lbe; 7 02222617510 | _ _

Reminder({s} / Clarification(s}
" Reminder Date Remarks

10/03/2021 No raply received till date

e it ¥ Cinse

hllps:#pgporial.gov.in/Status/PriniDetail/6 AS 9426 ERERB223F C208 EBBBA516F 2F 7ADDE0C45DEDDADS2065CB4E1CFBDBER3 . i




M Gmail . SAPNA LUNAWAT <sapnalunawat@gmail.com>

Requést for sending AEFI Case Reporting Form and AEFI Case Investigation

Form in case of Dr. Snehal Lunawat's case registered under AEFI
2 messages

SAPNA LUNAWAT <sapnalunawat@gmail.com> Tue, May 25, 2021 at 6:20 PM
To: dhonashik@gmail.com

Respected Sir,

| am Sapna Lunawat, sister of Dr. Snehal Lunawat whose case lnvestlgatmn under AEF| is under process, The AEF]
registration number is INDMANA20214K7EAQ05WZ.

I request you to Kindly share the copies of AEFI Case Investigation Form and AEFI Case Reporting Form of this case
with me. Also, kindly update me the current status of the case.

I request yoﬁ to keep updating me the status of this case stage by stage.
My contact number is 9325620758 or 8370556674 and mail id is saphatunawat@gmail.com.
Thanks and Regards,

Sapna Dilip Lunawat.

SAPNA LUNAWAT <sapnalunawat@gmail.com> ‘ Thu, Jun 10, 2021 at 10:30 AM
_ To: dhonashik@gmail.com

As per the trailing mail, kindly send the AEFI[ Case Reporting Form and AEF! Case Investigation Form.

On Tue, 25 May 2021, 18:20 SAPNA LUNAWAT, <sapnalunawat@gma1l com> wrote:
ReSpected Sir,

i am Sapna Lunawat, sister of Dr. Snehal Lunawat whose case investigation under AEF! is under process. The
AEF] registration number is INDMANA20214K7EASDSWZ,

1 request you to kindly share the copies of AEF| Case Investigation Form and AEFI Case Reporting Form of this
case with me. Also, kindly update me the current status of the case.

I request you to keep updating me the status of this case stage by stage.
My contact number is 9325620758 or 9370566674 and mail id is sapnalunawat@gmail.com.
Thanks and Regards,

Sapna Dilip Lunawat,

https://mail.google.com/mail/uf4/?ik=1629efd90e&view=pt&search=all&permthid=thread-a%3Ar55284747423044157208&dsat=1&simpl=msg-a%3...
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Source:metlaw
$101 Million Award for Encephalopathy from MMR Vaccine

(July 17th, 2018. SARASOTA, FL) mctlaw attorneys negotiated a $101
million settiement for an infant who suffered a severe reaction to the MMR

vaccine.

O.R.* was a one-year-old healthy baby girl who was already walking and
climbing. On February 13, 2013, she received vaccinations for Measles Mumps
Rubella (MMR), Hepatitis A, Haemophilus Influenzae type B (Hip), Prevnar

(pneumonia), and Varicella (chickenpox).

That evening, the mother noticed baby O.R. was irritable and feverish. After a
call to the pediatrician, the doctor advised Mom to give her Tylenol and
Benadryl. The fever continued for several days and on the evening before her

scheduled pediatrician visit, O.R. began having severe seizures.

She was rushed to the emergency room. Baby O.R. went into cardiac and

respiratory arrest and doctors placed her on a ventilator.

The seizures and cardiac arrest left OR. with a severe brain injury,
encephalopathy, cortical vision impairment, truncal hypotonia (low muscle

tone), and kidney failure.

After months of treatment at the hospital, baby OR. finally went home, but her

disabilities require specialized medical care and supervision around the clock

for the rest of her life.

The $101 million-dollar settlement pays for the child’s constant high-level
medical care needed for the rest of her life. The family received a lump sum of
$1 million dollars to cover the immediate costs of medical bills and expenses.

The rest will be paid out through ém annuity over the child’s lifetime.




FILING THE VACCINE INJURY CLAIM IN FEDERAL COURT

Attorney Diana Stadelnikas represented the child and her parents in the National
Vaccine Injury Compeﬁsation Program, Ms. Stadelnikas is an experienced

Vaccine Injury Attorney and also a former Registered Nurse.

She filed a claim with the Vaccine Court on béhalf- of O.R. alleging the MMR

immunization triggered the severe, but rare, reaction.

Stadelnikas filed the case in the U.S. Court of Claims against the Secretary of
the Department of Health and Human Services (HHS). Upon reviewing the
records and evidence, HHS conceded the case and agreed that O.R. was entitled

to compensation for her vaccine-related injuries.
$101 MILLION VACCINE INJURY SETTLEMENT

The family received a lump sum of $1 million dollars to cover the immediate

costs of medical bills and expenses from when the injury first happened.

The rest will be paid out through an annuity over the child’s lifetime. Attorney’s
fees and costs are paid by the Vaccine Injury Compensation Program separately

from the money awarded to the child.



You can read the actual decision on the Court of Federal Claims website: Case
Number 16-119V: MMR Vaccine; Encephalopathy., Thankfully, this family
reached out to our vaccine injury team and we were able to help them, says
attorney Dianai Stadelnikas. Vaccine injury cases are medically and legally
- complex; I cannot stress enough how important it is to work with an attorney
who has experience representing injuréd families in the Vaccine Program to
suceessfully navigate the complexities, urges Stadelnikas. The outcome here
was a rgsult of hard work, devotion, and the collaborative efforts of our

experienced team.

OUR ATTORNEYS HAVE WON MILLIONS OF DOLLARS FOR OUR
VACCINE INJURED CLIENTS.

Click to See More than 600 of Our Client Case Results

The attorneys at Maglio Christopher & Toale, P.A. have extensive experience

representing people in the National Vaccine Injury Compensation Program

(NVICP).

For almost 20 years the lawyers at our firm have helped people in all 50 states
file vaccine injury claims. We have offices located in Washington, DC,
Sarasota, FL and Seattle, WA. Our DC office is located two blocks from the

Vaccine Court.

Vaccine injuries are not personal injury cases, they are a unique part of the
Federal Court system. There are a small number of attorneys across the US who
regularly practice in this court. MCT Law represents our clients in vaccine

injury cases at no cost to them.

The NVICP pays attorney’s fees separately from the victim’s claim. This way,
the victim keeps 100% of their award and never shares any part of it with their

attorney. You can review a list of over 500 of our case results here:




https://Www.mctlaw.com/vacciine-iniurv/cases/

In 1986 the féderal government set up the National Vaccine Injury
Cémpensation Program. This way, the government may compensate the small
percentage of people who experience rare and severe vaccine reactions. As of
June 2018, the program trust contains over $3.75 billion dollars to compensate

patients who experience adverse vaccine reactions.



EXHIBIT H_*  (od) -
Z-16025/05/2012 Imm p/f
Government of India
Ministry of Health & Family Welfare -
Immunization Division
Nirman Bhawan, New Delhi
Datfe: 07%* December 2021

Causality assessment resulis of 178 reported Serious HAdverse Events Following
Immunization (AEFI) cases following COVID-19 vaccination approved by National AEFI
Comumittee on 227 November 2021. '

The Immunization Division, MoHFW has taken several steps to strengthen the national
AFEFI surveiliance system for COVID-18 vaccinations. Considering the importance and critical
nature of the task, steps were taken to include medical specialists, cardiologists, neurclogists,
pulmonary medicine specialists, obstetrician-gynecologist as members of the causalily
assessment sub-committee at the national level. A Special Group has been framed to conduct
causality assessment of AEFIs following COVID-19 vaccination. The results of causality
assessment done by this Special Group is discussed in the national AEFI committee meeting
for final approval. :

The results of the causality assessment for 178 cases completed on 227 November 2021
after thorough review, deliberation and approval by the National AEFI Committee is given in
the annexure {anonymized line list of the causality assessment done by the National AEFI
Committee).

67 out of 178 cases for which Causality assessment has been done were found to have
consistent causal association to vaccination. Of these 67 cases, B2 cases were vaccine
product related reaction including 04 deaths and 15 cases were immunization anxiety related
reaction. 77 cases have inconsistent causal association fo vaccination (coincidental - not
linked to vaccination), including 33 death cases. 30 cases were in indeterminate category
including 03 death cases. There were 04 cases in unclassifiable category, including 03 death
cases.

Vaccine product related reactions are expected reactions that can be atiributed to
vaccination based on current scientific evidence. Examples of such reactions are allergic
reactions and anaphylaxis, etc.

Indeterminate reactions are reactions which have occurred soon after vaccination but
there is no definitive evidence in current literature or clinical trial data that this event could
have been caused due to the vaccine. Further observations, analysis and studies are required.

Unclassifiable events are events which have been investigated but there is not enough
evidence for assigning a diagnosis due to missing crucial information. When this relevant

information becomes available, the case may be reconsidered for causality assessment.

Coincidental events are events that are reported following immunization but for which a
clear cauze other than vaccination is found on investigation.

Overall, the benefits of vaccination are overwhelmingly greater than the small risk of
harm. However, as a measure of utmost precaution, all emerging signals of harm are being

constantly tracked and reviewed periodically.
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By Speed Post
\ No. Z.33013/263/2021-CVAC

Government of India
Ministry of Health & Family Welfare
(COVID-19 Vaccine Administration Cell)
Room No 311, D Wing,
Nirman Bhawan, New Delhi-110 108
Dated: 17" December, 2021

Sub: First Appeal bearing Registration No. MOHFW/A/E/21/00872 dated 22.11.2021 filed
by Mr. Pavan Omtri, Plot 405 A, Road 22A, Jubilee Hills, Hyderabad, Telangana- 500033,
reccived online through RTI portal on 22.11.2021 under RTI Act, 2005-reg,

1. Background and Grounds of the Appeal

19.10.2021: RTI application bearing Registration No.MOHFW/R/E/21/06320 dated 19.10.2021
filed online by Mr. Pavan Omtri, Plot 405 A, Road 22A, Jubilee Hills, Hyderabad, Telangana-
500033, under RTI Act, 2005 was received in the COVID-19 Vaccine Administration Cell
(CVAC) on 19.10.202].

29.10.2021: US & CPIO (CVAC) transferred the aforesaid RTI application dated 19.10.2021 to
US & CPIO (Immunization), being link officer to US & CPIQ (CVAC), as the officer was in an
official training programme during that period.

22.11.2021: As no information in respect of the RTI application dated 19.10.2021 were shared
by the CPIO within the stipulated time period, the applicant has filed an online appeal bearing
Registration No. MOHFW/A/E/21/00872 dated 22.11.2021 and the same was received in the
CVACon22.11.2021.

2. The Appeal has been filed by Mr. Pavan Omtri, on the grounds that ‘No Response Within
the Time Limit’ from the CPIO in respect of information sought vide RTI application dated
19.10.2021 received in the Division on 19.10.2021 under the RTI Act 2005.

Deliberation and Order:

-

3. The online RTI Application dated 19.10.2021 received in this Division on 19, 10.202] and
Appeal dated 22.11.2021 received in this Division on 22.11.2021 have been perused. Ongoing
through the application, prima facie it appears that the applicant requires information on the
following: '

Detailed analysis and reports of the AEFI investigations done by the central authority
on the death of an 18-year-old girl from Hyderabad, Telangana, Ms. Rithaika Sri
Omiri, a post vaccination event case Vaccine: Covidshield Date of Vaccination: May
29th, 2021

We are requesting information on these Jollowing specific items pertaining to above
case:

1. Investigation reports of the above case given by Government Officials.
2. Basis for conclusions in the above case.

3. Date-wise procedure carried out by ta perform investigation of above case.




lI : .

5 4 Whether the conclusion on the above case hay been made, If so, please provide
i copy of those documents,

3

5° As per the information available with the COVID-19 Vaceine Administration Cell
AVAQ). following is informed:

# As per the COVID 19 operational guideline, the Case Reporting Form (CRF) and the Case
Investigntion Form (CIF) along with the relevant case records (hospital records or post marien
report or verbal aulopsy report in case of death cascs) for all suspected serious/severe AEF] cases
are to be filled/collected and submitted by the District Immunization Officer to the District AEF]
committee. These are also uploaded on the CoWIN portal. Since the investigation is the function

of the DIO and district AEF! committee, these documents may be sought {rom the concerned
district authorities.

The reporting and investigation formats were received on 22™ Tune, 2021, Supporting case
investigation reports such as PM/verbal autopsy, CT Scan & MR! report were received on 4"
October, 2021 and hospital records were received on 22™ October, 2021 through CoWIN. These
records were initially screened on 8" October, 2021 and are the causality asscssment was
approved on 22™ November, 2021 by the Member Expert of the National AEFI Committee.

The causality of the case has been approved with a diagnosis of THROMBOSIS with
THROMBOCYTOPENIA SYNDROME and has been classified as Al-VACCINE PRODUCT
RELATED REACTION. The result of the case can be accessed by using the link -
'l_mps:flmain.mohl‘w.smv.inl(.')rganisalionchpartmcnls-ol'—l'[callh-nnd-["zunily‘-WeH'z‘rrc./
immunizationfae i -reports '

5. With regard to the concerns of the applicant that no response was received from CPIO
within the stipulaled time period. In this context, US & CPIO (CVAC) is suggested that sucl
type of delay to be avoided in future: US & CPIO (CVAC) to ensure that information with regard
to any RTI application is disposed of within the stipulated time period.

6. . The appeal stands disposed of in above terms.

i In case the appellant intends to prefer an appeal under section 19(3) of the RT! Act, 20035,
you may approach the Central Information Commission {CIC), Baba Gangnath Marg, Munirk;

New Dethi-1 10067 within 90 days from the date of receipt of this decision. /

.- \7’\")‘“
achin Kumar)
First Appeliate Authority (CVAC)

To
Mr. Pavan Omtri,
Plot 405 A Roud 22A Jubilee Hills Hyderabad,
Telangana 500033
Copy to:

1. US & CPIO (CVAC), MOHFW, New Delhi
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FOR IMMEDIATE RELEASE Manday, July 2, 2012

GlaxoSmithKline to Plead Guilty and Pay $3 Billion to Resolve Fraud Allegations
and Failure to Report Safety Data

Largest Health Care Fraud Settlement in U.S. History

Global health care giant GlaxoSmithKline LLC (GSK) agreed fo plead guilty and to pay $3 billion to resolve its
eriminal and civil liability arising from the company’s unlawful promotion of certain prescription drugs, its failure to
report certain safety data, and its civil liability for alleged false price reperting practices, the Justice Depariment
announced today. The resolution is the largast health care fraud setflement in U.S. history and the largest payment
ever by a drug company.

GSK agreed to piead guilty to a three-count criminal information, including two counts of infroducing misbranded
drugs, Paxil and Wellbuirin, into interstate commerce and one count of failing to report safety data about the drug
Avandia %o the Food and Drug Administration (FDA). Under the terms of the plea agreement, GSK will pay a total of
$1 billion, including a criminal fine of $956,814,400 and forfeiture in the amount of $43,185,600, The criminal plea
agreement also includes cerfain non-monetary compliance commitments and certifications by GSK's U.S. president

and board of directors. GSK’s guilty plea and sentence is not final until accepted by the U.S. District Court.

GSK will also pay $2 billion to resclve its civil labilitles with the federal government under the False Claims Act, as
well as the states. The civil settlement resolves claims relating to Paxil, Wellbutrin and Avandia, as well as
-additional drugs, and also resolves pricing fraud allegations.

“Today’s mulfi-billion dollar settlement is unprecedented in both size and scope. It underscores the Administration’s
firm commitment to protecting the American people and holding accountable those who commit health care fraud,”
said James M. Cole, Deputy Aftorney Genaral. “At every level, we are determined to stop practices that jeopardize
patients’ health, harm taxpayers, and violate the public trust — and this historic action is a clear warning to any
company that chooses ta break the law.”

Today's historic settlament is a major milestone in our efforts to stamp out health care fraud,” said Bll Corr, Deputy
Secretary of the Department of Health and Human Services (HHS). “For & long time, our health care system had
been a target for cheaters who thought they could make an easy profit at the expense of public safety, taxpayers,
and the millions of Americans who depend on programs like Medicare and Medicaid. But thanks to strong
enforcement actions like those we have announced today, that equation is rapidly changing.”

hitps:/Awww.justice. goviopa/priglaxesmithkline-plead-guilty-and-pay-3-biflion-resolve-fraud-allegations-and-failure-repor| @ y 6
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This rasolution marks the culmination of an extensive investigation by special agents from HHS-OIG, FDA and FBI,
* along with [aw enforcement partners across the federal government. Moving forward, GSK will be subject to
stringent requirements under its corporate integrity agreement with HHS-0IG; this agreement is designed fo
increase accountability and transparency and gravent future fraud and abuse. Effective law enrforcement
partnerships and fraud prevention are halimarks of the Health Care Fraud Prevention and Enforeement Action
- Team (HEAT) initiative, which fosters government collaboration te fight fraud.

Criminal Plea Agreament

Under the provisions of the Food, Drug and Cosmetic Act, a company in its application to the FDA must specify
each intended use of a drug. After the FDA approves the product as safe and effective for a specified use, a
company’s promotional activities must be limited to the intended uses that FDA approved. In fact, promotion by the
manufacturer for other uses — known as “off-label uses” — renders the product “misbranded.”

Paxil: In the criminal information, the government alleges that, from April 1998 to August 2003, GSK unlawfully
promoted Paxil for treating depression in patienis under age 18, even though fhe FDA has naver approved it for
pediatric use. The United States alleges that, among other things, GSK participated in preparing, publishing and
distributing a misleading medical journal article that misreported that a clinical trial of Paxil demonstrated efficacy in
the treatment of depression in patients under age 18, when the study failed to demenstrate efficacy. At the same

- time, the United States alleges, GSK did not make available data from two other studies in which Paxil also failed to
demonstrate efficacy in treating depression in patients under 18. The United States further alleges that GSK
sponsored dinner programs, tunch programs, spa pragrams and similar activities to promote the use of Paxil in
children and adolescents. GSK paid a speaker to talk to an audience of doctors and paid for the meal or spa
treatment for the doctors who attended. Since 2004, Paxil, like other antidepressants, included on its [abal a "black
box warning” stating that antidepressants may increase the risk of suicidal thinking and behavior in short-term
studies in patients under age 18. GSK agread to plead guilty to misbranding Paxil in that its labeling was false and
misleading regarding the use of Paxil for patients under 18.

Wellbutrin: The United States also alleges that, from January 1999 to December 2003, GSK promoted Wellbutrin,
approved at that time only for Major Depressive Disorder, for weight loss, the treatment of sexuat dysfunction,
substance addictions and Attention Deficit Hyperactivity Disorder, among other off-label uses. The United States
contends that GSK paid millions of doltars to doctors to speak at and attend mestings, sometimes at lavish resorts,
at which the offlabel-uses-of Wellbutrin were routinely promoted and also used sales representatives, sham
advisory boards, and supposedly independent Continuing Medical Education (CME) programs to promote Wilbutrin
for thase unapproved uses. 33K has agresd to plead guilty to misbranding Wellbutrin in that its labeling did not
bear adequate directions for these offlabel uses. For the Paxil and Wellbutrin misbranding offenses, GSK has
agreed to pay a criminal fine and forfeiture of $747,387,200.

Avandia: The United States alléges that, between 2001 and 2007, GSK failed to include certain safety data about
Avandia, a diabetes drug, in reports to the FDA that are meant to allow the FDA to determine if a drug continues to
be safe for its appraved indications and to spot drug safety trends. The missing information included data regarding
cerfain post-marketing studies, as well as data regarding two studies undertaken in response to European
regulators’ concerns about the cardiovascular safety of Avandia. Since 2007, the FDA has added two black box
warnings to the Avandia label to alert physicians about tha potential increased risk of (1) congestive heart failure,
and (2) myocardial infarction (heart attack). GSK has agreed to plead guilty to failing to report data to the FDA and
has agreed to pay a cnmmal fine in the amount of $242,612,800 for its unlawful conduct concerning Avandia.

“This case demonstrates our continuing commitment to ensuring that the messages provided by drug
manufacturers to physicians and patients are true and accurate and that.decisions as to what drugs are prescribed

hlips:!!www.justice.gnw’opa!prfglaxosmithkl'me-plead-guilty-and-pay-a-billion-resolve-fraud-allegalions-and-f ailure-report 216
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to sick patients are based on best medical judgments, not false and misleading claims or improper financial
inducements,” said Carmen Ortiz, U.S. Attorney for the District of Massachusetts.

“Patients rely on their physicians to prescribe the drugs they need,” said John Walsh, U.S. Attorney for

Colorado. "The pharmaceutical industries’ drive for profits can distort the information provided to physicians

concerning drugs. This case will help to ensure that your physician will make prescribing decisions based on good !
science and not on misinformation, money or favors provided by the pharmaceutical industry.”

Civil Settlement Agreement

As part of this global resolution, GSK has agreed to resolve its civil liability for the following alleged conduct: (1)
pramating the drugs Paxil, Wallbutrin, Advair, Lamictal and Zofran for offlabel, non-covered uses and paying

kickbacks to physicians to prescribe those drugs as well as the drugs Imitrex, Lotronex, Flovent and Valtrex; (2} :
making false and misleading statements concerning the safety of Avandia; and (3) reporting false best prices and b

underpaying rebates owed under the Medicaid Drug Rebate Program.

Off-Label Promotion and Kickbacks: The civil settlement resolves claims set forth in a complaint filed by the
United States alleging that, in addition to promoting the drugs Paxil and Wellbutrin for unapproved, non-cavered
uses, GSK also prormioted its asthma drug, Advair, for first-line therapy for mild asthma patients even though it was
not appravedor medically appropriate under these circumstances. GSK also promoted Advair for chronic obstructive
pulmonary disease with misleading claims as to the relevant treatment guidelines. The civil settlement also resolves
allegations that GSK promoted Lamictal, an anti-epileptic medication, for of-label, non-covered psychiatric uses,
neuropathic pain and pain management. It further resolves allegations that GSK promoted certain forms of Zofran,
approved only for post-operative nausea, for the treatment of morning sickness in pregnant women. It also includes
allegations that GSK paid kickbacks to health care professionals to induce them to proemote and prescribe these
drugs as well as the drugs Imitrex, Lotronex, Flovent and Valtrex. The United States alleges that this conduct
caused false claims to be submiiied io federal heaith care programs.

GSK has agreed to pay $1,043 billion relating to false claims arising from this alleged conduct. The federal share of
this settlement is $832 million and the state share is $210 million.

This off-label civil settlement resolves four lawsuits pending in federal court in the District of Massachusetts under
the qui tam, or whistleblower, provisions of the False Claims Act, which allow private citizens to bring civil actions on
behalf of the United States and share in any recovery.

Avandia: In its civil settlement agreement, the United States alleges that GSK promoted Avandia to physicians and
other health care providers with false and misleading representations about Avandia's safety profile, causing false
claims to be submitted to federal health care programs. Specifically, the United States alleges that GSK stated that
Avandia had a positive cholesierol profile despite having no wellcontrolled studies to support that message, The
United Stales also alleges that the company sponsored programs suggesting cardiovascular benefits from Avandia
therapy despite warnings on the FDA-approved label regarding cardiovascular risks. GSK has agreed to pay $657
million relating to false claims arising from misrepresentations about Avandia. The federal share of this settlement is
$508 millicn and the state share is $149 million.

Price Reporting: GSK is alsa resclving allegations that, between 1994 and 2003, GSK and its corporate
predecessors reported false drug prices, which resulted in GSK's underpaying rebates owed under theMedicaid

htips:.’huww.juslice.govfopa.'prigIaxosrnithkline—pIead-guilty—and-pay-a—billi on-resalve-fraud-aliegations-and-failure-report 38
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Drug Rebate Program. By law, GSK was required to report the lowest, or “hest’ price that it charged its customers
and to pay quarierly rebates fo the states based on those reported prices. When drugs are sold to purchasers in
contingent arrangements known as "sundles,” the discounts cffered for the bundled drugs must be reallocated
across all products in the bundle proporfionate to the dollar value of the units sold. The United States alleges that
GSK had bundled sales arrangements that included steep discounts known as "nominal” pricing and yet failed to
take such confingent arrangements infe account when calculating and reporting its best prices to the Department of
Health and Human Services. Had it done so, the effective prices on certain drugs would have been different, and, in
some instances, triggered & new, lower best price than what GSK reparted. As a result, GSK underpaid rebates due
to Medicaid and overcharged certain Public Health Service entities for its drugs, the United States contends, GSK
has agreed to pay $300 million ta resolve these allegations, inciuding $160,972,089 to the federal government,
$118,792,931 to thestates, and $20,235,000 to certain Public Health Service entities wha paid inflated prices for the
drugs at issue. '

Except to the extent that GSK has agreed to plead guilty to the three-count criminal information, the claims settled
by these agreements are allegations only, and there has been no determination of liability. T

k)

“This landmark settlement demonstrates the Department’s commitment te protecting the American public against
illegal conduct and fraud by pharmaceutical companias,” said Stuart F. Delery, Acting Assistant Attorney General for
the Justice Department’s Civil Division. “Doctors need truthful, fair, balanced information when deciding whether the
benefits of a drug outweigh its safety risks. By the same token, the FDA needs all necessary safety-related
information to identify safety trends and to determine whether a drug is safe and effective, Unlawful promation of
drugs for unappreved uses and failing to report adverse drug experiences o the FDA can tip the balance of those
important decisions, and the Justice Department will not tolerate attermpts by those who seek to corrupt our health
care system in this way.”

Non-monetary Provisions and Corparate Integrity Agreement

In addition to the criminal and civil resolutions, GSK has executed a five-year Corporate Integrity Agreement (CIA)
with the Department of Health and Human Services, Office of Inspector General {HHS-OIG). The plea agreement
and CIA include novel provisions that require that GSK implement and/ar maintain major changes to the way it does
business, including changing the way its sales force is éompensated to remove compensation based on sales goals
for territories, ane of the driving forces behind much of the conduct at issue in this matter, Under the CIA, GSKis
required to change its-executive- compensation program fo permit the company to recoup annual bonuses and long-
term incentives from covered executives if they, or their subordinates, engage In significant misconduct. GSK may
recoup manies from executives whe are current employees and those whe have left the company. Among other
things, the ClA also requires GSK ta implement and maintain transparency in its research practices and publication
policies and to follow specified policies in its contracts with various health care payors.

“QOur five-year inlegrity agreement with GlaxeSmithKline requires individual accountability of its board and
executives,” said Daniel R. Levinson, Inspector General of tha U.S. Department of Health and Human

Senvices, "For example, company executives may have to forfeit annual bonuses if they or their subordinates
engage in significant misconduct, and sales agents are now being paid based on quality of service rather than sales
targets.”

“The EDA Office of Criminal Investigations will aggressively pursue pharmaceutical companies that choose to put
profits bafore the public's health,” said Deborah M. Autor, Esg., Deputy Comrmissioner for Global Regulatory
Operations and Policy, U.S. Food and Drug Administration. “We will continue to work with the Justice Department
and our law enforcement counterparts to target companies that disregard the protections of the drug approval
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process by promoting drugs for uses when they have not been proven to be safe and effective for those uses, and
that fail to report required drug safety information to the FDA."

“The record settlement obtalned by the multi-agency investigative team shows not only the importance of working
with our partnars, but also the importance of the public providing their knowiedge of suspect schemes fo the
government,” said Kevin Perkins, Acting Executive Assistant Director of the FBI's Criminal, Cyber, Response and
Services Branch. “Together, we will continue to bring to Justice those engaged in iliegal schemes that threaten the
safety of prescription drugs and other critical elements of our nation’s healthcare system.”

" Federal employees deserve health care providers and suppliers, including drug manufacturers, that meet the
highest standards of ethical and professional behavior,” said Patrick E. McFarland, Inspector General of the U.S,
Office of Personnel Management. "Today's settlement reminds the pharmaceutical industry that they must observe
those standards and reflects the commitment of Federal law enforcement organizations te pursue improper and
illegal conduct that places health care consumers af risk.”

“Today's announcemert illustrates the efforts of VA OIG and its law enforcement partners in ensuring the integrity of
the medical care provided our natian's veterans by the Department of Veterans Affairs,” said George J. Opfer,
Inspector General of the Department of Veterans Affairs. “The monetary recoveries realized by VA in this seftlement
will directly benefit VA healthcare programs that provide for veterans’ continued care.”

“This settlement sends a clear message that taking advantage of federal health care programs has substantial
consequences for those who try,” said Rafael A. Medina, Special Agent in Charge of the Northeast Area Office of
Inspector General for the U.S. Postal Service. "The U.S. Postal Service pays more than one billion dollars a year in
workers' compensation benefits and our office is committed to pursuing those individuals or entities whose £
fraudulent acts confinue to unfairty add to that cost.”

A Multilateral Effort

The criminal case is being prosecuted by the U.S. Attorney's Office for the District of Massachusetts and the Civil
Division's Consumer Protection Branch. The civil settlement was reached by the U.S. Attorney's Office for the
District of Massachusetts, the U.S, Attorney’s Office far the District of Coldrade and the Civil Division’s Commercial
Litigation Branch. Assistance was provided by the HHS Office of Counsel to the Inspector General, Office of the
General Counsel-CMS Division and FDA’s Office of Chief Counsel as well as the National Association of Medicaid
Fraud Contro! Units.

This matter was investigated by agents from the HHS-0IG; the FDA's Office of Criminal Investigations; the Defense
Criminal Investigative Service of the Department of Defense; the Office of the Inspector General for the Office of
Perscnnel Management; the Department of Veterans Affairs; the Department of Labor; TRICARE Program Integrity;
the Office of Inspector General for the U.S. Postal Service and the FBI.

This resolution is part of the government's emphasis on combating health care fraud and ancther step for the
Health Care Fraud Prevention and Enforcement Action Team (HEAT) initiative, which was announced in May 2009
by Attorney General Eric Holder and Kathleen Sebelius, Secretary of HHS. The parinership between the two
departments has focused efforts to reduce and prevent Medicare and Medicaid financial fraud through enhanced
cooperation. Over the last three years, the department has recovered a total of more than $10,2 billion in '
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* settflernents, judgments, fines, restitution, and forfeiture in health care fraud matters pursued under the False
Claims Act and the Food, Drug and Cosmetic Act.

Court documents related to today’s seftlement can be viewed online ai www justice.goviopa/gsk-docs.html .
Related Materials:

Remarks by the Deputy Attorney General James M. Cole at the GSK Press Conference
Remarks by Acting Assistant Attorney General for the Civil Division Stuart F. Delery at the GSK Press Conference
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IN THE HIGH COURT OF JUDICATURE AT BOMBAY
CIVIL APPELLATE JURISDICTION
WRIT PETITION (C) NO. _ 12022

DISTRICT:- AURANGABAD

In the matter of admission by the
Government’s AEFI thmittee
that the death of Petitioner’s
daughter Dr. Snehal Lunawat due

to side effects of vaccines;
And

~In the matter of giving directions
from proper prosecutions to

prevent further loss of lives;
And

In the matter of directions for
granting compensation to the

petitioner and his family.

Shri. Dilip Lunawat

Pe_titioner




1. Serum Institute of India Pvt. Ltd.
Mr. Adar C. Poonawalla (CEQO)
212/2, Soli Poonawalla Rd, JJC Colony,
Suryalok Nagari, Hadapsar,
Pune, Maharashtra 411 028.

2. Bill Gates
Partner of Serum Institute,
For manufacturing Covishield,
Having address at:
212/2, Soli Poonawalla Rd, JIC Colony,
Suryalok Nagari, Hadapsar,
Pune, Maharashtra 411 028.

B I N N

3. Union of India
Through Chief Secretary
To the Government of India

New Delhi 1100 01.

R T . T

4. State of Maharashtra )
Through Chief Secretary, )
Maharashtra State, )
Mantralaya, Mumbai — 400 023, )

5. Ministry of Health & Family Welfare
Government of India '

Room No. 348; ‘A’ Wing,

Nirman Bhavan,

New Delhi-110 011.

S’ vt N N g




6. Drug Controller General of India )
FDA Bhawan, Kotla Road, )
New Delhi 110 002. )

7. Dr. V.G. Somani )
Drug Controller General of India )
DA Bhawan, Kotla Road, )
New Delhi 110 002. )

8. Dr. Randeep Guleria
Director, AIIMS, New Delhi.
Director, AIIMS, New Delhi.
All India Institute of Medical Sciences
Ansari Nagar, New Delhi — 110 029.

R S

..... Respondents

To,

The Registrar Civil Side,
High Court,

Mumbai.

Sir,
I, Shri. Dilip Lunawat the Petitioner above named, do hereby appoint jointly
and severally Adv. Abhishek Mishra & Adv. Deepika G. Jaiswal, Advocate,

Bombay High Court, to act, appear and plead for me in the above matter.




IN WITNESS WHEREQF, we have hereunto set and subscribed our
e
respective hands to this writing on this A9 January, 2022.

Accepted:

oS

Adv. Abhishek Mishra (I-23675) Petitioner

Shri. Dilip Lunawat

Advocate for Petitioner
Office No. 2 & 3, Kothari House,
5/7 Oak Lane, A R Allana Marg,

Near Burma Burma Restaurant,
Fort, Mumbai - 400 023.
adv.abhishekmishral @ gmail.com

Mob No.:- 9082530797.
MAn|6980/2018

Adv. Deepika-. Jaiswal (I-30967)

Advocate for Petitioner

Office No. 2 & 3, Kothari House,
5/7 Oak Lane, A. R Allana Marg,
Near Burma Burma Restaurant,

Fort, Mumbai - 400 023.
adv.deepikajaiswal2201 @gmail.com

Mob No.:- 8286370230,
MAK|830] 2020




IN THE HIGH COURT OF JUDICATURE

AT BOMBAY
'CIVIL APPELLATE JURISDICTION
WRIT PETITION (C) NO. /2022

Shri. Dilip Lunawat
....Petitioner

Versus

State bf Maharashtra & Ors.

....Respondents

VAKALATNAM

Date:?%ay of January, 2022

Adv. Abhishek Mishra (1-23675
Adv. Deepika G. Jaiswal (I-30967)

Advocate for Petitioner

Office No. 2 & 3, Kothari House,
5/7 Qak Lane, A R Allana Marg,
Near Burma Burma Restaurant,
Fort, Mumbai - 400 023.
adv.abhishekmishral @gmail.com
Mob No.: 9082530797.



IN THE HIGH COURT OF JUDICATURE

AT BOMBAY
CIVIL APPELLATE JURISDICTION
WRIT PETITION (C) NO. . /2022

Shri. Dilip Lunawat
«+..Petitioner

Versus

State of Maharashtra & Ors.

....Respondents

WRIT PETITION

LN
Date: 25Day of January, 2022

Adv. Abhishek Mishra (1-23675)
" Adv. Deepika G. Jaiswal (1-30967)

Advocate for Petitioner

Office No. 2 & 3, Kothari House,
5/7 Oak Lane, A R Allana Marg,
Near Burma Burma Restaurant,
Fort, Mumbai - 400 023.
adv.abhishekmishral @gmail.com
Mob No.: 9082530797.



