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IN THE HIGH COURT OF JUDICATURE AT BOMBAY
CRIMINAL APPELLATE JURISDICTION

CRIMINAL WRIT PETITION NO. OF 2021

Smt. Kiran Yadav ....Petitioner
. Vs. K
The State of Maharashtra & Ors, ....Respondents
SYNOPSIS
| SR.NO. | DATES PARTICULERS

- 1..129.09.2021 . | The Petitioner’s son was compelled to take vaccine as
i L State of Maharashtra uniawfu'ily ‘and -ille_gal'__ly_'
restricted non-vaccinated people from t_raveling -by'
| train. Also they run false narratives that the.x./a.cc.iz.zé.s_
are 110% safe.

2, |29.09.2021 | The Petitioner’s son died due to side effects of Covi-

shield vaccine.

3. 30.09.2021 | The Petitioners son’s death Punchnama report

prepared by the Virar Police Station.

4, - As per law laid down by the Hon’ble Supreme Court
and Hon’ble High Court and more particularly in the

case of Registrar General Vs, State of Meghalava

2021 SCC Online Megh 130, if the person is




vaccinated under deception or by force then, it is a

civil and criminal wrong.

S. 07.10.2021 | The Petitioner gave an application for registration of

F.I.R. to Police Commissioner of Mira-Bhayander.

6. 25.10.2021 | The Petitioner gave a complaint to Respondent No. 2

and other higher authorities on Affidavit.

Hence this Petition.

POINTS TO BE URGED

As set out in the Petition.

Acts to be referred to:

Constitution of India.

Criminal Procedure Code, 1973.

Indian Penal Code.

Disaster Management Act, 2005.

Others, if any, with the leave of this Hon’ble Court.

A N

_ Authorities to be relied upon at the time of arguments.

v

Advocate for the Petitioner




- INTHE HIGH COURT OF JUDICATURE AT BOMBAY R

L CRIMINAL APPELLATE J{IRISDICTION

WRIT PETITION NO

Smt. Kiran Yadav

Versus
1. The State of Maharashtra

Through Chief Secretary
The Government of Maharashtra
Mantralaya, Mumbai - 400 023.

2. Director-General of Police .
Maharashtra State Police Headquarters,
Old Council Hall, Shaeed Bhagat Singh

N R

DIST THANE
...Petitioner
)
)
)
)
)
)

___OF 2021




Marg, Mumbai - 400 001. )

3. Commissioner of Police

Shanti Gardens Rd, Panchmukhi Marg
Sector 5, Srishti Complex, Mira Road
Bldg No. 9, Ramnagar Development
Corporation, near MBMC Office, Gaurav
Galaxy, Mira Road, Mira Bhayandar,
Maharashtra 401 107.

' e e e’ e’ e’ e’

4. Central Bureau of Investigation

6" Floor, Lodhi Road, Plot No. 5-B,
Jawaharlal Nehru Stadium Marg,

CGO Complex, New Delhi, Delhi 110 003.

R . ™

S. Principal Secretary,

Ministry of Health & Family Welfare
Room No. 346; 'A’ Wing, Nirman Bhavan,
New Delhi - 110 011.

R "

...Respondents

TO,

THE HON'BLE THE CHIEF JUSTICE AND

 OTHER HON'BLE PUISNE JUDGES OF
THIS HON'BLE COURT

THE HUMBLE PETITION OF THE
PETITIONER ABOVENAMED.




MOST RESPECTFULLY SHEWETH:

That, the Petitioner is a citizen of India and residing at above

mentioned address.

1. That, the petitioner is lone mother of deceased Shri Hitesh
- Kadve, Age-23 Yrs, who lost his life due to act of Wi_lful
commission and omission attributable to somé public servants
who are misusing their position to bring policies to help the

pharma mafia and thereby responsible mass murders.

__2_.. The pentloner s son was died due to side - effects of

o vaccines which was unwillingly taken by him due to condmon put_ :

| by the ofﬁcxais of State of Maharashtra that only Vaccmated’f o

G peop}e can trave] through the local train or enter mall and also ‘the

.direction that the office staff of all prxvate establishment .sh_o_uld_ :

get vaccinated. .

3. That, the abovesaid restrictions are against the Central
Government’s policy that, there cannot be any discrimination

between vaccinated and unvaccinated people.

The Central Government’s reply dated 09.03.2021 to an

application under RTI is as under;

“RITT reply by Government of Indta s Health_
Ministry_on_09.03.2021 to Sl_m Anumg_
Sinha | |
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FTY: BN dFdiT G G 8

7H ? : w1 1T 787 @ gy R everd}
gRey dg v &t araifl awvert gl
g ?

GV . $deT & el a1 T 81 5
ot Teeprd} glagr FFIRea F1H% sfE G
JFHT BT H1E T TH 61

7y 3 . g7 daaflT 78 @7 gv Heél T8

TR . 3EeT # g} & FRTeN 81 1]
off TeBRl Glaer TrTeEa] F1wY sana &
Jaf17 BT DI T T 6/

gy ¥ e PITIAS, IPS TR 7 Glered
FHIRT TR B quPl § F1 dwdiT &
787 &l ¢ #v 27 al TR Fr v awd
T B ST THT 6

FTv - SdeT T ol aid e 8

ot TeBRT giaer Friear e s @

N L S AR Y R R

gy & T T T8 @7 W
wpal side Ryl v
& fore o7 dafier 787 a2 |

Ralesc tis




v . ¥deT J sl s1d R 81
off geErd] glaen arRear FleY sanid O
FFR T BT Bl T TG 61
gy § . g7 dFT T67 @7 gv Fied &
TR - e 7 forel a8 e 81 foreh
. ﬂﬁ‘ 37?397?? i3y TINBa] AEY §le
. .Wwaﬁmv@?% ‘

. A copy of sa1d reply is annexed herew1th at “Exhlbzt A”.

S 4 T he abovesaid pohcy dec1310n of Central Govemment was
_ also COHSldered by Hon’bie ngh Court in Re Dinthar Incident
Vs, State of Mizoram 2021 SCC OnLine Gau 1313 & Madan
Mili Vs. UOT 2021 SCC OnLine Gau 1503.

In the sald _;udgment Hon’ble Dlvzsmn Bench quashed the SOP,
01rculars 1ssued by the state to restrict the entry to vaccinated

people at some places.

5. That in the affidavit dated 08.10.2021 filed by Shri.
Satyendra Singh, Under Secretary of Health Ministry of India, the |
policy and stand taken by the Government is once again made -

clear. The relevant paras of the affidavit read thus;

“9. That, it is further humbly submitted that

the directions and guidelines released by

Government of India and Ministry of gealtk




and family Welfare, do not entail compulsory

or forcible vaccination against COVID-19

disease implying that COVID-19 vaccination

is completely voluntary for all citizens of

India. Ministry of Health and Family

Welfare, Government of India has not

formulated or suggested any policies for

discrimination between citizens of India on

the basis of their vaccination status.

10. That, it is duly advised, advertised and

communicated by MoHFW through various

print_and social _media platforms that all

citizens should get vaccinated, but this in no

way implies that any person can be forced to

be vaccinated against her / his wishes.

11. That, as per the existing guidelines, there

is no provisions for forcing any citizen to

book appointment for Covid Vaccination on

Co-WIN or visiting Covid Vaccination Centre

for vaccination if a person above the age of 18

vears visits a Covid Vaccination Centre by her
/ his choice for vaccination and asks for the
~ same, it implies that she / he is voluntarily

coming to the center to get the benefit of Covid

Vaccination.”

A copy of said Affidavit dated 08.10.2021 is annexed here at
“Exhibit — B.” o

-




6. That, as per section 38(1) and 39(a) of Disaster
Management Act, 2005 the state government cannot formulate
any rules against the guidelines of the National Authority.

Said section reads thus;

Section 38 (I) State Government to take

L measures.

(1) Subject to the provisions of this Act, each

- State_Government shall take all measures

specified in the guidelines laid down by the

National Authority and such further measures

.' as. it deems necessary or expedzenz‘ for the

E purpose of dzsaster management

'_'Sectwn 39 (a) Responmbdzttes of departments S

| : of Ihe State Govemment

. (a) take measures necessary for prevention of

‘disasters, mitigation, ' preparedness and

~capacity building in_accordance with the

guidelines laid down by the National
Authority and the State Authority;

7. Needless to mention here that, if any state authority acts in

violation of Central Governments guidelines, then such state -

authority including head of the said department are liable "for

punishment under section 51(b) and 55 of the Disaster -

Management Act.
It 1s reads thus;

“51 Punishment for obstruction, efc.




Whomsoever:

(b) refuses to comply with any direction given

by or on behalf of the Central Government or

the State Governmment or the National
Executive Committee or the State Executive

Committee or the District Authority under this

- Act, shall on conviction be punishable with

imprisonment for a term which may extend to
one year or with fine, or with both, and if such
obstruction or refusal to comply with
directions results in loss of lives or imminent
danger thereof, shall on conviction be
punishable with imprisonment for a term
which may extend to two years. notes on
clauses Clauses 51 to 58 (Secs. 51 to 58) seeks
to lay down what will constitute an offence in
terms of obstruction of the functions under the
Act, fulse claim for relief, misappropriation of
relief material or funds, issuance of false
warning, failure of an officer to perform the
duty imposed on him under the Act without
due permission or lawful excuse, or his
connivance at contravention of the provisions
of the Act. The clauses also provide for

penalties for these offences.

35. Offences by Departments of the

Government.




(1) Where an offence under this Act has been
committed by any Department of the
Government, the head of the Department shall
be deemed to be guilty of the offence and shall
be liable to be proceeded against and
punished accordingly unless he proves that the
offence was committed without his knowledge
. .or that he exercised all due diligence fo
| prevent the commission of such offence.
(2). Notwithstanding anything contained in
Sub—seciion (1), where an_offence under this

X }Ict has been committed by a Deparz‘ment of

L the Government and zr is proved that rhe.-. o

- o RTINS ojfence has. been commztted wzz‘h the consent

:or connivance of or. is armburable to any . -

.' neglect on the part of, any oﬁ“ icer, other thcm
_. | th.e head of the Department, such officer shall
be deemed to be guilty of that offence and
shall be liable :_ro. b_é proceeded agdfnst aﬁd

punished accordingly.”

8. Needless to mention here that, earlier also Maharashtra and

few other State govemments put some restrictions on mter—state

Central Government at that tlme Home Secretary, Shn. Ajay Pl
Kumar Bhalla, issued or letter on 22. 08 2(}21 warning them about

v101at10n of the Central Govemments guldelmes

@ Said letter reads thus;
i “D.0. No. 40-3/2020-DM-I(4)

and intra-state movement by acting against the guldehnes of
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Dear Chief Secretary,

Please refer to Ministry of Home Affairs’
Order of even number dated 29.07.2020
whereby Guidelines for Unlock-3 have been

issued.

- 2. I'would like to draw your kind attention to

para-5 of these guidelines which clearly state
that there shall be no restriction on inter-
State and Intra-State movement of persons
and goods. No separate permission,

approval/e-permit will be required for such

movements. This includes wmovement of

persons & goods for cross land border trade

under Treaties with neighboring countries.

3. It has, however, been reported that local
level restrictions on movement are being
imposed by various districts/States. Such
restrictions are creating problems in inter-
State movement of goods and services and are
impdcting the supply chain, resulting in

disruption of economic activities and

employment besides aﬁ"ectmg supply of goods

and services.

4. Such restrictions at local level imposed by

the District Administration or by the State

Government, amount to violation of the

guidelines _issued by MHA under the




provisions _of Disaster Management Act,

2005.

5. I would, therefore, request that no
restrictions may be imposed on inter-State and
~ intra State movement of persons and goods

- and Servzces and instructions zssued t‘o ensure

o that MHA guidelines mentzoned above are

. -strzcz‘ly followed -

A copy of the said letter 1s annexed at “Exhibit - C”.

o 9. That the legal posztlon in Indza is very clear that everyone_ 5

o only

i'[Common Cause Vs. Uhion “of -Inasa%msy-s sCC 1,

Mcntgomerv Vs, Lanarkshlre Health Board [2015] UKSC 11,
_Alrdale NHS Trust Vs. Bland ( 1993) 1 All ER 821 &glstrar

. General Vs. State of Meghalava 2021 SCC Onlme Megh 130 o

.Osbert Khahng Vs. State of Manmur 2021 SCC OnLine Mani
234,

16. Law is also very well settled that whenever anything is

prohibited then it is prohibited from being done indirectly. - -

In Noida Entrepreneurs Association Vs Noida (2011) 6 SCC

508, it is ruled as under;

“25 It is a Settled proposition of law z‘hat_

whatever is prohzbzted by law to be done,

cannot legally be affected by an indirect and

11

- '_ has a rlght to choose or refuse the medlcme or treatment No . IRE |

- '__"-'_doctor or anyone can force a person to get a pamcular treatment e '
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circuifous contrivance on the principle
of quando aliquid prohibetur, prohibetur at
omne per quod devenitur ad illud, which
means “whenever a thing is prohibited, it is
prohibited  whether  done directly or
indirectly”. (See Swantraj v. State of
Maharashtra {(1975) 3 SCC 322 : 1974 SCC
(Cri) 930 : AIR 1974 SC 517] , CCE v. Acer
India Ltd. [(2004) 8 SCC 173] and Sant Lal
Gupta v. Modern Coop. Group Housing
Society Ltd. [(2010) 13 SCC 336 : (2010) 4
SCC (Civ) 904 : JT (2010) 11 SC 273] )

26. In Jagir Singh v. Ranbir Singh [(1979) 1
SCC 360 : 1979 SCC (Cri) 348 : AIR 1979 SC
381] this Court has observed that an authority
cannot be permitted to evade a law by “shift
or contrivance”. While deciding the said case,
the Court placed reliance on the judgment
in Fox v. Bishop of Chester [(1824) 2 B&C
635 : 107 ER 5320] , wherein it has been
obsérved as under: (Jagir Singh case [(1979)
1 SCC 560 : 1979 SCC (Cri) 348 : AIR 1979

SC 381], SCC p. 5635, para 5)

“5. ... ‘To carry out effectually the object

of a statute, it must be so constmed as to

defeat all attempts to do, or ayoid doing, in

an indivect or circuitous manner that

which it has prohibited or enjoined.’ [Ed.:

As  observed in Maxwell on  the




Interpretation of Statutes, 11th Edn., p.
109. See SCC p. 565, para 5 of Jagir Singh
case, (1979) 1 SCC 560.]

11. That, the discrimination done by the accused official
. between vaccinated and unvaccinated people is not based on any

logic or public good. It is only based on the one-line agenda to

- give wrongful profit to the vaccine companies.

12.  The ulterior motives and malafide intention of the accused

ofﬁcer can be easily seen from the material available on record

[ 'and also from the law lald down by the Division Bench of .

| .Hon’bie Govemment H}gh Court m Re Dmthar Inc1dent Vs

 _ State of szoram 2021 scc Oane Gau 1313 & Madan Mili

13

: :Vs U()I 2021 SCC OnLlne Gau 1503 where it is ruied thai the [RE.

vaccmated people can also get 1nfected wzth corona and can
spread infection as that of unvaccmated people and therefore there
cannot be. any dxscnmmaﬁon between Vaccmated and
unvaccmated people and a;ny mle made by the state should be
treated as violative of Art. 14,19 & 21 of the constitution of India.

A copy of said judgment is annexed at “Exhibit — D Colly”.

A copy of judgment in Osbert Khaling Vs State of Manipur

2021 SCC OnLine Mani 234 is annexed at “Exhibit - M”.

[Page No. 222-223]

13. Needless to mention here that, the above said judgments are . |

passed on the basis of Central Government policy decision and L

after hearing the Union of India and they are regardiﬁg the
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interpretation of Constitution of India and therefore, they are
binding on all the authorities in India including authorities of state

of Maharashtra.

14. This Hon’ble Court in the case of Maharashtra Govt.,

through G. B. Gore, Food Imspector, Nanded Vs Rajaram
Padamwar 2011 SCC OnLineBom 2021, it is ruled as under;

“JUDICIAL DISCIPLINE — Judgement of
another High court ~ Observations of trial
Magistrate that the judgement of Kerala High
Courtis not binding on him — Further
observing the legality and correctness of the
Jjudgement of another High Court is against
the judicial discipline and propriety -
Registrar General directed fto take suitable

action against concerned Judge.

15. That, as per section 52 of the Indian Penal Code the act of
accused authorities cannot be said to have done in good faith

because it is not done with due case and caution.

In Noor Mohamed Vs. Nadirshah Ismailshah Patel 2004 ALL
MR (CRL) 42, it was held that; |

“It has to be kept in mind that nothing can be

‘said to be done in_good faith which_is not

done with due care and caution. If these

ingredients are indicated by the complaint, the
Magistrate is obliged to take the cognizance of
the complaint so presented before him unless

there are the other grounds for acting

o~




otherwise which has to be justified by reasons

recorded in writing.”

16. That, the malafides of the accused authorities can also be

seen from the very fact that, they have not considered the crucial

- suggestions and research data by the domain experts of the

country more particularly by Dr. Sanjiv Rai of AIIMS.

‘The summary of around 81 research paper summaries that;

W

L '111 the World as, there s no. chance of these people |

o gettmg corona mfection agam or spreadmg of__ R

The person who developed antibodies (Natural
Immunity) due to Covid infection or coming in

contact with Sars-Cov1~2 v1rus are the safest person

o mfectlon by these people “ [Exhl’blt E]

(i)

(iii)

(@iv)

- So, any relaxatlon can be glven to such persons w1th . o

natural immunity onl_y

The natural immunity is 13 times more rebust &

: beﬁ:er than that of vaccme _generated xmmumty_ :

Vaccmes are not proven to be effective on other

variants like Delta variant.
Giving vaccines to people with natural immunity

causes damages and harm to such person’s body.

There is no study which proves any benefit of such -

person in giving vaccine to him.

It is also a huge loss of thousands of crores of public : e

funds.
All people should be asked to get Antibody Test
(IGG) if antibodies are developed amongst a person

then he should be given relaxation from ‘Ceovid

15
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appropriate behaviour’ Such person should not be
vaccinated and there is no sense in asking such
persons to get RTPCR Test done and follow other

time consuming and expensive methods.

17. But the State Authority ignored the abovesaid factual,
logical and scientific suggestions and adopted the method for
giving undue profit to vaccine manufacturing and RTPCR test
companies. This was done at the cost of public money and putting

the life of the citizen in danger.

18. Needless to mention that, as per principles laid down in
catena of decisions it is the duty of state authority and more
particularly of the authority promoting vaccines to publish the

side effects of vaccines so that people will be able to take the

informed decision about vaccination.

Relied on:-

1. Master Haridaan Kumar (Minor through Petitioners
Anubhav Kumar and Mr. Abhinav Mukherji) Vs. Union of
India, W.P.(C) 343/2019 & CM Nos.1604-1605/2019.

2. Airedale NHS Trust v Bland (1993) 2 WLR 316.

3. Montgomery Vs. Lanarkshire Health Board [2015] UKSC

4. Universal Declaration on Bioethics & Human Rights,
2005.

9. Hon’ble Delhi High Court in While dealing with the issue
of MR vaccines in the case of Master Haridaan Kumar (Minor

through Petitioners Anubhav_Kumar and Mr. Abhinav




Mukherji) Versus Union of India, W.P.(C) 343/2019 & CM

Nos.1604-1605/2019, the Honble High Court of Delhi directed

that;

20,

“MR vaccines will not be administered to those
students whose parents/guardians have declined to
give their consent. The said vaccination will be
administered only to those students whose parents
have given their consent either by returning the
consent Jorms or by conforming the same directly to

the class teacher/nodal teacher and also to students

B whose _parents/guardians. cannot __be contacted
 despite best efforts by the class  teacher/nodal
"--'_tedch@’” and who have otherwise not indicated to the - :

©contrary”

The provisions of Universal Declaration on Bioethics &

Human Rights, 2005 reads thus;

“Article 3 f—Humqn dignil_j: t_md humanrn rights
1. Human dignity, human rights and fundamental

Jfreedoms are to be fully respected.

2. The interests and welfare of the individual
should have priority over the sole interest of science

or society.
Article 6 — Consent

1. Any preventive, diagnostic and therapeutic
medical intervention is only to be carried out with

the prior, free and informed consent of the person

17
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concerned, based on adequate information. The
consent should, 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 should only be carried out with
the prior, free, express and informed consent of the
person concerned. The information should be
adequate, provided in a comprehensible form and
should include modalities for withdrawal of consent.
Consent may be withdrawn by the person concerned
at any time and for any reason without any
disadvantage or prejudice. Exceptions to this
principle should be made only in accordance with
ethical and legal standards adopted by States,
consistent with the principles and provisions set out
in this Declaration, in particular in Article 27, and

international human rights law.

3. In appropriate cases of research carried outf 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 community agreement or the

consent of a community leader or other authority

substitute for an individual’s informed consent.

Article 7 — Persons without the capacity to consent




In accordance with domestic law, special protection
is to be given to persons who do not have the

capacity to consent.

(a) authorization for research and medical practice
should be obtained in accordance with the best
interest of the ﬁerson concém_ed and in accordance
with domestic law. However, the pérson concerned
Should be involved to the greatest extent possible in
l_ the deczslon makmg process of consent, as well as

that of wzthdmwmg consent;

(b) research should only be carried out for hzs or her

o '_ dzrecr healtk benef t, subject to the authorzzatzon and )
"'the protectzve condztzons prescrzbed by law and zf s B
there . IS ‘1o research alternatzve of compamble: R

e eﬂectweness wzth research partlczpam‘s able to

. consent. Research which does not have potential
direct health benefit should only be undertaken by
| ‘way of exceptzon with the titmost resrramt exposmg
the person only to a minimal risk and minimal
burden and, if the research is expected to contribute
to the health benefit of other persons in the same

category, subject to the conditions prescribed by law

and compatible with the protection of the .

individual’s human rvights. Refusal of such persons to -

take part in research should be respected.

Article 8 — Respect for human vulnerability and -

personal integrity

19
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In applying and advancing scientific knowledge,
medical practice and associated technologies,
human vulnerability should be taken into account.
Individuals and groups of special vulnerability
should be protected and the personal integrity of

such individuals respected.

Article 10 — Equality, justice and equity

The fundamental equality of all human beings in
dignity and rights is to be respected so that they are
treated justly and equitably.

Article 11 —~ Non-discrimination and non-

stigmatization

No individual or group should be discriminated
against or stigmatized on any grounds, in violation
of human dignity, human rights and fundamental

freedoms.
Article 16 — Protecting future generations

The impact of life sciences on future generations,
including on their genetic constitution, should be

given due regard.

~ Application of the principles

21. In Montgomery’s case [2015] UKSC 11, it is ruled as

“77. These developments in society are reflected in
% professional practice. The court has been referred m




particular to the guidance given to doctors by the
General Medical Council, who participated as

interveners in the present appeal One of the

documents currently in force (Good Medical

Practice (2013)) states, under the heading “The

_ duties of a_doctor registered with the General

. Medt’c_:al Council’”’;

 "Work in partnership with patients. Listen to, and

respond to, their concerns and preferences. Give

patients the information they want or need in a way

_;.thev can undersmnd Respect patients’ nght to

-reach deaswns wzth vou abom‘ thetr treatment and_ o
"'_'_.:Care. RN FR |
5 '78 Another current documenr (Consent patzents and o
- doctors makmg deczszons together (2008)) describes
a basic model of partnership between doctor and
patient: .

- “The doctor explains the options ta the pati_eni‘,

s'etting out the potential benefits, risks, burdens and

side effects of each 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 put pressure on the

patient to accept their advice. The patient weighs up

the potential benefiis, risks and burdens of' the

various options as well as any non-clinical issues -

that are relevant to them. The patient decides

21
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whether to accept any of the options and, if so,

which one.” (para 5)

In relation to risks, in particular, the document
advises that the doctor must tell patients if treatment
might result in a serious adverse outcome, even if the
risk is very small, and should also tell patients about
less serious complications if they occur frequently
(para 32). The submissions on behalf of the General
Medical Council acknowledged, in relation to these
documents, that an approach based wupon the
informed involvement of patients in their treatment,
rather than their being passive and potentially
reluctant recipients, can have therapeutic benefits,
and is regarded as an integral aspect of

professionalism in treatment.

80. In addition to these developments in society and
in medical practice, there have also been
developments in the law. Under the stimulus of the
Human Rights Act 1998, the courts have 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-determination (see, for .

example, S (An Infant) v § [1972] AC 24, 43 per -

Lord Reid; McColl v Strathclyde Regional Council
1983 SC 225, 241; Airedale NHS Trust v Bland
[1993] AC 789, 864 gﬁer Lord Goff of Chieveley). As

well as underlying aspects of the common law, that




value also underlies the right to respect for private
life protected by article § of the FEuropean
Convention on Human Rights. The resulting duty to
involve the patient in decisions relating fo her
ireatment has been vecognised in judgments of the
- European Court of Human Rights, such as Glass v
- United Kingdom (2004) EHRR 341 and Tysiac v

Poland (2007) 45 EHRR 947, as well as in a number

of decisions of courts in the United Kingdom. The
_s_ame value is also reflected more specifically in

other intemational instmmem‘S' see, in particular,

: amcle 5 of the Conventzon for the Protectzon of
Human Rzghts cmd ngmty of z.‘he Human Bemg w:th .
s regard to the Applzcatzon of Bzology and Medzcme |

' Conventwn .on_Human nghts and Blomedzcme

concluded by the member states of the Council of
Europe, other states and the European Community at

~ Oviedo on 4 April 1997.

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

duty on the part of doctors to take reasonable care

to ensure that a patient is aware of material rvisks of

injury that are inherent in treatment, This can be
understood, within the traditional fmmewo'r_k" of
negligence, as a duty of care to avoid expész'ng a '

person to 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 not depend exclusively
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on medical considerations, are important. They point
to a fundamental 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 alternatives,

and the risks of injury which may be involved.

83. The former role is an exercise of professional
skill and judgment: what risks of injury are involved
in an operation, for example, is a matter falling
within the expertise of members of the medical
profession. But it is a non sequitur to conclude that
the question whether a risk of injury, or the
availabilily of an alternative form of treatment,
ought to be discussed with the patient is also a
matter of purely professional judgment. The doctor’s
advisory role cannot be regarded as solely an
exercise of medical skill without leaving out 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 determining the
nature and extent of a 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 néw be seen to be
substantially that adopted in Sidaway by Lord
Scarman, and by Lord Woolf MR in Pearce, subject




to the refinement made by the High Court of
Australia in Rogers v Whitaker, which we have

discussed at 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 be_fore treatment

- interfering with her bodily integrity is undertaken.

Tke_ doctor is ;‘herefore_ under a _dutv to take

' reasonable care to ensure tha.t the patient is aware

of any matenal nsks mvalved in any recommended

_ treatment, and of any reasonable alternative or

"vanant treatments The rest of marerzalz{y

| wherher m the czrcumstances of fhe pamcular case __
a reasonable person m the patzent s posztzon wauld
.  : be lzkely ro attach Szgmf cance to the rzsk or the |
docror is or should reasonably be aware that the

‘particular patient would be likely to attach

| Slgmf icance to zt

89. Three furrher pbints should be__.-f.fiidde. First, it

Jollows from this approach that the assessment

of whether a risk is material cannot be reduced to

percentages. The significance of a given risk is likely L

to reflect a variety of factors besides its magnitude: =

Jor example, the nature of the visk, the effect which
its occurrence would have upon the life of the
patient, the importance fo the patient of the benefits
sought to be achieved by the treatment, the

alternatives available, and the risks involved in those

alternatives. The assessment is therefore fact-
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sensitive, and sensitive also to the characteristics of

the patient.

90. Secondly, the doctor’s advisory role involves
dialogue, the aim of which is to ensure that the
patient understands the seriousness of her condition,
and the anticipated benefits and risks of the
proposed treatment and any reasonable alternatives,
so that she is then in a position to make an informed
decision. This role will only be performed effectively
if the information provided is 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 alone by routinely demanding her signature on a

consent form.

116. As NICE (2011) puts it, “Pregnant women
should be offered evidence-based information and
support to enable them to make informed decisions
about their care and treatment” (para 1.1.1.1). Gone
are the days when it was thought that, on becoming
pregnant, a woman lost, not only her capacity, but
also her right to act as a genuinely autonomous

human being.

22.  In Common Cause Vs. Union of India (2018) 5§ SCC 1, it

is ruled as under;

“169. In the context of health and medical care
decisions, a person's exercise of self-determination

and autonomy involves the exercise of his right to




decide whether and to what extent he/she is willing
to submit himselffherself to medical procedures and
treatments, choosing amongst the available
alternative treatments or, for that matter, opting for
no treatment at all which, as per his or her own
understanding, is in consonance with his or her own

individual aspirations and values.
Q. Conclusions in seriatim

202, In view of the aforesaid analysis, we record our

conclusions in seriatim.

'2.02 8. An. -inquiiy & ini‘o Common Law

_ ]unsdzctzons reveals that all adults with-

; .capaatv fo consent have the rzght of self

_:determmatmn and autonomv. T he sazd nghts -

pave the wav for the mght to refuse medzcal

treatment which has acclatmed universal

; re_cognition. A competent person who has

come of age.has the right to refuse spé_ciﬁc

treatment or all treatment or opt for an

alternative treatment, even if such decision

entails a visk _of death. The “Emergency

Principle” or the “Principle of Necessity” has -
to be given effect to only when it is _not' _.

practicable to obtain the patient's consent for -

treatment and his/her life is in danger. But
where a patient has already made a valid
Advance Directive which is free from

reasonable doubt and specifying that he/she
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does not wish to be treated, then such directive

has to be given effect to.

202.9. Right to life and liberty as envisaged
under Article 21 of the Constitution is
meaningless unless it encompasses within its
sphere individual dignity. With the passage of

time, this Court has expanded the spectrum

of Article 21 to include within it the right to

live with dignity as component of right to life

and liberty.

202.12. Though the sanctity of life has to be
kept on the high pedestal yet in cases of

terminally ill persons or PVS patients where
there is no hope for revival, priority shall be
given to the Advance Directive and the vight of

self-determination.

202.13. In the absence of Advance Directive,
the procedure provided for the said category
hereinbefore shall be applicable.

202.14. When passive euthanasia as a

situational  palliative  measure  becomes

applicable, the best interest of the patient

 shall override the State interest.

306. In addition to personal autonomy, other facets

of human dignity, namely, “self-expression” and

“vight to determine” also support the argument




that it is the choice of the patient to receive or not to

receive treatment.

517. The entitlement of each individual to a dignified
existence necessitates constitutional recognition of
the principle that an individual possessed of a free
and competent mental state is entitled to decide
| _Whether or not to accept medical treatment. The
vight of such an individual to refuse medical

treatment is unconditional Neither the law nor the

' Constztutwn compel an mdtvtdual who is competent

' "and able fo take dec:swns, to dlsclase the reasons

 for refusmg medzcal treatment nor is such a refusal i

s "sub]ect fo the supervtsorv control of an autszde AN

m‘t

23.  In Osbert Khaling Vs. State of Manipur and Ors. 2021
SCC OnlLine Mani 234, it is ruled as under;
- “8.... Restraining people -who are .yet to get

vaccinated from opening institutions, organizations,

factories, shops, etc., or denying them their

livelihood by _linking their employment, be it

NREGA job card holders or workers in Government

or private projects, to their getting vaccinated wouldl:

be illegal on_the bam‘ of the .State, if .not

unconstitutional. Such a measure would also_

trample upon the freedom of the individual fo get

vaccinated or choose not to do so.”
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24. That, the State authorities for the reasons best known to
them have not followed the abovesaid legal mandate.

On the other hand, few accused officials hatched a well-
orchestrated conspiracy and run various false narratives and
conspiracy theories and made a total false and misleading claim
that, vaccines are completely safe. This was done with only
intention to cheat the public at large and to give wrongful benefit

to the vaccine manufactures companies.

24.1. The two most glaring evidences exposing falsity,
dishonesty and cheating campaign by the accused are as under;
(2) Doctor D.G. Somani, Drug Controller General of
India in furtherance of the said conspiracy had made
a false and misleading statement that, the vaccines
are 110% safe.

The excerpts in his interview on 4™ January 2021,
with NDTV are as under;

“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’’.

Link: https://'www . ndtv.com/india-news/oxford-

covid-19-vaccine-bharat-biotechs-covaxin-get-final-

approval-by-drug-regulator-will-be-indias-first-
vaccines-2347053

[Detail news is at “Exhibit - F)




(b) Dr. Randeep Guleria of AIIMS gave a statement
in various media and also on YouTube in a special
campaign ‘know from experts’ that vaccines are

completely safe and everyone should get vaccinated.

Link: https://fb.watch/7u26g6CL59/

| 25 The falsity of claims by the above accused officials and
- doctors is ex facie proved from the following evidences and

government’s own records.

25 1 Dr Snehal Lunawat died due to side effects of Covi-Shield

.vaccme The govemment of India’s AEFI comxmttee accepted it

5 'as death due to s;de effects of Vaccmes

L .The reply glven under R.TI reads thus

' “Informatwn in response to RTI Appeal
Registration _No. MOHFW/A/E/21/00586
dated 06.08.2021 filed by Ms. Sapna Dilip

'Lu_nawat .

Pofnt 1: Details of all the Cases of specific
embolic and thrombotic 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 Name,

Age, Gender, Place, Hospital name.

Information: Two suspected cases of embolic

and thrombotic events in combination with low

levels of blood platelets (thrombocytopenia)

31




following  Covishield  vaccination  were
identified in 498 cases rapidly reviewed and
assessed by medical experts. Both these cases
were in females above 350 years of age.

Personal details the reported cases are not
shared under Section 8(1)(j) of the RTI Act,
2005."

25.2. That the World Health Organization (WHO) had warned

about serious side effects of Covishield (AstraZeneca).

Link: https:/www.who.int/news/item/26-07-202 1 -statement-of-

the-who-gacvs-covid-19-subcommittee-on-gbs

25.3. 18 European countries banned Covishield (AstraZeneca)
due to death causing side effects in young people.
Link:

i) https://timesofindia.indiatimes.com/life-style/health-

fitness/health-news/covishield-coronavirus-vaccine-with-

covishield-astrazeneca-banned-in-some-countries-should-we-be-

worried-about-its-safety/photostory/83398722.cms

i) https://www theguardian.com/society/202 1/apr/08/spain-

beleium-and-italy-restrict-astrazeneca-covid-vaccine-to-older-

26. The above data ex-facie proves the malafides and éélldus
criminal attitude of the accused official that they omitted to
perform their duty as per law and blatantly cheated the citizens of
this country and therefore they are responsible for knowingly

pushing the citizens to death.

<




27. Since the result of conspiracy and overt act of accused
resulted in death of petitioner’s son, therefore, all the accused
officials are liable for prosecution under section 420, 409,115,
302, 120(B), 34, 109, 52 etc. of IPC, Section 51(b), 55, 54 etc of
 Disaster Managemen’{ Act 2005 and pr0v1s1ons of Prevention of

' Corruptlon Act, 1988.

28. That, the main beneficiary of the crime is Mr. Adar

Poonawalla & ors. who are the owner and employees of the

company Serum Instxtute Wh1ch is manufaeturmg ‘Cevx-Shleld’ | i

- V&CCIH@
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._ : They are oomphc1t m the crlme because they never objected to the o S

B false propaganda run by accused Dr V G. Somam & Dr Randeep SET

= 'Gulerla

29. The another example of falsity, dishonesty and

' malaﬁdes of Serum Instltute can be seen from the}.r emalls N

sent to famlly members of deceased Dr. Snehal Lunawat,

29.1. That, when Dr. Snehal Lunawat had suffered serious side
effects of vaccines and when she was in hospital, the family
members sent an email to Serum Institute on 13th February, 2021

requesting to help to save her life by providing research _to‘.deel

with such side effects. The Serum Institute’s repr_eéentetive_, Dr. .
Chetanraj Bhamre in his reply mail dated 15" Febraary, _2021

falsely stated that ‘Covishield do not cause _thrembos_is_ or any"_

cardiovascular events’.
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The falsity of Serum Institute is exposed from the decision taken
by the AEFI (Adverse Events Following Immunization)
committee. They admitted that the death was due to side effects of

vaccines.
30. The information given by the Health Ministry reads thus;

“Information in response to RTI Appeal
Registration _No. MOHFW/A/E/21/00586
dated 06.08.2021 filed by Ms. Sapna Dilip

Lunawat

Point No. 7: Detailed analysis and report of
the investigation done by you on the death of a
32vears old doctor  from  Nashik,
Maharashtra, Dr. Snehal Lunawat case, as
published in The Economics Times dated
29.04.202]1 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 major concern found in this case.
(i)  Investigation reports of the case
given by Government
Officials. Information: As per COVID-
]§ | bpémtioh&”l | gu.i.déline., rhe éé&e
reporting form (CRF) and the Case
Investigation Form (CIF) along with the
relevant case records (hospital records
or post-mortem report or verbal autopsy

report in case of death cases) for all




suspected serious/severe AEFI cases are
to be filled/collected and submitied
by the District Immunization Olfficer to
the District AEFI committee. These are
also uploaded on the CoWIN portal.
f- Since investigation is the function of the

- DIO and District AEFI committee, the

- Appellant may approach the District

" authorities to share the investigation
. reports of the case with the Appellant
f(According to the guidelines given at
< Para 3(iv) of D/o Personal & T mmmg,

i makes an applzcat:on to a

public authority for some information

which is the concern of a public

authority under any State Government

‘or Union Territory Administration, the
Central Public Information Olfficer
(CPIO) 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

Government/UT Administrarioﬁ: Thus,

State

35

Govemment of Indzos oM No " S o
- 10/2/2008- IR dated 12.06.2008 (copy

' --f._'_enclosed as Enclosure J) ;f a personl_' o
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the Appellant may obtain  the
information from the State
Government concerned as the same will
be available 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 AEFI
death belongs to Al category meaning
by that it is related to vaccine product
related reaction.

(i) Basis of your conclusions in the
above case.

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
CDSCO (Central Drugs Standard

Conirol Crganizaiion).

(iii) Date-wise procedure carried out
by you to perform investigation of the

above case.




Information: The investigation reporis
and case documents (hospital records,
eic.) have been received on 8" June
2021 at the national level through
CoWIN. These were screened on

29" June 2021 as well as put up for

causality  assessment  meeting held

online on 17" September 2021 and on

- 25" September 2021 the National
. _--A_EFI Committee reviewed and

- approved the case.”

o .'.'31 Hon’ble Supreme court in the case of Raman Lal Vs State -
o .2001 Cn L. J SOG had ruled that the consplrames are hatched_

on seorecy and therefore no dlrect ev1dence IS required to prove. -

zt The offence can be proved from mrcumstanﬁal evidences.

It is read thus;

“Conspiracy — LP.C. Sec. 120 (B) ~ Apex
- court. -mgde it clear that an inference of
conspiracy has to be drawn on the basis of
circumstantial evidence only because it
becomes difficult to get direct evidence on
such issue — The offence can only be proved
largely from the inference drawn from acts or
illegal omission committed by them, in
Jurtherance of a common design — Once such
a conspiracy is proved, act of one é.:lenspimtor
becomes the act of the others —A ‘Co-

conspirator who joins Subsequenﬂ}z and
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commits overt acts in furtherance of the
conspiracy must also be held liable -
Proceeding against accused cannot be

quashed.”

32. Hon’ble Bombay High Court in the case of CBI VS
Bhupendra Champaklal Dalal 2019 SCC OnLine Bom 140, it

is ruled as under;

CHARGE FOR THE OFFENCE OF
CRIMINAL BREACH OF TRUST :-

Hon'ble Apex Court in the case of Ram
Narain _Poply Vs. Central Bureau _of
Investigation, AIR 2003 SC 2748, wherein the
Hon'ble Apex Court has, at length, dealt with

the charge of criminal conspiracy, in the
backdrop of the similar allegations, in a case
arising out of the decision of this Court in the
matter of Harshad Mehta and others. While
dealing with the essential ingredients of the
offence of criminal conspiracy, punishable u/s.

120 BIPC, the Hon'ble Court was, in

paragraph No.349 of its Judgment, pleased to

hold that, '"349. Privacy and secrecy are more

characteristics of a conspiracy, ihan of a Iéu_d

discussion in_an elevated place open to pﬁblic
view. Direct evidence in proof of a con;s*piracy
is seldom available, offence of conspirdcy can
be proved by either direct or circumstdntial

evidence. It is not always possible to give




affirmative evidence about the date of the
Sformation of the criminal comspiracy, about
the persons who took part in the formation of
the conspiracy, about the object, which the
objectors set before themselves as the object of
-conspiracy, and about the manner in which the
-object of conspiracy is to be carried out, all

_ .this is necessarily a matter of inference."”
[Emphasis Supplied]

]77 This Cozm‘ can also place reliance on
| another landmark decision of the Hon'ble
_'.:'.Apex Courl in lhe case of Slare ' of
3._ --Mahamshtm Vs Som Nalh Thapa (]996) 9.

39

. "_SCC 659 wherem the Hon’ble Apex Courl was S

o pleased fo observe as follow.s' -

"24. The aforesaid decisions, weighty as

 they are, lead us_to conclude that o

"eslablzsh a charge of conspiracy

knowledge abont indulgence in either
an illegal act or a legal act by illegal
means is necessary. In some cases,
intent of unlawful use being made of the

goods or services in question may 'be

inferred from the knowledge zrself T hls;;

apart, the prosecution has nozf m'::

establish that a particular unlawful use
was intended, so long as the goods or

service in question could not be put to
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any lawful use. Finally, when the
ultimate offence consists of a chain of
actions, it would not be necessary for
the prosecution to establish, to bring
home the charge of conspiracy, that
each of the conspirators had the
knowledge of what the collaborator
would do, so long as it is known that the
collaborator would put the goods or
service to an unlawful use." [See State
of Kerala v. P. Sugathan, (2000) 8 SCC
203, SCCp. 212, para 14]"." [Emphasis
Supplied] |

178. While dealing with the offence of criminal
conspiracy in respect of the financial frauds,
the Hon'ble Apex Court in the case of Ram
Narain Poply (supra), in paragraph No.344,

was pleased to observe that,

"344. i The law making
conspiracy a crime, is designed to curb
immoderate power to do mischief, which
is gained by a combination of the
means. The encouragement and support
which co-conspirators give to one
another rendering enterprises possible
which, if left to individual effort, would
have been impossible, furnish the

ground for visiting conspirators and




abettors with condign punishment. The
conspiracy is held to be continued and
renewed as to all its members wherever
and whenever any member of the
conspiracy acts in furtherance of the
" common design.” | |
[Emphasis Supplied]
179. In the context of Section 10 of the Indian

Evidence Act, it was held by the Hon'ble Apex
o Court in paragmph - No.348,  that,

. fthe_ expresszon in furthefance to their :
| "'common intention” in Sectton 10is. very

comprehenszve and appears to have been

i _th_e_.words "in furthemnce of " used in the
English Law : with the result anything said,

done or written by co- conspirator after the

- conspiracy -was formed, will ‘be evidence .

againstl the other before he entered the field of
conspiracy or after he left it. Anything said,

done or wriften is a relevant fact only.

186. The Hon'ble Apex Court has further
quoted with approval in paragraph No.10l,

the observations made in the case _of State

| (NCT of Delhi) Vs. Navjot Sandhu @ Aﬁs'an

Guru, '(20.05) 11 SCC 600, wherein it was held
that, "The cumulative effect of the proved

circumstances should be taken into account in

41

o _deszgnedb) used to gzve zt a wzder scope. than. T
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determining the guilt of the accused rather
than adopting an isolated approach to each of

the circumstances.”

33. That, the recent data proved that, the vaccination is no
guaranteed protection from corona infection or death. In fact, it
proved that the infection and death amongst vaccinated person is

much higher than the unvaccinated people.

The recent data is summarised as under;

i) In KEM hospital 27 out of 29 covid positive
patients are fully vaccinated. Means 93% of new

patients are from fully vaccinated category.
“[Exhibit - G]”

Link: https://www.freepressjournal.in/mumbal/mum

bai-29-mbbs-students-at-kem-hospital-test-positive-

for-covid-19-27-were-fullv-vaccinated

“29 MBBS students at KEM hospital test positive
for COVID-19, 27 were fully vaccinated

SOURCE:- FREE PRESS JOURNAL”

ii) In Nagpur City where 12 out of 13 covid positive
patients are fully vaccinated. “[Exhibit - H}”

Link: https://www freepressjournal.in/mumbai/covid

-19-third-wave-has-entered-nagpur-guardian-

minister-nitin-raut-urges-people-to-avoid-crowding

@. Source Name: Free Press Journal
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'COVID-19 third wave has entered Nagpur':
Guardian Minister Nitin Raut urges people to

avoid crowding

iii) In Bangalore more than 56% of hospitalization of

covid positive patient are vaccinated. “[Exhibit - I]”

‘Link; https://WWW.deccanherald.com/a‘mp/state/ton—

karnataka»stories/more-than~half-of—hospitélisedu
covid-l9~cases—amon,g,—vaccinated~in~bengéluru-

1015918 . html? twitter imDression=true&s=O4%5C

.' aSource Name Deccan Hemld .
= Date 03, 08. 2021

.'More than Im{f 0f hosplmllsed Cowd~19

- cases among vaccmated in Bengaluru

These hospitalisations are indicative of the
extent of vaccine penetration in the public,
| explained BBMP Chief Céﬁzmissionér, Gaurav
Gupta”

iv) The reports from Israel and other countries are
more serious and shows that the vaccinated people

are at much more risk than the unvaccinated.
All such data are already provided to C.B.I. by
Awaken India Movement in their complaint dat_ed

28.10.2021.

A copy of said complaint is at “Exhibit ~ h e Page
No. 132 to 154.
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@.

34. Itisan attempt to destroy Evidence of people with natural

. immunity by directing 100% vaccination the authorities are trying

to destroy evidences of natural immunity and thereby to help

vaccine syndicate.

35, Under these circumstances it is clear that, the accused
officials are working for the welfare of the vaccine companies
only and in furtherance of said conspiracy they are making rules
to give wrongful benefit of thousands of crores to the vaccine
manufactures. While acting as a co-conspirator in the crime, they
are committing mass murders of citizen and therefore they need to

be arrested forth with to save the life of others.

36. Mastermind accused Bill Gates, who is manufacturing
‘CoviShield’ in partnership with Serum Institute is habitual
offender of Mass Murders by vaccination in conspiracy with

Govermment officials.

36.1. That, the parliamentary committee in its 72" report found
that, the government officials are earlier involved in such serious

offences and responsible for death of 8 female children.

36.2. That, the parliamentary committee in its 72™ report gave

clear and specific findings about the serious offences of murder

of 8 femaie children and recommended investigation aad- -

prosecution of office bearers of NGO PATH related with Bill &
Milinda_Gates foundation along with official of ICMR and

other government officials involved in

conspiracy. “[Exhibit - K]”




36.3. The Constitution Bench in Kalpana Mehta v. Union of
India, (2018) 7 SCC 1, have upheld the evidentiary value of 72™

report by Parliamentary Committee.

36.4. The Bill Gates in partnership with Serum Institute is now

-manufacturing the *Covishield’ vaccine,

'Hence, it is clear that the accused are habitual offenders of

- earning profits by selling vaccines with death causing side effects

and therefore, they are in the category of ‘Mass Murderers’. The

minimum punishment for such offences is death penalty.

) 36 S. The poho program of enhancmg poho doses in chiidren as
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o -dc~>51gned by the Bﬂl Gates has caused a dcath of thousands of o

S chﬂdren in Indzan and around 4, 90 000 chﬂdren suffered new type SR

| ofparalys1s '

The relevant news article published in The Hindu and Great

Gams India are as under;
{a) Li'_nk:.

https://www.thehindu.com/news/cities/Delhi/vaccine-

induced-paralvsis-calls-for-action-says-

studv/article24740588.ece

“Vaccine-induced paralysis calls for action, says study

Frequency of pulse polio administration is directly or
indirectly related to inciderice of non-polio acute flaccid

paralysis, say researchers
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Over 4.9 lakh persons in India developed paralysis
between 2000 and 2017 because of oral polio vaccine
(OPV), say leading doctors in two reputed hospitals here.

AFP is defined as a sudden onset of paralysis or weakness
in any part of the body of a child less than 15 years of age.
The surveillance allows nations to detect paralytic
poliomyelitis due to wild poliovirus transmission in the

population.

“These are all cases of non-polio paralysis, which
increased dramatically as polio paralysis was brought
down with repeated doses of OPV. This report shows that
the rate of paralysis is now coming down where OPV
doses have decreased and this is additional proof that

paralysis is caused by OPV,” says Dr. Puliyel.

For instance, there were an additional 47,500 children
with paralysis in 2011, which was over and above the
assumed NPAFP rate of 2 per 1 lakh cases and the
NPAFP rate started to decrease from 2012, when the

number of pulse polio rounds decreased.

“From the results, NPAFP rate shows a decline with
reduction in pulse polio doses suggesting that OPV
vaccinations are responsible for the paralysis. A total of
6.4 lakh children developed NPAFP from 2000 to 2017,
suggesting that there were an additional 4.91 lakh
paralysed children above the numbers expected to develop

NPAFP,” they add.




The report says that “repeated doses of live vaccine virus
delivered to the intestine may colonise the gut and alter the

viral microbiome of the intestine”.

Also, studies from Finland and Turkey suggest that

Guillain-Barré Syndrome (GBS) is causatively associated

with OPV vaccination campaigns

“While the mechanism 'involved is speculative, our

Jindings support the hypothesis that the frequency of pulse

polio administration is directly or indirectly related to the

incidence of NPAFP. Now that India has been polio-free

: _'for over six years, we may -be able -t_o.feduce.NPAFP by .

B _ further reducmg pulse poho rounds Ihe r_eﬁort_says. o B :

e (b) Llnk

hltps //great,qamemdw com/b:tli gatesuagendaqn-mdza- _' o

| exposed—bv—robert-kennedv 1/

. “lel Gates Acthtzes m Indza exposed by Robert
o 'Kennedy Jr. '

Vaccines, for Bill Gates, are a strategic philanthropy that
feed his many vaccine-related businesses (including
Microsoft’s ambition to control a global vaccination ID

enterprise) and give him dictatorial control of global

health policy.

Promising his_share of $450 million of $1.2 billion fo

eradicate Polio, Gates took control of India’s National

- Technical Advisory Group on Immunization (NTAGI)

which mandated up to 50 doses (Table 1) of polio vaccines

through overlapping immunization programs to children
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before the age of five. Indian doctors blame the Gates

campaign for a devastating non-polio _acute flaccid

paralysis (NPAFP) epidemic that paralvzed

490,000 children beyond expected rates between 2000 and
2017. In 2017, the Indian government dialed back Gates’
vaccine regimen and asked Gates and his vaccine policies

to leave India. NPAFP rates dropped precipitously.”

37. That the Petitioner approached Senior Police Inspector,

Vasai, Police Station and requested him to register F.LR.

The complaint of Petitioner revealed serious cognizable and non-
bailable offences publishable under section 115, 302, 409, 120(B)
and 34 etc. of IPC but the concerned police officer refused to
register FIR and thereby violated the guidelines given by the
constitution Bench in Lalitha Kumari’s case (2014) 2 SCC 1,

and recently reiterated by this Hon’ble court in the case of Param
Bir Singh Vs. The State of Maharashtra 2021 SCC Online
Bom 516.

Therefore, in view of para 111 of the Lalita Kumari Vs. Govt. of

U.P. (2014) 2 SCC 1, strict action is required to be taken against

the concerned police officer.

Said guidelines reads thus;

“111.1In view of the aforesaid discussion we hold:

(i)  Registration of FIR is mandatory under
section 154 of the Code, if the information discloses

commission of a cognizable offence and no




preliminary inquiry is permissible in such a

situation.”

(ii)  The police officer cannot avoid his duty
registering offence if cognizable offence is
disclosed. Action must be taken against erring

officers who do not register the FIR, if the

" information veceived him discloses a cognizable =~

- offence.”

38, That, the petitioner on 25.10.2021 sent a complaint on

affidavit to the respondent no. 2 and other hxgher authorities.

o :But tﬁl date 0o actlon is taken on the complamt lodged by the o

" petltloner

"‘Exhlblt L”

39. That, the present case involves various accused including

\Ch_ief Secretary of Maharashtra Government, concerned Ministers "

and also deals with the corruption done by the officers of Central
government such as Dr. V. G. Somani of DCGI & Dr. Randeep
Guleria of AIIMS. Therefore, the proper investigating agency will
be the C.B.I. Even otherwise as per law the charges of corruption
against Central Government employee has to be investigated by
the C.B.1.

40. This Hon’ble court in the case of Param Bir Singh Vs.

The State of Maharashtra 2021 SCC Online Bom 516, (supra)

had taken a similar view.

49

S A copy of the sald complamt dated 25 10 2021 1s an:aexed at



50

&

41. Hence, it is just and necessary that this Hon’ble Court may
be pleased to direct the CBI to treat this petition as on FIR and
initiate imumediate prosecution of the accused as has been done by
Hon’ble Supreme Court in the case of Noida Entrepreneurs
Association Vs Noida (2011) 6 SCC 508.

42, Compensation in Public Law Remedy:-

42.1. That, the law is very well settled by this Hon’ble Court and
Hon’ble Supreme Court in catena of judgment that whenever
fundamental rights of any persons are violated or if any person
lost his/her life due to act of commission and omission on the part
of a public servant then the High Court can direct the State
Government to pay interim compensation to the victim or their
family members under writ jurisdiction and the state can recover

the said amount from erring public servant later.

Relied on:- i) Nambi Naravan Vs. Siby Mathews (2018)
10 SCC 804.
ii) Veena Sippv Vs. Naravan Dumbre 2012
SCC OnlLine Bom 339.

iii) Chairman _Railway Board Vs, Mrs.

Chandrima Das (2000) 2 SCC 465.
iv) Nina Rajan Pillai Vs. Union of India 2011

(5) AD (Del) 36.

42.2. In Sanjeevani Vs. State MANU/MH/0469/2021, it is ruled

as under;




“13.. Apex Court in the case of D.K. Basu Vs,
State of West Bengal veported in
MANU/SC/0157/1997 : AIR 1997 Supreme
Court 610(1) wherein it has been held thus:-

55, Thus, to sum up, it is now a well
dccepz‘ed proposition in most of the
B Jurisdiction, that monetary or pecuniary
'-'compensqtion is an appropriate and
" indeed ah ejfective and sometimes
perhaps Ihe only suitable remedy for
redressal B of ) esmbhshed _
RN mﬁ*mgement of the fundamental right to . "
- : lzfe of a cztzzen by the publzc Servanz‘s'
and the Sate is vzcariously lmble for
S thezr acts The claim of the citizen is |
; based on the prmczple of strict liability

'to whzch the defence of sovereign

. zmmumzy is no_t available and the citizen

must recelve the amount of
compensation from the State, which
shall have the right to be indemnified by
the wrong doer. In the assessment of
compensation, the emphasis has to be
on the compensatory and not on

punitive element. The_objective is to

apply balm to the wounds and not to

punish the transgressor or the‘

offender, as _awarding appropriate':‘j‘f
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punishment for the offence

(irrespective of compensation) must be

left to the Criminal Courts in which the

offender is prosecuted, which the State

in law, is duly bound to do. The award

of compensation in the public law

jurisdiction is also without prejudice to

any other action like civil suit for

damages which is lawfully available to

the victim or the heirs of the deceased

victim with respect to the same matter

for the tortious act committed by the

functionavies of the State. The

guantum of compensation will, of

course, depend upon the peculiar facts

of each case and no strait-facket

formula can be _evolved in that behalf.

The relief to redress the wrong for the

established invasion of the

fundamental rights of the citizens,

under the public law jurisdiction is,

thus, in addition to the traditional

remedies _and _not_in_derogation of

them. The amouni of compensation as
awarded by the Court and paid by the
State to redress the wrong done, may in
a given case, be adjusted against any

amount which may be awarded to the




claimant by way of damages in a civil
suit.” ‘
42.4 That in a case of side effects of vaccines, the United States
Government has set up the ‘National Vaccine Injury
Compensation Program’. In a case of side effects of MMR
vaccines the court granted a settlement of 101 Million U.S Dollars

(7,50,34,31,400 Crores).

A Copy of the news published and Court’s judgment is at
Annexed at “Exhibit - N Colly”, |

R 42 5. That, in another case related with negligence causing side

3 effects of medicine, the 1nvest1gat1ng agency of US at their own

SRR 1nvest1gated and recovered an amount 10 2 B1Ihon U S Dollars
'around 7, 57 71 92 40 000 Crore Rupees from the pharrna_

o ’compames The excerpts from ‘the. news pubhshed on July 2, v I

E 20__12 in The Umted States Department of Justice are as under,

Sou.ree The Umted States Department of Justice.
, jDate' JuIyZ 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

“l. The United States alleges that GSK stated

that Avandia had a positive cholesterol

profile despite _having no_well-controlled

Studies to support that message. The United

States  also alleges that the company

sponsored programs suggesting

53
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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
3508 million and the state share is $149

million.

2. 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/or maintain major changes to the way it
does business, including changing the way its
sales force is compensated to remove
compensation based on sales goals for
territories, one of the driving forces behind
much of the conduct at issue in this matter.
Under the CIA, GSK is required to change its

executive compensation program to permit the

term incentives from covered executives if
they, or their subordinates, engage in
significant misconduct. GSK may recoup
monies from executives who at‘é" ‘cu'rren_t

employees and those who havé:f” I_Zéﬁ'_" rh‘e]




company. Among other things, the CIA_ also

requires GSK to implement and maintain

transparency in its reseaqrch proctices and

publication policies and to follow specified

~ policies in _its contracts with various health

care payors.

- Federal employees deserve health care
providers - and suppliers, including drug
manufacturers, that meet the highest standards

X

of ethical and professional behavior,” said
Patrick E. McFarland Inspecz‘or General of

: z‘he Us. Oﬁ“ ice of Personnel Management

"'I_"Asszsrant Dtrector of the FBI S Cr:mmal
.'Cyber ReSpanse and -Serwces -anch
ST ogether we will continue to brzng to justice
- those engaged in illegal schemes that threaten
‘the safety of prescription drugs and other
critical elements of our nation’s healthcare

system.

This matter was_investigated by agents from
the HHS-0IG; the FDA’s Office of Criminal

Investisations; the Defense Criminal

Investigative Service of the Department of
Defense; the Office of the Inspector General
Jor.the Office of Personnel Management, the
Department of Veterans  Affairs;  the
Department of Labor; TRICARE Program
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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
another 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
partnership between the two departments has
Jocused 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 settlements,
Jjudgments, fines, restitution, and forfeiture in
health care fraud matters pursued under the
False Claims Act and the Food, Drug and

Cosmetic Act.

The company’s unlawful promotion _of

certain_prescription _drugs, its failure to

report _certain _safety data, and its civil

 liability for alleged false price reporting

practices.

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 ﬁ{tfther




alleges that GSK sponsoved dinner programs,

lunch programs, spa programs and similar

activities to promote the use of Paxil in

children and adolescenits. GSK paid a speaker

to talk to an audience of doctors and paid for

: the meal or spa treatment for the doctors who

B attended

-Between 2001 and 2007, GSK failed to

include certain safety data about Avandia, a

_ diabetes dmg.

The mtssmg mformauon mcluded data

. _gardmg certam post-marketmg studws, as'
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- | :well o dam regardmg two : Studtes_'_ o

L undertaken _in respanse ta European

'regulators concems = abomf 'thé '

cardmvascular safety of' A vtmdm Smce 200 7

the FDA has added twe black box wammg_

g to the Avandia label to alert phvszcmns_ abou_t

the 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 criminal fine in the amount of $242,612,800

Jor its unlawful conduct concerning Avandia.

It also includes allegations that GSK paid
kickbacks to health care professionals to

induce them to promote and prescribe these
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drugs as well as the drugs Imitrex, Lotronex,
Flovent and Valtrex. The United States alleges
that this conduct caused false claims to be

submitted to federal health 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.”

The details of abovesaid report is annexed at “Exhibit — O”,

42.6. That, the case of Petitioner is on highest footing of getting

compensation because here the case is of loss of life. Constitution

Bench of Hon’ble Supreme Court in the case of Anita Kushwaha
Vs. Pushap Sadan (2016) 8 SCC 509, has ruled that the life of

Indian Citizen is not less pricy than the life of people in England

or anywhere. But in India the rights are more precious.

1t is ruled that;

“18... Bose, J. emphasised the importance of
the right of any person to apply to the court
and demand that he be dealt with according
to law. He said: (Prabhakar Kesheo
case [Prabhakar Kesheo Tare v. Emperor, AIR
1943 Nag 26 : 1942 SCC Online MP 78] ,

L. 7. 7 P 0.

- 8CC Cndine MP para 1j

“1.... The right is prized in India no

less highly than in England, or |

indeed any other part of - the

Empire, perhaps even more highly
here than elsewhere; and ,- it is

zealously guarded by the courté\.: &




42.7. That, Hon’ble Civil Court in Pune has granted a
compensation of Rs. 100 Crores for defamation of half an hours
news mistaken identity. Said fact was also taken in to
consideration by Hon’ble Bombay High Court in the case of
Veena Sippy Vs. Mr. Narayan Dumbre &amp; Ors. 2612 SCC

OnLine Bom 339. It is observed as under;

“20....We must state here that the
Petitioner in person has relied upon an
‘interim order passed by this Court in
First Appeal arising out of a decree
- passed in a suit. The decree was
. .passed .in a suit filed by a retired

- Judge c_if the Apex Court wherein he

59

- “claimed compensation on account of act - -

of - defamation.  Considering - the

) ~evidence on record, -the Trial Cou,rt_-'- .

passed a decree for payment of
damages of Rs. 100/- crores. While
admitting the Appeal and while
considering the prayer for grant of
stay, this Court directed the 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
investment of the amount of Rs. 20/-
crores till the disposal of the Appeal.
The interim order of this Court has

been confirmed by the Apex Court.

23....
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i. We hold that the detention of the
Petitioner by the officers of Gamdeuvi
Police Station from 5% April, 2008 to
6th April, 2008 is illegal and there has
been a gross violation of the
fundamental right of fhe Petitioner
guaranteed by Article 21 of the

Constitution of India.

ii. We direct the 5% Respondent-State
of Maharashtra to pay compensation of
Rs. 2,50,000/- to the Petitioner
together with interest thereon at the
rate of 8% per annum from 5% April,
2008 till the realization or payment. We
direct the State Government to pay
costs guantified at Rs. 25,000/ - to the
Petitioner. We grant time of six weeks
to the State Government to pay the
said amounts to the Petitioner by an
account payee cheque. It will be also
open for the fifth Respondent - State
Government to 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,

i, 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

aduvised.

el ey
ey

g metoy
BABIE U

3




iv. Petition stands dismissed as

against the Respondent No. 4.

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

this Judgment.

4_2.8. That, based on the abovesaid prinbiples and comparing with
the seriousness of the loss of life éaused and consequential harm
) _caused to the Petltloner the Petitioner is at least entitled for a
'.compensatzon of Rs 1000 Crores For which the Petltzoner 1s

| gomg to 1n1t1ate a separate approprlate legai proceedmgs for

" "gettmg compensation of Rs 1000 Crores Whmh WIH take some_ h

S .t1me

.42.9. Thai the ..P.etitioher lost her only son. Who was just 23 year
old. Her loss can neither be explained in words nor can be
compensated in terms of money. Only some sort of succor can be
done by awérding | bomﬁehsation. The petitioner’s claim for
compensation is more intended to put deterrence among other
officials and thereby to save similar deaths. Hence, it is just and
necessary that an interim compensation of Rs. 100 Crores be

granted to the Petitioner in the writ jurisdiction.

PRAYERS: It is therefore humbly prayed for;

) CB.I be directed to treat this petition as F.LR. and
prosecute the foender as done by Hon’ble Supféme
Court in "-,_'.the éase of Noida _Entrepreneurs
Association V. Noida (2011) 6 SCC 508 and




followed by this Hon’ble Court m the matter
between Param __ Bir _ Sipgh v. State of
Maharashtra, 2021 SCC OnLine Bom 516.

ii) C.B.I be further directed to immediately start
custodial interrogation of the accused and take use of
scientific tests like Lie Detector Test, Brain Mapping
Test and Narco Analysis Test to unearth the
complete conspiracy and to save the life of Indian

Citizen;

iii) Direction to Respondent No. 1 ie. State of
Maharashtra to pay an interim compensation of Rs.
100 crores to the Petitioner forthwith and then to
recover it from the guilty officials responsible for
death of the Petitioners citizen by their deliberate and

unlawful act of commission and omission.

iii) Any other order which this Hon’ble Court deems fit

and proper in the facts and circumstances of the case.

AND FOR THIS ACT OF KINDNESS THE PETITIONER
AS IN DUTY BOUND SHALL EVER PRAY.

Petitioner

M \ AT
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VERIFICATION

I, Smt. Kiran Yadav, 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 legal advice

which I believe to be true and correct.

Solemnly affirmed at Bombay );
. This - day of November, 2021 )  BEFORE ME
Smt. _Ki;rail Yadav
(Petitioner)
~ BEFOREME
" e ,Qﬂz
Mehra & Siddhi Dhamnaskar | Adv.S.N. Dtgnage
Notary Govt. Of India
(1-23521) MAH/5888/2018 ‘& (E-30853)MAH/5734/20620 Regd. No. 15376 MUMBA! (MS)
Address: 2 & 3, Kothari House, 404405, 4th Floor, Davar Housa,
1971489, Near Central Camera Bldg..
5/7 Qak Lane, A R Allana Marg, DN, Road. Fort, hiumbai - 400001,
Near Burma ]?urma Restaurant, NOTED & REGISTERED
Fort, Mumbai 400 023,

Email: advsiddhidhamnaskar@gmail.com
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' U A
“ExHiBIT__ B

- IN THE HIGH COURT OF BOMBAY AT GOA

“ WRIT PETITION No. 1820 of 2021

IH TﬁE MA’I‘TER OF

Mr Nelson Paulc Femandes & Another _
Chiveeeans Petitioners

R :.'V:f,_r‘:sﬁﬂ S
IR g...Respondents B
~ ‘COUNTER AFFIDAVIT ON BEHALF OF ANSWERING

RESPONDENT NO. 6 (MINISTRY OF HEALTH & FAMLY T
WELFARE GOVI‘ OF INDIA} R

1, Satyendra Smgh, S/o Sh. Phool Smgh aged about'
41 years, working as Under Secretary COVID Vaccination
Administration Cell in the Ministry of Health and Family
Welfare, Nirman Bhawan, New Delhi do hereby solcmnly
affirm and sincerely state as follows

That, [ am well acqumnted with the facts of the case
from the records. I am filing this Counter Affidavit on
behalf of the Ministry of Health & Family Welfare,

Govt. of Indxa as | am authonzed to do so.

TRUE COPY Rﬁ%L

08 (){J'{ W)

ADVOCATE FOR__{Je ) oy .




2. 1have perused the Writ Petition of the petitioner and
1 deny the averments made therein, except those
that are specifically admitted hereunder.

3. 1 humbly submit that, the Petitioner has filed this
writ petition seeking directions predominantly as
against the State Government. However, since we are
also made a party, I am filing this counter affidavit.

4. That, it is humbly submitted by the Answering
Respondent No. 6 that, instead of traversing various
allegations para-wise, this respondent deems it

appropriate to counter the whole set of the facts in
this matter as follows:

It is submitted that in the Writ Petition the petitioner

has prayed the interim prayer as follows: -

“l. For an appropriate Writ, order or direction,

thereby quashing the circular dated 13/07/2021
issued by respondent no. 2 (Director, Directorate
of Education, Gout of Goa).

For an appropriate Writ, order or direction,
ereby directing the respondent re. 1 and 2
ate of Goa and Director, Directorate of
ucation, Govt of Goa} to consider the
pefitioner’s representations dated 30/07/2021

and 11/08/2021 and to issue a corrigendum




@&

thereby making the vaccination by the. teac:‘ung
and non-teaching sta)f)" voluntary. -
3. For an interim reheﬁ staying the operatzon of
 diroulars dated 16/07/2021, 28/07/2021 and
_ 16/ 08/2021 theneby chractmg the respondent No
““2and 3 (Headmtstress, Little Flower of Jesus
-é.:-..-‘:.:mgh School) not to take any coerave |
- 3"._-'measures/actwns : agamst the petmoners .
-pendmg the hearmg and ﬁnal dxsposal of g_:
'petzttom LR S "
- 4 Forexparte relxefm termsofpmyerdause3 u

‘Itis furthcr humbly subxmttcd that the mattcr has - S
‘been cxammed and from theprayer(atparal 2&3 . oo
abovel and_the statcmenta of the petitioner in ‘the

writ petition, it is evidently clear that the grievances

of the petitioner in the prayer is related to the
Departments of State

Government of * Goa
- {Respondent No. 1 and 2).

That, it is further humbly submitted that the

anncxures as mentioned in the Writ Petition by the




That, it is further submitted that the subject matter
of the present Petition does not fall within the

domain of the Answering Respondent No. 6 (Union of
India).

That, it is further humbly submitted that however,
since this matter is related to vaccination, and Union
~ of India is the respondent no. 6; thus, it is pertinent
to present the stand of Union of India with regards to
vaccination. It is humbly submitted that vaccination
for Covid-19 is a matter of social obligation and is of
a larger public interest. As a responsible citizen
looking to contribute in the nation and humanity’s
fight against the Pandemic of Covid-19 inféctjon, it is
natural that every person would get her/himself
vaccinated against Covid-19 sc as to prevent the

spread of Covid-19 infection in the community.

That, it is further humbly submitted that the
directions and guidelines released by Government of
“India and Ministry of Health and family Welfare, do

not entail compulsory or forcible vaccination against

M\’};{ g g 007 e
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citizens of India on the basis of their vaccination

status.

10. That, it. is duly advised, advcrtiscd and
. communicated by ‘MoHFW through various pnnt and
social media platforms thet all citizens shouid get
vaccmatcd but this in no way mehes ‘that any
pcrson can be forced to be vaccmated against
her[htswishes R ' E—

i 11 That as pcr the e:nstmg gmdehnes, there :s 1o
. . prOVS,SmnS for f.orcmg _Emy .cmzen to book | : )
appomtmam for Ccmd Vaccmatxon on Co- WiN or -
vxsmng Covid Vaccmanon Center for vaccmauon 1{ a
- person above the age of 18 years. visits a. Covzd
”"”"“Vaccin’a?tron Centre by hcrfhlsrchotce~f9t vacc;natxo

P—

and asks for the same, it implies that she/he is
voluntarily coming to the.center to get ‘(he benefit of -
Covid Vaccination.

12. Therefore, it is humbly submitted that in order to
prevent the transmission and spread of Covid-19
pa;ndemm, it is expected that all responsible cmzens

P especially the teachers who are also the ‘role models /7™
/ Q\BBL?E\ and influencers for the society get themselved/.
' yaccinated as soon as possible against Covid-19 and

RY

meticulously follow Covid Appropriate Behaviour.

W
M”Bsocrzmi




13. Prayer:

It is therefore most humbly prayed that, this Hon’ble
Court may be Pleased to admit this Counter Affidavit
on behalf of Answering Respondent No. 6 (Union of
India) on this petition for the ends of justice.
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VERIFICATION:

Verified at New Delhi on October 08, 2021 that the
contents of this affidavit are true and correct to the best of
my knowledge and belief and no part of it is false thereof,

and no material fact has been canceled therefrom.
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BERIEE
Home Secretary

NG GEPR
Government of ln;lia
North Block,
New Dethi

D.O. No. 40-3/2020-DM-1(4) 22nd August, 2020

AJAY BHALLA, 1A

Dear _C_\r_\'\aﬁw &Q(MW/

Please refer to Ministry of Home Affairs’ Order of even number
dated 29.07.2020 whereby Guidelines for Unlock-3 have been issued.

2. 1 would like to draw your kind attention to para-5 of these
guidelines which clearly state that there shall be no restriction on
inter-State and Intra-State movement of persons and goods. No
separate permission/ approval/ e-permit will be required for such
“movements. This includes movement of persons & goods for cross

* land border trade under Treaties with neighboring countries. . o

3. It has, however, ‘been reported that local ‘level restrictions on
‘movement ‘are being imposed by various . districts/States. - Such
_ restrictions are creating problems in inter-State movement of goods and
" services and are impacting the supply chain, resulting in. disruption of
economic activities and employment, besides affecting supply of goods
and services. = A _ e SEEEV AT

4, Such restrictions -at local level imposed by the District
Administration or by the State Government, amount to violation of the
guidelines issued by MHA under the provisions of Disaster Management
Act,2005. . . T

5. I would, therefore, request that no restrictions may be imposed on

“'inter-State and intra State movement of persons and goods and services
and instructions issued to ensure that MHA guidelines mentioned
above are strictly followed.

With regards,
Yours sincerely,

WW

(Ajay Bhhlla

Chief Secretaries of All States
(As per Standard List attached)
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In the High Court of Gauhatit
(BEEORE MICHAEL ZOTHANKHUMA AND NELSON Salto, 11.)

Re Dinthar Incident
Versus
State of Mizoram and Others .
Co : WP(C)/37/2020
Decided on July 2, 2021
Advocates who appeared in this case :
Advocate for the Petitioner: Mr. Zochhuana (Amicus Curlae)
Advocate for the Respondent: Mr. C. Zoramchhana
ORDER
1. The proceeding is conducted via remote Video Conference.
2, Heard Mr. Zochhuana, the learned Amicus Curiae and Mr. C. Zoramchhana,
learned Additional Advocate General for the State of Mizoram., -
3. The case has been listed today as opportunity had been given to the learned
Additional Advocate General to obtain instructions with regard to Clause 5(2), 6{1)
and 6(5) of the Standard Operating Procedure (SOP) dated 29.06.2021.The above
- clauses requires all persons in the State of Mizoram to be vaccinated or else they
would not be allowed to leave their houses to procure/obtain essential items/goods or .
-earn their livelihood by working in shops/stores, driving public/commercial transport
~vehicles etc. The other issue to be taken up today is with regard to the requirement of
~obtaining a pass or permit from the Deputy Commissioner, Aizawl for travelling
outside Mizoram Il‘l terms of the notzce No C 16011/298/2020 DC(A)/PT II dated
26.06.2021, -

‘4. With regard to the requnrement of obtammg a pass or permlt from the Deputy '
Commissioner, Alzawl for travelling outside -Mizoram 'in terms of the notice No.
C.16011/298/2020~DC(A)/PT-II dated 26.06.2021, the learned Additional Advocate
General has submitted Notice No. C.16011/298/2020-DC(A)/Misc dated 01.07.2021
|ssued by the Deputy Commissloner, Aizawl, the content of whlch is as foHows —

“NOTICE :
‘Movement of vehicles have been restricted in some parts of Assam due to the
“area being declared as a containment zone/area. And it is learnt that due to this
restriction some people used to have difficulties moving around. Therefore, in an
effort to facilitate easy movement of travelers passing through Assam from Mizoram

(by road) to Exit Perrmit may be issued on being applied as stated befow.

This will supersede the earlier Notff.rcat}on issued vide No. C.16011/298/2020-DC

(A)PE-IT Dt. 26.06.2021. i

1. The application may be subm;tted to the Deputy Commissioner, Aizawl
through mcovid19.mizoram.gov.in (mPASS Exit Permit)

2. The applicant shall specify hisfher name, address, phone number, final
destination and the date and time-of his/her proposed journey along with the
reason for his/her journey and véhicle Registration number as prescribed in
the Permit application form.”

5. On perusal of the above Notice dated 01.07.2021 issued by the Deputy
Commissioner, Aizawl, which has been made in supercession of the earlier notification
dated 26.06.2021, we are of the view that the Notice dated 01.07.2021 has clarified

TRUE COPY
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the earlier notification dated 26.06.2021, besides showing that Exit Permnit is not a
‘mandatory requirement for people wanting to leave the State. Accordingly, the said
issue is closed. However, the State respondents will ensure that If similar notifications,
like the earlier notification dated 26.06.2021, has been issued by other Deputy
Commissioners from other Districts, the Deputy Commissioners in the other Districts
should also issue a similar Notice dated 01.07.2021, which is reproduced above.

6. For a better understanding of the other issue involved, i.e. the iegality of Clause
5{2), 6(1) and 6(5) of the Standard Operating Procedure (SOP) dated 29.06.2021, the
Order dated 01.07.2021 passed by this Court is reproduced below:—

“The proceeding s conducted via remote Video Conference.

2. Heard Mr. Zochhuana, the learned Amicus Curiage as well as Mr. C.
Zoramchhana, learned Additional Advocate General.

3. The learned Additional Advocate General submits that though he has received
some instructions from the Deputy Commissioner, Aizawl with regard to the Notice
dated 26.06.2021, he needs further instruction on the matter and in this regard, he
will be communicating with the concerned Deputy Commissioner today.

- 4. In view of the partial opening up of the current restrictions in place in the
State, the Chief Secretary, Mizoram has issued Order dated 29.06.2021 along with
the Standard Operating Procedure (SOP) to be implemented w.e.f. 4:00 AM of
30.06.2021 till midnight of 15.07.2021. The specific restrictions that had been
brought to the notice of this Court is with respect to Clause 5(2) which in effect
does not aflow non-vaccinated individuals to go outside their house/compound.
Clause 6(1) and 6(5) restricts non-vaccinated individuals from manning shops,
stores, undertaking any works and driving of public transports and commercial
vehicles.

5. Clause 5(2), 6(1) and 6(5) of the latest SOP dated 29.06.2021 are reproduced
below:—

“5. Other restrictions

2) Persons going outside shall mandatorily cover their faces (with face mask
or other materials). In case of compelling circumstances, only vaccinated
individuals of the family members may be detailed for errands within and
around localities having significant COVID-19 active cases.

6. Permitted And Regulated Activities

1) Only vaccinated individuals should be engaged for manning shops
and stores or undertaking any works., Shop/stores attendants and other
employees should be able to produce proof of vaccination, which will be
regularly checked by the police/LLTF/VLTF/COVID-19 executive duty.

5) Commercial passenger vehicles (city bus, taxi and two wheeler taxi)
allowed to resume operation shall mandatorily provide hand-sanitizer for
their passenger and they shall not exceed their seating capacity. Only
Drivers and conductors who had been vaccinated should be allowed to
operate public transports.”

6. A perusal of the above clauses implies that all persons would require to be‘
vaccinated or else they cannot leave their houses or earn their livélihcod with.
regard to activities mentioned in the said clauses.

7. The question that would arise for consideration with regard to the above
clauses is whether a person can be vaccinated against his will and whether the non-
vaccination of the said individual can debar hirm from earning his livelihood, keeping
in mind the fundamental right of a person to pract.rce any profession, or to carry on
-any - occupation - or trade- or business- under Article 1801} g} -end - his-right te
livelihood in terms of Article 21 of the Constitution. Though the State can make a
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law Imposing reasonable restrictions in the exercise of any of the rights conferréd
under Article 19, so fong as the said restriction is a reasonable restriction, no such
law has been made by the Government and in any event, the abave mentioned
clauses do not appear to be reasonable.

8. In the case Registrar General, High Court of Meghalaya v. State of Meghalaya,
PIl. No. 6/2021, the Division Bench was seized of a matter, wherein the State of
Meghalaya, through various orders of the Deputy Commissioners, had made it
mandatory for shopkeepers, vendors, local taxi drivers and others to get themselves
vaccinated before they could resume their businesses. The Division Bench of the

. Meghalaya High Court in jts Order dated 23.06.2021 in PIL No. 6/2021 held that
vaccination cannot be mandatory and non-vaccination can never affect a major
fundamental right, i.e. right to life, personal liberty and livelihood, especially when
‘there exists no reasonable nexus between vaccination and profibition of
“continuance of occupation and/or profession.

9, In the meantime, it has also been brought to our notice that a notification was
issued by one associatfon which allows the participation of only vaccinated
individuals to participate in a particular sport. The said instructions seem to have
been made in pursuance to the SOP dated 29.06.2021. There being a possibility of
marny interpretations of the above rmentioned clauses being made by various Local

- Level Task Force/Village Level Task Force (LLTFs/VLTFs) or associations etc, while

issuing guidelines, directions and orders, it would be prudent to reconsider them,

- Jest it causes chaos. Though the above ment:oned clauses of the SOP have been

~made for the greater good, the authorities shall have to bear in mind the fact that

executive instructions have to be issued m consonance w;th the fundamental nghts _'

of the citizens and the Constitution.

10, Though we are prima facie inclined to stay the above clauses the learned
Additional Advocate General has submitted that he will take up the matter with the .
authorities today itself so that necessary amendments are made to the SOP fssued
on.29.06.2021. '

11. In view of the undertaking given by the !earned Add.rtfonal Advocate General T '_ -

| the case be fisted again tomorrow l.e., 02.07.2021."
“o 7. With respect to the validity of Clause 5(2), (1) and 6(5) of the SOP dated
29.06.2021, the learned Additional Advocate General has submitted a letter dated
01.07.2021 issued by the Under Secretary to the Government of Mizoram, Disaster
Management & Rehabilitation Department, which is to the effect that the State
Government can make restrictions under the Disaster Management Act, 2005,
curtailing the fundamental rights of a citizen, for the purpose of preventing the spread
‘of Covid-19 and for mitigation of disaster. It is also stated in the said letter dated -
.01.07.2021 -that unless shopkeepers, drivers and - their employees have been
vaccinated, they could become a super spreader of the covid virus, s
8. The' Iearned Additional Advocate General also submits that the State Government .
has made arrangements for mass vaccination of the people of the State free of cost::
and the 'said vaccination process is under way. He submits that the first dose of -

Covishleld:vaccination has been given to 5,19,452 persons (i.e. 67% of the eligible. .

persons) as:on date, He submits that the target for Covishield vaccination (first dose) ;
iz 7,75,106 persons. However, he submits that he cannot say as to how many mokés:.
months would be required for completion of the first dose of the vaccine on the-.,
targeted eligible persons.

9. The learned Additional Advocate General submits that as the restrictions imposed
are reasonable restrictions made in larger public interest, the State Government would
like to retain the above clauses in gquestion in the SOP dated 29.06.2021.

10. Mr. Zochhuana, the learned Amicus Curiae submits that restrictions made
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under Disaster Management Act, 2005 cannot be said to be reasonable restrictions, as
provided under Article 19(2) of the Constitution. Further, the restrictions imposed in
the SOP discriminates between vaccinated and un-vaccinated persons, thereby
violating Article 14 of the Constitution. He further submits that the restrictions that
are imposed against un-vaccinated persons in the above mentioned three clauses,
being in violation of the fundamental right to life and livelihood, the said clauses
should be set aside or modified. He further submits that besides the above three
clauses, Serial Nos. 31 & 42 of Annexure-3 of the SOP dated 29.06.2021 would also
have to be set aside or modified as un-vaccinated persons are being discriminated
against.
11. We have heard the learned counsels for the parties.

12. As per Clause 5(2) of the SOP dated 29.06.2021, un-vaccinated persons cannot
leave their houses vis-a-vis vaccinated persons (first dose). The submission made by
the learned Additional Advocate General clearly shows that 33% of the targeted
persons are stilt to be vaccinated. There can be any number of reasons for a person {0
leave their house, for exampie, it could be for the purpose of procuring essential
supplies, like food-stuff, medicines, attending to their near and dear/sick ones etc.
However, the said clause has virtually put them under house arrest in viclation of
Article 21 of the Constitution of India, while persons who have been given the first
dose of vaccine are allowed to leave their houses/compounds. Thus, on the ground of
discrimination alone, Clause 5(2) is arbitrary. When the SOP requires all persons to
cover their faces and to adhere to covid protocols as mentioned in the above S0P,
there should not be any discrimination against un-vaccinated persons, as the Covid
protocols are also applicable to un-vaccinated persons.

13, With respect to Clause 6{1) and 6(5) of the SOP, there is discrimination at
large, as persons who have been vaccinated with the first dose of the vaccine are
allowed to earn their livelihood, but not the un-vaccinated persons. There is nothing to
show that vaccinated persons {first dose) cannot be infected with the corona virus or
that they cannot be spreaders. If the vaccinated person and un-vaccinated person
cover their face with a mask, as per the covid behavior protocols laid down by the
State respondents, there is no reason to discriminate only against un-vaccinated
persons.

14. It has been brought to our notice that even persons who have been vaccinated
can still be infected with the covid virus, which would in turn imply that vaccinated
persons who are covid positive, can also spread the said virus to others. It is not the
case of the State respondents that vaccinated persons cannot be infected with the
covid virus or are incapable of spreading the virus. Thus, even a vaccinated infected
covid person can be a super-spreader. If vaccinated and un-vaccinated persons can be
infected by the covid virus and if they can both be spreaders of the virus, the
restriction placed only upon the un-vaccinated persons, debarring thermn from earning
their livelinood or leaving their houses to obtain essential items is unjustified, grossly
unreasonable and arbitrary. As such, the submission made by the learned Additional
Advocate General that the restrictions made against the un-vaccinated persons vis-a-

. vis the vaccinated persons is reasonable does not hold any water. As the vaccinated

and un-vaccinated persons would have to follow the covid proper behavncr protocols as
per the SOP, there Is no justification for discrimination.

15. Due to the above reasons, we find that Clause 6(1) and 6(5) of the SOP are also
violative of Article 14 of the Constitution, especially when achieving the target for
vaccinating the targeted popufation may take many more months, in which case
unvaccinated persons would be deprived of their right to livelihood, which would in

PP P Y TP SO gy Ty - . aaakn E ol s b -
turn viclate their fignt Lo Inc,' which are guarantead- wunder Ath‘:!e 231 .of -the

Constitution. The above mentioned clauses in the SOP basically implies that all
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individuals should be vaccinated, thereby giving rise to an inference that an individual
cannot be allowed to opt out from being vaccinated. As can be seen from the earlier
Order dated 01.07.2021 which has been reproduced, the Division Bench of the
Meghalaya High Court in Registrar General, High Court of Meghalava v. State of
Meghalaya, PIL. No. 6/2021 held that though vaccination is an absolute necessity, “a
harmonious and purposive construction of the provisions of law and the principles of
equity, good conscience and justice reveals that mandatory or forceful vaccination
does not find any force in law leading to such acts being liable to be declared ulftra
vires ab initio.

16. The Issue at hand is the embargo placed against un-vaccinated individuals from
being employed in shops and driving public/commercials vehicles. The fact that the
State Government has not achieved its target of vaccinating all the eligible persons as
stated by the learned Additional Advocate General, the State respondenis cannot
debar un-vaccinated persons from being employed in shops or driving
commercial/public transport vehicles. The un-vaccinated citizens of the State cannot
be faulted, due to the States' failure in not completing the vaccination of the targeted
population.

. 17, With regard to the contention of the learned Additional Advocate General that
. the'State Government can make restrictions curtailing the Fundamental Rights of the
citizens under the Disaster Management Act, 2005 (hereinafter referred to as the
YACt™), by way of the SOP, the same in our cons:dered view is clearly not sustainable,
as the said clauses in the SOP which are in issue in the present case cannot be said to
be reasonable restrictioris made in terms of Article 19(6).. A restriction cannot be
‘arbitrary or of a nature that goes beyond the requirement of the interest of the general
public. Though no general pattern or a fixed principle can be laid down so as to be
universal in application, as conditions may vary from case to case, keeping in view the
prevailing conditions and surroundings circumstances, the requirement of Article 19(6)
of the Constitution is that the restriction has to be made in the form of a law and not
-~ by way of an executive instruction. The preamble of the Act clearly states that it is an
" Act to provide an effective management of the disasters and for matters connected
- ‘therewith or incidental thereto. There is nothing discernible in the Act, to show that
- ‘the said Act has been made for imposing any restriction on the exarcise of the rights
‘conferred by Article 19 of the Constitution. Further, the SOP dated 29.06.2021 is only
an executive instructions allegedly made under Section 22(2)(h) & Section 24(1) of
the Act and not a law. The provisions of Sections 22 & 24 only provides for the
functions and powers of the State Executive Committee in the event of threatening
disaster situation or disaster. It does not give any power to the State Executive
Committee to issue executive instructions discriminating persons with regard to their
‘right to liberty, livelihood and life and v:o!attng the fundamenta! rlghts of the c:tlzens, '
which is protected by the Constitution.

18. The SOP provides that vaccinated persons, who are employed in shops/stores
and to drive transport/commercial vehicles should wéar -mask and adhere to all proper

" covid protocols. If an un-vaccinated person is to beimade to adhere to the same
protocols, there can be no difference in the work, of & vaccinated or un-vaccinated
person. As such, the restriction placed upon un- -vaccinated persons only’ due to non-
vaccination is unreasonabie and arbitrary.

19. In view of the reasons stated above, we hold that the restrictions placed upon
un-vaccinated individuals vis-a-vis vaccmated individuals in terms of Clause 5(2), 6
(1), 6(5), Serial No. 31 & 42 of Annexure-3 of the SOP dated 29.06.2021 are arbitrary
and not in consonance with the provisions of Article 14, 19 & 21 of the Constitution.
The sald impugned clauses are interfered with, to the extent that the allowances
available and given to vaccinated persons in the above clauses shall also be made
equally applicable to un-vaccinated persons. The State respondents are accordingly
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directed to issue a corrigendum of the SOP dated 29.06.2021 at the earliest
incorporating the above directions.

20. The Order dated 29.06.2021 issued by the Chief Secretary Mizoram with the
enclosed SOP dated 29.06.2021, the letter dated 01.07.2021 issued by the Under
Secretary to the Government of Mizoram, Disaster Management & Rehabilitation
Department and the Notice dated 01.07.2021 issued by the Deputy Commissioner,
Aizawl are made a part of the record and marked as Annexure-X, Y & Z respectively.

21. List the matter again on 14.07.2021.

* Principal Bench at Guwahati

Disclaimer: While evary effort i made to avold any mistake or omisston, this casenote/ headnote/ judgment/ act/ rule/ reguiation/ circular/
notification is being circulated on the condition and understanding that the publishar would nat be kable In any manner by reason of any mistake
or omission or for any action taken ar omitted ko be taken or advice rendared or accepted on the basis of this dasenote/ headnote/ judgment/ act/
rube) regulationf cireutsr/ notification. All disputes will be sybjact exciusively to jurisdiction of courts, tribunals and forums at Lucknow only. The
authenticity of this text must be verified fram the original seurce,
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In the High Court of Gauhatit
(BEFORE NANI TAGIA, 3.)

Madan Mili
Versus

Union of India, Represented by the Honble Home Secretary and

Others _ .

Case No.: PIL 13/2021
Decided on July 19, 2021

Advocates who appeared in this case :

Advocate for the Petitioner: Debasmita Ghosh, Ebo Mili, Chanya Bangsia, 5. Dey

Advocata for the Respondent: Marto Kato, ASG R. H. Nabam, Add! Adv. General,
AP,

The Order of the Court was delivered by ‘ : :

"NANI TAGIA, J.:— Heard Ms, D. Ghosh, learned counsel for the petitioner. Also
heard Mr. R. Karga, learned counsel appearing on behalf of Mr. M. Kato, learned ASG
for the respondent No. 1 and Mr. R, H. Nabam Iearned Add;tlonal Advocate General
representing respondent Nos. 2 & 3. -

2. By means of this Public Interest Lttlgatlon the petltloner has put to chaf!enge -
" Clause 11 of the Order dated 30.06.2021, issued by the Chief Secretary cum

Chairperson-state Executive Committee, _'Government of ‘Arunachal Pradesh, vide -
Memo No, - SEQC/DRR&DM/01/2011-12, © to ' the - extent . it - ‘provides. 'that for
" deveEopmentaI works in both public and private sector, temporary permits may be -
' 1ssued provided such persons are vaccinated for Covid-19. .

. 3. The petitioner contends that as per the RTI Information furntshed by the Mm:stry
. of Health & Family Welfare, which is available in the website of the Ministry of Health
‘and Family Welfare, Government of India, Covid-19 vaccination is not a mandatory but
a voluntary. A copy of the RTI Information available in the website of the Ministry of
Health & Family Welfare, Government of India, has been annexed by the petitioner as
~ Annexure 3 to the petition. The petitioner also refers to an answer  given on
19.03,2021 in the Lok Sabha to an Unstarred Question No. 3976 by the Minister of
State in the Ministry of Health & Family Welfare, Government of India (Annexure 4 to
the petition) stating that there is no provision of compensation for recipients of Covid-

19 Vaccination against any kind of side effects or medical complication that may arise e

due to inocculation. The Covid-19 Vaccination is entirely voluntary for the beneficiaries.
4. By referring to. the fact that the Covid-19 Vaccination is entirely a voluntary
exercise at the choice of an individual as indicated in the RTI answer and the answer
given in the Lok Sabha by .the Minister of State in the Ministry of Health and Family
Weifare, Government of India, as referred to hereinabove, the learned counsel for the
petitioner has contended that provision under C!ause 11 of the Order dated
30.06.2021, issued by the Chief Secretary cum Chairperson-State Executive
Committee, Government of Arunachal Pradesh, vide Memo No.
SEOC/DRR&DM/01/2011-12, allowing temporary permits to be issued for
developmental works in both public and private sector to only those persons who are
vaccinated for Covid-19, have interfered with the rights of the citizens provided under
Article 19 (1) (d) of the Constitution of India to move freely throughout the territory of
India. The learned counsel for the petitioner, therefore, has argued that since the.
Clause 11 of the Order dated 30.06.2021, issued by the Chief Secretary cum
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Chairperson-State Executive Committee, Government of Arunachal Pradesh, vide
Mamo No. SEOC/DRR&DM/01/2011-12, by aliowing to issue temporary permits for
developmental works in both public and private sector only to persons who have
vaccinated for Covid-19 Virus, have interfered with the fundamental rights granted
under Article 19 (1) {d) of the Constitution of India and the same may be struck down
by this Court in exercise of power under Article 226 of the Constitution of India.

5. Mr. R. H. Nabam, learned Additional Advocate General, on the other hand, has
submitted that due to the rising cases of Covid-19 positive in the State of Arunachal
Pradesh, the restrictions provided in Clause 11 vide Order dated 30.06,2021, issued by
the Chief Secretary cum Chairperson-State Executive Committee, Government of
Arunachal Pradesh, vide Memo No. SEOQOC/DRR&DM/Q1/2011-12, are reasonable
restriction as the same has been issued with the sole objective of containing the Covid
-19 pandemic and its further spread in the State of Arunachal Pradesh.

6. Issue notice, returnable on 28.07.2021.

7. As Mr. R. Karga, learned counse! appearing on behalf of Mr. M. Kato, iearned ASG
for the respondent No. 1 and Mr. R. H. Nabam, learned Additional Advocate General
representing respandent Nos, 2 & 3, have entered appearance and accepted notices on
behalf of their respective respondents, no formal notice need be issued to them.
However, they shall be provided with requisite extra-copies of the petition along with
relevant annexure appended thereto during the course of the day.

8. Heard on the praver for interim relief.

9. Ms. D. Ghosh, learned counsel for the petitioner, has prayed for an interim order
as the Clause 11 of the Order dated 30.06.2021, issued by the Chief Secretary cum
Chairperson-State Executive Committee, Government of Arunachal Pradesh, vide
Memo No. SEQC/DRR&DM/01/2011-12, in so far as it discriminates between persons
vaccinated and unvaccinated for Covid-19 Virus in so far as issuance of temporary
permits for developmental works in both public and private sector, have violated the
fundamenta! rights granted under Article 19 (1) (d) of the Constitution of India to
those unvaccinated persons and the order being valid on and from 30.06,2021 to
01.08.2021, the sald Clause 11 of the Order dated 30.06.2021, issued by the Chief
Secretary cum Chairperson-State Executive Committee, Government of Arunachal
Pradesh, vide Memo No. SEQOC/DRR&DM/01/2011-12, may be suspended in the
meanwhile. '

10. The Order dated 30.06.2021, issued by the Chief Secretary cum Chairperson-
State Executive Committee, Government of Arunachal Pradesh, vide Memo No.
SEQC/DRR&DM/01/2011-12, appears to have been Issued in exercise of powers
conferred under Section 22 (2) (H) of the Disaster Management Act, 2005, setting out
various directives to be followed in the management of Covid-19 pandemic to remain
in force w.e.f, 6.00 p.m. of 30.06.2021 til! 5.00 a.m. of 01.08.2021. The object of
issuing the Order dated 30.06.2021, issued by the Chief Secretary cum Chairperson-
State Executive Committee, Government of Arunachal Pradesh, vide Memo No.
SEQC/DRR&DM/01/2011-12, appears to be to contain Covid-19 pandemic and its
further spread in the State of Arunachal Pradesh. It is in that light, vide Clause 11i.0of
the Order dated 30.06.2021, It appears, that vaccinated and unvaccinated persons for
Covid-19 virus have been discriminated/classified into 2 (two) groups for the purpose
of issuing temporary permits for developmental works in both public and private
sector. Clause 11 of the Order dated 30.06.2021 reads as under:

“11. Tourist ILPs shall remain suspended during the period of this order, however
for developmental works in both public and private sector, temporary permits may

be issued provided such persons are vaccinated for COVID 19.”

- 3isWhite persons who are vaccinated for Govid-19-have been allewed to-be issusd. ...

with a permit to visit Arunachal Pradesh, persons who are not vaccinated with Covid-
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19 vaccine have not been allowed to be issued with a temporary permit to visit
Arunachal Pradesh for developmental works in both public and private sector.

12. The right granted under Article 19 {1) (d) of the Constitution of India to move
freely throughout the territory of India, however, is not absolute and the State may
impose a reasonable restrictions on the exercise of the rights under Article 19 (1) (d)
of the Constitution of India either in the interest of the general public or for the
protection of the interest of the Schedule Tribe. While putting any restrictions, as
above, such restrictions, however, must be a reasonable one conforming to the
reguirement of Article 14 of the Constitution of India as well. Article 14 of the
Constitution of India guarantees to every persons the right not to be denied equality
before the law or the equal protection of laws. “Equality before the law” means that
amongst equals the taw should be equal and should be equally administered and that
like should be treated alike. Classification of persons intoe groups for different
treatment of such groups is permissible if there Is a reasonable basis for such
difference, Article 14 of the Constitution of India forbids class legislation, but does not
forbid . classification  or differentiation which rests upon reasonable grounds of
distinction. The power of making classification, however, is not without limit. A
classification to be valid must be reasonable. It must always rest upon some real and
substantial distinction bearing reasonable and just needs in respect of which the
classification is made. In order to pass the test of permissible classification, 2 (two)
conditions must be fulfilled, namely, (i) the classification must be founded on an

intelligible differentiation which distinguishes persons or things that are grouped .-

" together from others left out of the group; and (i) the differentia must have a rationai
relation to the object sought to be achieved by such classification. :
13. In the instant case, the classification sought to be ‘'made between the
-vaccinated and unvaccinated persons for Covid-19 by Clause .11 of the Order dated
30.06.2021 for the purpose of issuing a temporary permit for developmental works in
‘both public and private sector in the State .of Arunachal Pradesh is undoubtedly to
contain Covid-19 pandemic and its further spread in the State of Arunachal Pradesh.
-There is no evidence avallable either in the record or in the public domain that Covid-~
19 vaccinated persons cannot be infected with Covid-19 virus, or he/she cannot be a
carrier of a Covid-19 virus and consequently, a spréeader of Covid-19 virus, In so far as
the spread of Covid-19 Virus to others is concerned, the Covid-19 vaccinated and
unvaccinated person or persons are the same. Both can equally be a potential spreader
if they are infected with Covid~19 Virus In them. This aspect of the matter came up for
consideration by this Court in WP(C)/37/2020 {In Re Dinthar Incident Aizawl v. State
of Mizoram Aizawl; in which case, this Court wde Order dated 02 07, 2021 in
. paragraph 14 thereof had observed as follows -
’ 14, It has been brought to our notice that even persons who have been
vaccinated can still be infected with the covid virus, which would in turn imply that
vaccinated persons who are covid positive, can also spread.the said virus to others.
It is not the case of the State respondents that vaccinated persons cannot be
infected with the covid virus or are incapable of spreading. the virus. Thus, even a
vaccinated infected covid person can be a super-spreader. If vaccinated and un--
vaccinated persons can be infected by the covid virus and if they can both be
spreaders of the virus, the restriction placed only upon the un-vaccinated persons,
debarring them from earning their livelihood or leaving their houses to obtain
essential jftems is unjustified, grossly unreasonable and arbitrary. As such, the
submission rmade by the learned Additional Advocate General that the restrictions
made against the un-vaccinated persons vis-a-vis the vaccinated persons is
reasonable does not hold any water. As the vaccinated and un-vaccinated persons
would have to follow the covid proper behavior protocols as per the SOP, there is no
Justification for discrimination.”
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14. Thus, if the sole object of issuing the Order dated 30.06.2021, by the Chief
Secretary cum Chairperson-State Executive Committee, Government of Arunachal
Pradesh, vide Memo No. SEQC/DRR&DM/01/2011-12, is for containment of the Covid-
19 pandemic and its further spread in the State of Arunachal Pradesh, the
classification sought to be made between vaccinated and unvaccinated persons for
Covid-19 virus for the purpose of issuing temporary permits for developmental works
in both public and private sector, vide Clause 11 thereof, prima facie, appears to be a
classification not founded on intelligible differentia nor it is found to have a rational
relation/nexus to the object sought to be achieved by such classification, namely,
containment and further spread of Covid-19 pandemic.

15. For the reasons stated hereinabove, it prima facie appears to this Court that
Clause 11 of the Order dated 30.06.2021, issued by the Chief Secretary cum
Chairperson-State Executive Committee, Government of Arunachal Pradesh, vide
Memo No. SEOC/DRR&DM/01/2011-12, in so far it makes a classification of persons
who are Covid-19 vaccinated and persons who are Covid-19 unvaccinated for the
purpose of issuance of temporary permits for developmental works in both public and
private sector in the State of Arunachal Pradesh violates Articles 14, 19 {1} (d) & 21 of
the Constitution of India calling for an interim order in the case. Accordingly, till the
returnable date, Clause 11 of the Order dated 30.06.2021, issued by the Chief
Secretary cum Chairperson-State Executive Committee, Government of Arunachal
Pradesh, vide Memo No. SEQC/DRR&DM/01/2011-12, in so far it discriminates
between Covid-19 vaccinated persons and Covid-19 unvaccinated persons for issuance
of temporary permits for developmental works in both public and private sector in the
State of Arunachal Pradesh, shall remain stayed.

16. List it on 28.07.2021.

* Itanagar Beanch

Disclaimer: While every effort Is made to avold any mistake or omission, this casenote/ headnote/ judgment/ act/ rule/ regulation/ <ircularf
notification is balng ciroutsted o the condition and understanding that the publisher would not be Hable In aay manner by reason of any mistzke
ar omission or for any actlon taken or omitted to be taken or advice renderad or accepted on the basis of this casenote/ haadnote/ judgmaent/ act/
rule/ reguiation/ circular/ notificetion. Afl disputes whl be subjedt exciusively to jurigdiction of courts, tribunals and forums at Lucknow orly. The
authenticity of this taxt must be verified from the orlginal source,
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Source: The Defender — Children’s Health Defense News & Views

Link:- https://childrenshealthdefense.org/defender/research-natural-

immunity-covid-brownstone-institute/

Date:- 10/19/21

By Paul Elias Alexander, Ph.D. - : e S -

81 -Résearch Studies Confirm Natural Immunity' to
| 'COVID ‘Equal’ or ‘Superlor to Vaccme Immumty

_ lee Brownstone Insz‘ztute hsts 81 of rlze Inahest-quallty complete, most iobusr -
- sczentlf [ studles cmd ewdence reports@os:tton stafemem‘s ‘on natura!

o lmmumty as compared to the C 0 VID«I 9 vaccme—mduced immt umty

T :-._,:';s_'w.:-_ﬁfﬁvg}a‘_‘ " .

o We__ 'shou_fd not.fo_rce COVID V_accines on Vanyone _when the evidence s_hoWé DR

that naturally acquired immunity is equal to or more robust and superior to

ex:stlng vaccines. Instead, we shouid EESDECT the 1wht of the bodlly mtegnty of

1nd1v1duals to demde for themselves

Public heaith ofﬁmals and the medical establishment with the help of the. N

politicized med1a are misleading the public with assertions that the COVID-19 = g

shots provide gre_ater protection than natural immunity.

Centers for Disease Control and Prevention {CDC) Director Rochelle

Walensky, for example, was deceptive in her Qctober 2020 published LANCET

statement that “there is no evidence for lasting protective immunity to SARS- .

CoV-2 following natural infection” and that “the comsequence of waning




immunity would present a risk to vulnerable populations for the indefinite

future.”

Immunology and virology 101 have taught us over a century that natural
immunity confers protection against a respiratory virus’s outer coat proteins,

and not just one, e.g., the SARS-CoV-2 spike glvcoprotein.

There is even strong evidence for the persistence of antibodies. Even the

CDC recognizes patural immunity for chicken-pox and measles, mumps and
rubella, but not for COVID-19.

The vaccinated are showing viral loads (very high) similar to the unvaccinated,

and the vaccinated are as infectious. Riemersma et al. also report Wisconsin

data that corroborate how the vaccinated individuals who get infected with
the Delta variant can potentially (and are) transmit(ting) SARS-CoV-2 to others

(potentially to the vaccinated and unvaccinated).

This troubling situation of the vaccinated being infectious and transmitting the
virus emerged in seminal nosocomial outbreak papers by Chau et al. (HCWs in

Vietnam), the Finland hospital outbreak (spread among HCWs and patients),

and the [srael hospital outbreak (spread among HCWs and patients).

These studies also revealed that the personal protective equipment (PPE) and
masks were essentially ineffective in the healthcare setting. Again, the Marek’s
ﬁj@_@ in chickens and the vaccination situation explains what we are
potentiélly facing with these leaky vaccines (increased transmission, faster
transmission, and more ‘hotter’ variants).

Moreover, existing immunity should be assessed before any vaccination, via an

accurate, dependable and reliable antibody test (or T cell immunity test) or be

i




based on documentation of prior infection (a previous positive PCR or antigen

test). Such would be evidence of immunity that is equal to that of vaccination
and the immunity should be provided the same societal status as any vaccine-

induced immunity.

~ This will function to mitigate the societal anxiety with these forced vaccine

~mandates and societal upheaval due to job loss, denial of societal privileges etc.
Tearing apart the vaccinated and the unvaccmatcd in a somety - separat:ng

S -them — is not medically or sc1ent1ﬁcally supportabie

- The .Brownstone__lnsti_tute previously documented 30 studies on natural =

immunity as it relates to COVID-19.

= ) Thls follow-up chart is the most updated and comprehenszve hbrary list of 81 of |
. the highest quahty, complete most robust sc1entlﬁc studles and ev;dence .
5 repc_)rts/_pos1t_1on__statem_ents _on_natgra_l ;mmur_nty as gompar_ed to the CO_VID-.I_9 o

vaccine-induced immunity and allows you to draw your own conclusion.

I’ve benefited from the input of many to put this together, especially my co-

- authors: ¢

« Dr. Harvey Risch, M.D., Ph.D. (Yale School-f Public Health)

"« Dr. Howard Tenenbaum, Ph.D. ( Facul . C 'i-‘:l‘\?Ie'dicine, Uni{fersity' of
Toronto) | |

» Dr. Ramin Oskoui, M.D. (Foxhall Cardiology, Washington)

« Dr. Peter McCullough, M.D. (Truth for Health Foundation, Texas)

+ Dr. Parvez Dara, M.D. (consultant, Medical Hematologist and Oncologist)

Ewdence on natural immunity versus COVID-19 vaccine induced

lmmumty as of Oct. 15:
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'Study / report title, author,
- and year published

1) Necessity of COVID-19
vaccination in previously
- infected individuals,

Shrestha, 2021
- 2) SARS-CoV-2-specific T
~ cell immunity in cases of

COVID-19 and SARS, and

2020

coronavirus disease 2019 (COVID-19) (n=

Predominant finding on natural immunity

“Cumulative incidence of COVID-19 was
examined among 52,238 employees in an

American healthcare system.

“The cumulative incidence of SARS-CoV-2

_infection remained almost zero among
- previously infected unvaccinated subjects,
“previously infected subjects who were

vaccinated, and previously uninfected subjects

who were vaccinated, compared with a steady
increase in cumulative incidence among
previously uninfected subjects who remained

unvaccinated.

- “Not one of the 1359 previously infected

subjects who remained unvaccinated had a

- SARS-CoV-2 infection over the duration of the -
study. Individuals who have had SARS-CoV-2
infection are unlikely to benefit from COVID-

19 vaccination...”

~ “Studied T cell responses against the structural
(nucleocapsid (N) protein) and non-structural

“(NSP7 and NSP13 of ORF1) regions of SARS-
- uninfected controls, Le Bert, . _

CoV-2 in individuals convalescing from




36).

“In all of these individuals, we found CD4 and
CD8 T cells that recognized multiple regions
of the N protein ... showed that patients (n=

-23) who recovered from SARS possess long-

- lasting memory T cells that are reactive to the

N protein of SARS-CoV 17 years after the

~ outbreak of SARS in 2003; these T cells

displayed robust cross-reactivity to the N

o -'_Pf.o'f?’in ofSARS—CoV-_Z.”

- “A retrospectnve observanonal study o :

o comparmg three groups

B _“(1) SARS CoV-2-na1vc mdlvzduals Who '_ S

: .- recelved a two- dose reglmen of the
- BioNTech/Pfizer mRNA BNT162b2 vaccine,

* - not been vaccin_ated:an_(_i 3 prgi?iously infected

| (2) previously infcéted individuals who have

- and single dose vaccinated individuals, found

o paraa 13 fold increased risk of breakthrough

" Delta infections in double vaccinated persons,

- 3) Comparing SARS-CoV-2

‘natural immunity to vaccine- ‘
~ - vaccinated relative to the natural immunity

- induced immunity:
_reinfections versus

:‘. breakthrough

- ; infections,Gazit, 2021

“and a 27 fold increased risk for symptomatic

breakthrough infection in the double

“ recovered persons ...

“ ... the risk of hospitalization was 8 times

higher in the double vaccinated (para) ... this




4) Highly functional virus-

specific cellular immune

response in asymptomatic
- SARS-CoV-2 infection, Le
' Bert, 2021

5) Large-scale study of
antibody titer decay

following BNT162b2 mRNA
j vaccine or SARS-CoV-2

“infection, Israel, 2021

analysis demonstrated that natural immunity

“affords longer lasting and stronger protection

against infection, symptomatic disease and
hospitalization due to the Delta variant of
SARS-CoV-2, compared to the BNT162b2

“two-dose vaccine-induced immunity.”

“Studied SARS-CoV-2--specific T cells in a

cohort of asymptomatic (n = 85) and

“ symptomatic (n = 75) COVID-19 patients after -

- seroconversion ...

“thus, asymptomatic SARS-CoV-2—infected

- individuals are not characterized by weak

antiviral immunity; on the contrary, they

“mount a highly functional virus-specific

cellular immune response.”

<A total of 2,653 individuals fully vaccinated

by two doses of vaccine during the study

_period and 4,361 convalescent patients were

- included.

“Higher SARS-CoV-2 IgG antibody titers
“were observed in vaccinated individuals
* (median 1581 AU/mL IQR [533.8-5644.6])
:. after the second vaccination, than in -
convalescent individuals (median 355.3

' AU/mL IQR {141.2-998.7]; p<0.001).




“In vaccinated subjects, antibody titers
decreased by up to 40% each subsequent
month while in convalescents they decreased

by less than 5% per month ...

"~ “this study demonstrates individuals who

“received the Pfizer-BioNTech mRNA vaccine

~  have different kinetics of antibody levels

compared to patients who had been infected

with the SARS-CoV-2 virus, with higher initial |

_levels but a much faster exponential decrease

. inthe first group.”

5 '_'-Researchers recorded “40 tentatlve re« >

' __':lnfecnons in 14 840 COVID 19 survwors of L

the ﬁrst wave (0. 27%) and 253 581 infections

in 8, 885, 640 individuals of the remaining

e _' general population (2.85%) translating into an

. . 0dds ratio (95% confidence interval) of 0.09

E (0. 07100.13).. relatively Iow re- mfecnon rate .

6) SARS-CoV-2 re-infection
- risk in Austria, Pilz, 2021

of SARS-CoV-2in Austrla

“Protection against SARS- CoV-2 after natural -
‘- infection is comparable with the highest

“available estimates on vaccine efficacies.”

_Additionally, hospitalization in only five out of
14,840 (0.03%) people and death in one out of
14,840 (0.01%) (tentative re-infection). 1




&7

| “Spike-specific T cells from convalescent

vaccinees differed strikingly from those of

infection-naive vaccinees, with phenotypic

features suggesting superior long-term

7) mRNA vaccine-induced

persistence and ability to home to the

SARS-CoV-2-specific T cells
recognize B.1.1.7 and B.1.351
variants but differ in
longevity and homing
properties depending on

prior infection status,

- Neidleman, 2021

respiratory tract including the nasopharynx.

“These results provide reassurance that

_ vaccine-elicited T cells respond robustly to the
"B.1.1.7 and B.1.351 variants, confirm that
convalescents may not need a second vaccine

dose.”

“Months after recovering from mild cases of

- COVID-19, people still have immune cells in

their body pumping out antibodies against the

' virus that causes COVID-19, according to a

study from researchers at Washington

“University School of Medicine in St. Louis.

“Such cells could persist for a lifetime,

- churning out antibodies all the while.

“The findings, published May 24 in the journal
Nature, suggest that mild cases of COVID-19 ‘

--8) Geod news: Mild COVID-
.19 induces lasting antibody
protection, Bhandari, 2021

- 9) Robust neutralizing

leave those infected with lasting antibod

protection and that repeated bouts of illness are .‘

likely to be uncommon.”

“Neutralizing antibody titers against the




Yo

- antibodies to SARS-CoV-2  SARS-CoV-2 spike protein persisted for at
_infection persist for months, least 5 months after infection.

Wajnberg, 2021 |
) & “Although continued monitoring of this cohort

~will be needed to confirm the longevity and
‘potency of this response, these preliminary
results suggést that the chance of reinfection

may be lower than is currently feared.”

“Concurrently, neutralizing activity in plasma
. decreases by five-fold in pseudo-type virus
-~ assays. In co_ntras_t,_th’e number of RBD-

'_'speciﬁc memory'B cells is .unchanged._ .

'=“Memory B cells d1splay clonal tumover after |
6.2 months and the antlbodles they express |

have greater somatlc hypermutanon increased

j potency and resistance to RBD mutations, |

'1ndlcat1ve of contmued evolution of the

'; humoral response

_ . “we conclude that the memory B cell response :
; 10) Evolution of antiﬁl')'(“)dy - to SARS-CoV-2 evolves between 1.3 and 6.2
immunity to SARS-CoV-2 _' “months after infection in a manner that is

Gaebler, 2020, : "consistent with antigen persistence.”

11) Persistence of

‘neutralizing antibodies a “Assessed the persistence of serum antibodies

year after SARS-CoV-2 following WT SARS-CoV-2 infection at 8 and

infection in humans, Haveri, . 13 months after diagnosis in 367 individuals




12) Quantifying the risk of
- SARS-CoV-2 reinfection

“over time, Murchu, 2021

. 13) Natural immunity to
- COVID is powerful.

| Policymalkers seem afraid to

say so, Makary, 2021

. “found that NAb against the WT virus

persisted in 89% and S-IgG in 97% of subjects

for at least 13 months after infection.”

“Eleven large cohort studies were identified

5 that estimated the risk of SARS-CoV-2

' reinfection over time, including three that

enrolled healthcare workers and two that

_enrolled residents and staff of elderly care

- homes.

- “Across studies, the total number of PCR-

positive or antibody-positive participants at

- baseline was 615,777, and the maximum
duration of follow-up was more than 10

- months in three studies.

| “Reinfection was an uncommon event

(absolute rate 0%-1.1%), with no study

- reporting an increase in the risk of reinfection

over time.” .

- Makary writes “it’s okay to have an incorrect

scientific hypothesis. But when new data

proves it wrong, you have to adapt.

“Unfortunately, many elected leaders and

public health officials have held on far too long




" 14) SARS-CoV-2 elicits

. robust adaptive immune

' responses regardless of

- disease severity, Nielsen,

to the hypothesis that natural immunity offers
unreliable protection against covid-19 — a
contention that is being rapidly debunked by

science.

“More than 15 studies have demonstrated

. the power of immunity acquired by previously
. having the virus. |
- %A 700 ,000-person study from Israel two
| weeks ago found that those who had
e experlenced pnor 1nfect10ns were 27 tlmes less
.' likely to get a second symptomatlo covid
' infection than those who were vaocmated
- “This afﬁrmed a June Cleveland
b -_Chmc .ﬁL@X of heaIth—caro workers (Who are
T often exposed to the virus), in which none who e
_ 5. had prev;ously te_sted positive for
' the coronavirus got reinfected.
- “The study authors concluded that ‘individuals
“who have had SARS- CoV-2 mfeotxon are '

“unlikely to benefit from cov1d 19 vaccination.’

“And in May, a Washington'

University study found that even a mild covid

. infection resulted in long-lasting immunity.” i

%203 recovered SARS-CoV-2 infected patients .
in Denmark between April 3rd and July 9th
+ 2020, at least 14 days after COVID-19




" 15) Protection of previous
SARS-CoV-2 infection is
similar to that of BNT162b2

vaccime protection: A three-

- month nationwide

experience from Israel,

Goldberg, 2021

- symptom recovery ...

“report broad serological profiles within the

~cohort, detecting antibody binding to other

human coronaviruses ... the viral surface spike

: protein was identified as the dominant target
- for both neutralizing antibodies and CD8+ T-

~cell responses.

- “Overall, the majority of patients had robust
adaptive immune responses, regardless of their ‘

- disease severity.”

““Analyze an updated individual-level database
- of the entire population of Israel to assess the
protection efficacy of both prior infection and

vaccination in preventing subsequent SARS-

CoV-2 infection, hospitalization with COVID-

: 19, severe disease, and death due to COVID-
19 ...

“vaccination was highly effective with overall
estimated efficacy for documented infection of
92-8% (CL[92+6, 93-0]); hospitalization |
942% (CI:{93-6, 94-71); severe illness 94:4% |
| (C1:[93-6, 95-01); and death 93:7% (CL[92:5,

94-7]).

e "

-

“Similarly, the overall estimated level of

protection from prior SARS-CoV-2 infection




for documented infection is 94-8% (CI: [94-4,
95-1]); hospitalization 94+1% (CI1: [91-9,

95-7}); and severe illness 96:4% (CL: [92-5,
- 98:3])...results question the need to vaccinate

" previously-infected individuals.”

“Employees were divided into three groups:

(1) SARS-CoV-2 naive and unvaccinated, (2)
_previous SARS-CoV-2 infection, and (3)

- vaccinated.

‘;Person days were measured fromthe date of . -

: _the emp oyee ﬁrst test and truncated at the end R

o of the observatlon penod SARS CoV-2
o _.mfectlon was deﬁned as two posmve SARS-
o .CoV~2 PCR tests ina 30 day per10d

%4313, 254 and 739 employee records for

- groups 1, 2, and 3 ... previous SARS-CoV-2

infection and vaccination for SARS-CoV-2

- 16) Incidence of Severe

- Acute Respiratory Syndrome

- Coronavirus-2 infection

‘vaccinated emplovees,

Kojima, 2021

117) Having SARS-CoV-2

. once confers much greater

- were associated with decreased risk for

“infection or re-infection with SARS-CoV-2 in

a routinely screened workforce.

“among previously infected or ' “There was no difference in the infection.
' incidence between vaccinated individuals and

- individuals with previous infection.”

“Israelis who had an infection were more

protected against the Delta coronavirus variant




“immunity than a vaccine —
but vaccination remains

vital, Wadman, 2021

: cellular and humoral

- immunities of COVID-19

convalescents, Zhang, 2021

than those who had an already highly effective |

COVID-19 vaccine ...

“the newly released data show people who
“once had a SARS-CoV-2 infection were much

less likely than never-infected, vaccinated

people to get Delta, develop symptoms from it, -

. or become hospitalized with serious COVID-
: 19.')9

“A systematic antigen-specific immune

evaluation in 101 COVID-19 convalescents;

SARS-CoV-2-specific IgG antibodies, and also

NAD can persist among over 95% COVID-19

convalescents from 6 months to 12 months

after disease onset.

At least 19/71 (26%) of COVID-19

- convalescents (double positive in ELISA and

MCLIA) had detectable circulating IgM
antibody against SARS-CoV-2 at 12m post-

disease onset,

“Notably, the percentages of convalescents

with positive SARS-CoV-2-specific T-cell

regnonses {at
antigen S1, S2, M and N protein) were 71/76
(93%) and 67/73 (92%) at 6m and 12m,

respectively.”

i :.?;‘i: .
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“Recovered individuals developed SARS-

- CoV-2-specific immunoglobulin (IgG)
- antibodies, neutralizing plasma, and memory B

and memory T cells that persisted for at least 3

' .' months

- ~ *“Our data further reveal that SARS-CoV 2-

B specific IgG memory B cells 1ncreased over

time.

“Additionaliy, SARS CoV-2-specific memory

) Iymphocytes exhlblted characteristics

.:'_assomated w1th potent ant1v1ra1 funct:on

R memory T cells secreted cytokmes and

o J'expanded upon antlgen re- encounter, whereas

L memory B cells expressed receptors capable of

19) Functional SARS-CoV-2-

o SDecnfic Immune Memerv 3
Persists aftel Mild COVID-
19, Rodda, 2021

20) Discrete Immune

' éResponse Signature to
'SARS-CoV-2 mRNA

- Vaccination Versus

Infection, Ivanm}a, 2021

: neutrahzmg wrus when expressed as

: monoclonal antibodies.

';"‘Therefore mild COVID-19 elicits memory
iymphocytes that persast and dlsplay functional

“ha limarks of ant;v_lr;aiﬂ,l_mmunityf

‘;Il’etfolr.r(ne‘ct”muitimedalr smgle»ceilsequencmg
: on peripheral blood of patients with acute
COVID-19 and healthy volunteers before and
. after receiving the SARS-CoV-2 BNT162b2
mRNA vaccine to compare the immune

responses elicited by the virus and by this




vaccine ...

innate and adaptive immune responses, our
analysis revealed significant qualitative

differences between the two types of immune

| challenges.

“In COVID-19 patients, immune responses

- were characterized by a highly augmented
| interferon response which was largely absent

- in vaccine recipients.

“ Increased interferon signaling likely

contributed to the observed dramatic

upregulation of cytotoxic genes in the

- in patients but not in immunized subjects.

“Analysis of B and T cell receptor repertoires

revealed that while the majority of clonal B

-and T cells in COVID-19 patients were
-~ effector cells, in vaccine recipients clonally -
_expanded cells were primarily circulating

-memory cells ...

“we observed the presence of cytotoxic CD4 T
“cells in COVID-19 patients that were largely

“absent in healthy volunteers following

immunization.

“hoth infection and vaccination induced robust -

- peripheral T cells and innate-like lymphocytes -




P

“While hyper-activation of inflammatory
responses and cytotoxic cells may contribute to
immunopathology in severe illness, in mild |

| and moderate disease, these features are
iﬁdicative of proteétive immune responses and

. resolution of infection.”

- “Bone marrow plasma cells (BMPCs) are a
- persistent and essential source of protective

' antibodies .

) _- | “durable serum ant1body titres are maintained .
- by Iong lzved plasma cells — non~rephcatmg,
5 g ant1gen~speczﬁc plasma celIs that are detected
= ':.:_m the bone marrow Iong aﬁer the clearance of

: 7.'the ant1gen
| : “Sebin_ding BMPCS are quiescent, which .~
- suggests that they are par’c of a stable |

. -Compartment

“Consistently, circulating resting memory B
cells directed against SARS-CoV-2 S were

- detected in the convalescent individuals.

“Overall, our results indicate that mild

'21) SARS-CoV-2 infection infection with SARS-CoV-2 induces robust

induces lone-lived bone | antigen-specific, long-lived humoral immune

. “marrow plasma cells in -memory in humans ...

- humans, Turner, 2021 . _ L
T - “overall, our data provide strong evidence that




 SARS-CoV-2 infection in humans robustly

establishes the two arms of humoral immune

memory: long-lived bone marrow plasma cells

(BMPCs) and memory B-cells.”

" “The SARS-CoV-2 Immunity and Reinfection

22) SARS-CoV-2 infection

rates of antibody-positive

: compared with antibodyv-

in England: a large,

~multicentre, prospective
“cohort study (SIREN), Jane
Hall, 2021

'23) Pandemic peak SARS-
' CoV-2infectionand

seroconveysion rates in

" London frontline health-care

“workers, Houlihan, 2020

Evaluation study... 30 625 participants were

enrolled into the study ...

g previous history of SARS-CoV-2 infection
was associated with an 84% lower risk of

"infection, with median protective effect

observed 7 months following primary

infection.

“This time period is the minimum probable

" negative health-care workers - effect because seroconversions were not

included. This study shows that previous
infection with SARS-CoV-2 induces effective

immunity to future infections in most

- individuals.”

““Bnrolled 200 pétient;facing HCWs between |
‘March 26 and April 8, 2020 ... represents a
- 13% infection rate (i.e. 14 of 112 HCWs)

" within the 1 month of follow-up in those with é
'no evidence of antibodies or viral shedding at |

_enrolment.

“By contrast, of 33 HCWs who tested positive ‘




'gea

by serology but tested negative by RT—PCR at

enrolment, 32 remained negative by RT-PCR

through follow-up, and one tested positive by
~ RT-PCR on days 8 and 13 after enrolment.”

“Critical to understand whether infection with
- Severe Acute Respiratory Syndrome
- Coronavirus 2 (SARS-CoV-2) protects from

subsequent remfectlon

- “12219 HCWs participated .prior SARS-

| | 24) Antibedies {0 SARS; '_ _ CoV-2 mfectlon that generated annbody
'_:'CoV-Z are assoc:ated wﬂh . : .responses offered protectlon from relnfectzon L
B protection acamst ] for most peopie in the Six months followmg
'-_'é-remfectmn, Lumley, 2021' R '_mfectzon EESR

. Evaluate 254 COVID-19 patients
' -Iongitudinally upto 8 months and find durable
- bro_ad-baséd jmmune responses. - .
“'SARS_-C‘oVrg.. spike binding and neutralizing
: ~antibodies eXthIt a bi-phasic decay with an
25) Longitudinal analysis : extended half-life of >200 days sugg'esting the

shows durable and broad  generation of IOhgér"iived plasma cells ...

immune memory after

SARS-CoV-2 infection with

:-“m‘os_t recovered COVID-19 patients mount

:  broad, durable immunity after infection, spike
' persisting antibody

. - IgG+ memory B cells increase and persist .
‘responses and memory B

and T cells, Cohen, 2021

post-infection, durable polyfunctional CD4 and

' CD8 T cells recognize distinct viral epitope




regions.”

“Used single-cell RNA sequencing and

- functional assays to compare humoral and

' cellular responses to two doses of mRNA
“vaccine with responses observed in
_convalescent individuals with asymptomatic

- disease ...

26) Single cell profiling of T “natural infection induced expansion of larger

“and B cell repertoifes CD8 T cell clones occupied distinct clusters,
following SARS-CoV-2 likely due to the recognition of a broader set of
mRNA vaccine, viral epitopes presented by the virus not seen

- Sureshchandra, 2021 in the mRNA vaccine.”

| “SARS~COV-2 antibc;d}.fm.p.ositive personé 'froni ﬁ
April 16 to December 31 , 2020 with a PCR-

positive swab >14 days after the first-positive

- antibody test were investigated for evidence of

“reinfection, 43,044 antibody-positive persons

.‘ who were followed for a median of 16.3_ weeks ;

... reinfection is rare in the young and
- 27y SARS-CoV-2 antibody-

; _international population of Qatar.
- positivity protects against -

reinfection for at least seven “Natural infection appears to elicit strong

o months with 95% éfﬁéééy; protection against reinfection with an efficacy .

Abu-Raddad, 2021 ' ~95% for at least seven months.”

“Conducted a serological study to define

28) Orthogonal SARS-CoV-2




Serological Assays Enable

Surveillance of Low-

- Reveal Durable Humoral

Immunity, Ripperger, 2020

correlates of immunity against SARS-CoV-2,

“Compared to those with mild coronavirus

Preval Communiti d
rEAtonce Lommunities an “disease 2019 (COVID-19) cases, individuals

with severe disease exhibited elevated virus-

_neutraiizi_ng titers and antibodies against the

~ - nucleocapsid (N) and the receptor binding -

domain (RBD) of the spike

- protein...neutralizing and spike-specific

) anﬁbody production persists for at least 5~7

o months_ e

- nucleocapmd antl,bodles frcquently become »

undetectabie by 57 months ” o '

L : “‘In the generaI popuiatlon usmg representauve

3 data from 7,256 United Kzngdom COVID-19

" infection survey participants who had positive
.- swab SARS-CoV-2 PCR tests from 26- Aprll— B

- 29) Anti-spike antibody
response to natural SARS-

CoV-2 infection in the

general population, Wei,
2021

-§mm0m14hm&mmi

“we estimated antibody levels associated Wi_ﬂ-l‘ ', .

- protection against reinfection likely last 152
| years on average, with levels associated with
- protection from severe infection present for

. several years.

“These estimates could inform planning for

- vaccination booster strategies.”




- 30) Antibodyv Status and

Incidence of SARS-CoV-2

Infection in Health Care

- Workers, Lumley, 2021

- 31) Researchers find long-

‘lived immunity to 1918

- pandemic virus, CIDRAP,

- 2008

_and the actual 2008
NATURE journal

‘publication by Yu

: “12,541 health care workers participated and

had anti-spike IgG measured; 11,364 were

- followed up after negative antibody results and .

1265 after positive results, including 88 in

whom seroconversion occurred during follow-

up ...

“a total of 223 anti-spike-seronegative health

care workers had a positive PCR test (1.09 per

10,000 days at risk), 100 during screening
while they were asymptomatic and 123 while

“symptomatic, whereas 2 anti-spike—

seropositive health care workers had a positive

PCR test ...

: “the presence of anti-spike or anti-
nucleocapsid IgG antibodies was associated
~with a substantially reduced risk of SARS-

CoV-2 reinfection in the ensuing 6 months.”

| “A “study df the blood of ok.ijér;élollalé Who

. survived the 1918 influenza pandemic reveals

| that antibodies to the strain have lasted a
lifetime and can perhaps be engineered to
protect future generations against similar

" strains ...

“the group collected blood samples from 32

“pandemic survivors aged 91 to 101 ... the

people recruited for the study were 2 to 12




years old in 1918 and many recalled sick
family members in their households, which
suggests they were directly exposed to the

- virus, the authors report.

“The group found that 100% of the subjects

~ had serum-n_eﬁtraiiziog activity against the
_' R 1918 virus and 94% showed serologic

reactivity to the 1918 hemagglutinin, The
investigators generated B lymphoblastic cell
g - lines from the peripheral blood mononuclear

'i'ceHs of elght sub;ects C

" ":“Transformed ceils from the blood of 7 of the

o '.'8 donors ylelded secretmg antlbodles that o

L bound the 1918 hemaggiutmm

‘_‘Yu: ‘here we show that of the 32 individuals
: testéd that were born in or before 1915, each
showed sero~reoctivity with the 1918 virus,

| néaﬂy QQ,xoa;s after the pandemic. Seven of
the eig.ht”donor samples tested had circulating
B cells tha'tnsécréted antibodies that bound the -
1918 HA. .

“We isolated B cells from subjects and

- generated five monoclonal antibodies that
showed potent neutralizing activity against
1918 virus from three separate donors. These |

antibodies also cross-reacted with the




genetically similar HA of a 1930 swine HIN1

-32) Live virus neutralisation

: testing in convalescent

- patients and subjects

. vaccinated against 19A, 20B,

201/501Y.V1 and

- 2GH/SH1Y. VS isolates of
' SARS-CoV-2, Gonzalez,
12021

| 33) Differential effects of the

influenza strain.’”

“No significant difference was observed
between the 20B and 19A isolates for HCWs
with mild COVID-19 and critical patients.

' However, a significant decrease in

neutralisation ability was found for

201/501Y.V1 in comparison with 19A isolate

' for critical patients and HCWs 6-months post

infection.

“Concerning 20H/501Y.V2, all populations

had a significant reduction in neutralising

~antibody titres in comparison with the 19A

isolate.

“ Interestingly, a significant difference in

neutralisation capacity was observed for

“vaccinated HCWs between the two variants
- whereas it was not significant for the

" convalescent groups ...

" “the reduced neutralising response _fﬁb_served
- towards the 20H/501Y.V2 in compéﬁson with
the 19A and 201/501Y.V1 isolates in fully
“immunized subjects with the BNT162b2

“vaccine is a striking finding of the study.”

“Characterized SARS-CoV-2 spike-specific




‘second SARS-CoV-2 mRNA

vaccine dose on T cell

immunity in naive and

COVID-19 recovered

.- individuals, Cam_ara, 2021

humoral and cellular immunity in naive and
previously infected individuals during full

BNT162b2 vaccination ...results demonstrate

~ that the second dose increases both the

humoral and cellular 1mmumty in naive

1ndlv1duals

-“On the contrary, the second BNT162b2

vaccine dose results in a reduction of cellular

“immunity in COVID 19 recovered

o -1nd1V1duals

o “Epidemiologists estimate over 160 million

o people wor 1dw1de have recovered from

34) OD Ed Oult Ignonno .
Natural COVID !mmunztv, _
Klausner, 2021

fjcosz-w Those who have recovered have
'j; _an astomshlngly Iow frequency of repeat '

o 1nfect1on dzsease, or death ”

T “To evaluate ev1denoe of SARS CoV-2

e mfectlon based on dlagnostlc nuclew ac;d

35) Association of SARS-

CoV-2 Seropositive Antibody -

Test With Risk of Future

Infection, Harvey, 2021

| arnphﬁcat;on test (INAAT) among patxents L

' with positive vs negative test results for

antibodies in an observational descrlptxve "

cohort study of clinical laboratory and hnked';‘

claims data ...

“the cohort included 3 257 478 unique patients

- with an index antibody test ... patients with

' positive antibody test results were initially




more likely to have positive NAAT results, |

consistent with prolonged RNA shedding, but
became markedly less likely to have positive
NAAT results over time, suggesting that
seropositivity is associated with protection

from infection.”

- “Investigated the risk of subsequent SARS-

36) SARS-CoV-2

subsequent infection risk in

healthy young adults: a

- prospective cohort study,
- Letizia, 2021

CoV-2 infection among young adults

| (CHARM marine study) seropositive for a
“previous infection ... enrolled 3249
participants, of whom 3168 (98%) continued
_into the 2-week quarantine period. 3076 (95%)

participants ...

- “Among 189 seropositive participants, 19

- (10%) had at least one positive PCR test for

SARS-CoV-2 during the 6-week follow-up

-(1-1 cases per person-year). In contrast, 1079
(48%) of 2247 seronegative participants tested
- positive (6-2 cases per person-year). The
“incidence rate ratio was 0-18 (95% CI1 0-11-
10-28; p<0-001) ...

“infected seropositive participants had viral
- loads that were about 10-times lower than

 those of infected seronegative participants

(ORF1ab gene cycle threshold difference 3-95

{95% CI 1-23-6-67]; p=0-004).”




“0Of 9,180 individuals with no record of

37 Associations of
““Yaccination and of Prior
~ Infection With Positive PCR
st Results for SARS- CoV—

§ 2 in Alrhne Passenoers

| '_;Arrivmo in Oatax Bertollzm,

-.f_fzoz1 S

vaccination but with a record of prior infection

at least 90 days before the PCR test (group 3),

7694 could be maiched to individuals with no

“record of vaccination or prior infection (group
2}, am-ong whom PCR positivity was 1.01%

(95% CI, 0.80%-1.26%) and 3.81% (95% CI,
3.39%-4.26%), respectively, |

The relative risk for PCR positivity was 0.22
(95% Cl, 0.17-0.28) for vaccinated individuals

“and 0. 26 (95% €L 0.21 O 34) for mdlvxduais -
'w1th pr:or mfectmn compared W1th no record ) |

o --of vaccmatlon or prlor mfectlon

cfpollowe.d_ up W_ith a Sub;samplc__ofour -

- ' previous sero-survey participants to assess

“whether natural immunity égainst SARS-CoV-

-2 was associated with a reduced risk of re- - -

" inf__ec;__tion_ (India) ...

“out of the 2238 participants, 1170 were sero-

38) Natural immunity
~against COVID-19

significantly reduces the risk _ o L
- = - “Our survey found that only 3 individuals in

- of reinfection: findings from .. o
: - the sero-positive group got infected with

| COVID-19 whereas 127 individuals reported

a2 cohort of sero-survey

participants, Mishra, 2021

| | f‘)OSiti_ve and 1068 were sero-negative for
- antibody against COVID-19.

~_ contracting the infection the sero-negative




group ...

- “from the 3 sero-positives re-infected with

: COVID-19, one had hospitalization, but did

not require oxygen support or critical care ...

“development of antibody following natural

infection not only protects against re-infection

by the virus to a great extent, but also

“safeguards against progression to severe
COVID-19 disease.” '

“The researchers found durable immune

responses in the majority of people studied.

Antibodies against the spike protein of SARS-

CoV-2, which the virus uses to get inside cells, |

~were found in 98% of participants one month

after symptom onset.

“As seen in previous studies, the number of

. antibodies ranged widely between individuals.

“But, promisingly, their levels remained fairly

stable over time, declining only modestly at 6

to 8 months after infection ... virus-specific B

- cells increased over time.

39) Lasting i ity found
) Lasting immunity found “People had more memory B cells six months
_after recovery from COVID- .

19, NIH, 2021

- after symptom onset than at one month

i afterwards. .. levels of T cells for the virus also




. 3_;'40) SARS—CoV 2 Natu ral

/10

remained high after infection.

“Six months after symptom onset, 92% of

participants had CD4+ T cells that recognized

the virus... 95% of the people had at least 3

out of 5 immune-system componehts that -

' could recognize SARS-CoV-2 up to 8 months

- after infection.”’

" “The seropositive rate in the convalescent

- individuals was above 95% at all sampling

o tlme pomts for both assays and remalned stable -

s 'over t1me, that is, aImost all convalescent o

B ;mdxv;duals deveioped antlbodxes

: Antlbodv Response Persnsts
for at Least 12 Months m a

Natlonw:de Study Fl_'om the

" Faroe Islanos,'_}’et'e'rs'eh, 2021

“results show tha.t SARS CoV—2 antibodms o
pers1sted at least 12 months after symptom
" onset and maybe even ionger indicating that

, COVID-19 convalescent mdmduals may be

protected from remfeotlon

“ex vivo assays to evaluate SARS-CoV-2-

- :41) SARS-CoV-2-specific T

~¢cell memory is sustained in

- COVID-19 convalescent

patients for 10 months with

successful development of

stem cell-like memory T

cells, Jung, 2021

specific CD4+ and CD8+ T cell responses in -
- COVID-19 convalescent patienfs up t0317

; days post-symptom onset (DPSO), and find
that mem.ory T cell responses are maintained
during the study period regardless of the
severity of COVID_~19.

- “In particular, we observe sustained




| polyfunctionality and proliferation capacity of
- SARS-CoV-2-specific T cells. Among SARS-
- CoV-2-specific CD4+ and CD8+ T cells |

. detected by activation-induced markers, the

proportion of stem cell-like memory T

(TSCM) cells is increased, peaking at

“approximately 120 DPSO.”

. “Analyzed 42 unexposed healthy donors and

. 28 mild COVID-19 subjects up to 5 months

from the recovery for SARS-CoV-2 specific

immunological memory.

“Using HLA class II predicted peptide

“megapools, we identified SARS-CoV-2 cross-

-reactive CD4+ T cells in around 66% of the

- unexposed individuals. Moreover, we found

detectable immune memory in mild COVID-

19 patients several months after recovery in the -

“crucial arms of protective adaptive immunity;

- CD4+ T cells and B cells, with a minimal

contribution from CD8&+ T cells.

- 42) Immune Memory in Mild

- COVID-19 Patients and
“Uniexposed Donors Reveals

| Persistent T Cell Responses.

After SARS-CoV-2 Infection,

Ansari, 2021

“Interestingly, the persistent immune memory

" in COVID-19 patients is predominantly :
targeted towards the Spike glycoprotein of the
- SARS-CoV-2. This study provides the

evidence of both high magnitude pre-existing

and persistent immune memory in Indian




/2

- population.”

“Current evidence points to most individuals
developing strong protective immune

responses following natural infection with

'SARSCoV-2.

- “Within 4 weeks following infection, 90-99%
‘of individuals infected with the SARS-CoV-2
- virus develop detectable neutralizing

- anti_bod_ies. =

"‘The strength and duranon of the i xmmune '

_ responses to SARS CoV—2 are not completely

s understood and currently avaﬁa‘ole data

N _;suggests that 1t var1es by age and the severzty

L of symptoms

. “A_vailable scientific data suggests that in most

-'people immune responses remain robust and -

.protectxve agalnst reinfection for at least 6- 8

- - months after infection (the longest follow up

43) COVID-19 natural
“immunity, WHO, 2021

. with strong scientific evidence is currently

: approximately 8 months).”

* . “We conclude that memory antibodies selected

44) Antibody Evolution after

SARS-CoV-2 mRNA
Vaccination, Cho, 2021

over time by natural infection have greater

potency and breadth than antibodies elicited by .

. vaccination ...




' 45) Humoral Immune
Response to SARS-CoV-2 in
Iceland, Gudbjartsson, 2020

' "i'tub 'SARS-COV'—Z assessed for

up to 8 months after

- infection, Dan, 2021

- “boosting vaccinated individuals with currently

available mRINA vaccines would produce a
quantitative increase in plasma neutralizing

activity but not the qualitative advantage

| against variants obtained by vaccinating

convalescent individuals.”

| “Measured éhtibﬁdies ih .s.e.rum sémpleé from |
30,576 persons in Iceland ... of the 1797

l persons who had recovered from SARS-CoV-2 -
: infection, 1107 of the 1215 who were tested

(91.1%) were seropositive...

“results indicate risk of death from infection
was 0.3% and that antiviral antibodies against
SARS-CoV-2 did not decline within 4 months

after diagnosis (para).”

“Analyzed multiple compartments of

- circulating immune memory to SARS-CoV-2
- in 254 samples from 188 COVID-19 cases,
“including 43 samples at > 6 months post-
infection ... IgG to the Spike protein was

 relatively stable over 6+ months.
. 46) Immunological memory -

- “Spike-specific mermory B cells were miore

“abundant at 6 months than at 1 month post

symptom onset.”




E 47) The prevalence of

. adaptive immunity to

. COVID-19 and reinfection

- after recovery — a

. comprehensive systematic -

: ré&iew_and’ meta-analysis of

12011 447 individuals,
©Chivese,2021

LG

“Fifty-four studies, from 18 countries, with a
total of 12 01 1 447 mdmduals, followed up to

& months after recovery, were included.

~“At 6-8 months aﬁer‘recovery, the prevalence

of detecfable SARS-CoV-2 specific
immunological memory remained high; IgG —
90.4% ... pooled prevalence of reinfection was
0.2% (95%CI 0.0 - 0.7, 12 = 98.8, 9 studies).

‘ Individuals who recovered from COVID-19
- had an 81% reduction in odds of a reinfection
1(0R019 95%0101—03 = 905%,5_ o

studies)

_'_“Retrospccltiye cohort study of one .mul_ti-_ L

B hospital hfeéith System i_néluded? 150,325

. patients tested for COVID-19 infection ...

Patients who Previously

: Tested Positive for COVID-

3 19: a Retrospective Cohort
| Study, Sheehan, 2021

49) Assessment of SARS-
- CoV-2 Reinfection 1 Year

After Primary Infection in a

 prior infection in patients with COVID-19 was
« highly protective against reinfection and . :

| ' " symptomatic disease.
: 48) Reinfection Rates aniong o

“This protection increased over time,
suggesting that viral shedding or ongoing
- immune response may persist bejkond 90 days

t and may not represent true reinfection.”

“The study results suggest that reinfections are
- rare events and patients who have recovered

from COVID-19 have a lower risk of




Population in Lombardyv,
1taly, Vitale, 2020

'50) Prior SARS-CoV-2

infection is associated with

proteciion against

symptomatic reinfection,

Hanrath, 2021

- 51) mRNA vaccine-induced

SARS-CoV-2 variants of

“concern but differ in

- longevity and homing

. properties depending on
: prior infection status,

Neidleman, 2021

. reinfection.

“Natural immunity to SARS-CoV-2 appears to -

confer a protective effect for at least a year,
which is similar to the protection reported in

recent vaccine studies.”

~“We observed no symptomatic reinfections in
~a cohort of healthcare workers ... this apparent -
“immunity to re-infection was maintained for at

‘least 6 months ...

“test positivity rates were 0% (0/128 [95% CI:

0-2.97) in those with previous infection

compared to 13.7% (290/2115 [95% CI: 12.3—
15.2]) in those without (P<0.0001 %2 test).”

- “In infection-naive individuals, the second

~dose boosted the quantity and altered the

phenotypic properties of SARS-CoV-2-

-specific T cells, while in convalescents the

_ N . second dose changed neither.
T cells respond identically to

“Spike-specific T cells from convalescent
- vaccinees differed strikingly from those of

infection-naive vaccinees, with phenotypic

features suggesting supetior long-term

- persistence and ability to home to the

' respiratory tract including the nasopharynx.”




- 52) Taraets ofT Cell

' Respouses to SARS—COV 2

i Coronawrus in Humans w1th

E'COVID~]9 Dlsease and
Unex;)esed Indxv;duals, _:' -
;anom, zozo -

- “Much of the study on the immune response to -~ -

L

| “Using HLA class I and II predicted peptide

‘megapools,’ circulating SARS-CoV-2-
specific CD8+ and CD4+ T cells were
identified in ~70% and 100% of COVID-19
convalescent patients, respectively. CD4+ T
cell responses to spike, the main target of most

vaccine efforts, were robust and correlated

- with the magnitude of the anti-SARS-CoV-2

IgG and IgA titers.

- “The M, spike, and N proteins each accounté_d :
- for 1'1%-27% of the total CD4+ respbnse, with

addltlonal responses commonly targetmg nsp3 _ 3
nsp4 ORF3a and ORFS among others For - |

o CD8+ T cells, sp;ke and M were recognlzed
: with at least elght SARS CoV-2 ORFs '
: targeted ”

. SARS-CoV-2, the novel coronavirus that

:. causes COVID-19, has focused on the -

. production of antibodies.

. 53) NIH Director’s Blog:
Immune T Cells May Offer
Lasting Protection Against
COVID-19, Collins, 2021

- “But, in fact, immune cells known as memory
T cells also play an important role in the ability
of ’our immune systems to protect us against :‘
many viral infections, including — it now

- appears — COVID-19.An intriguing new

- study of these memory T cells suggests they




. 54) Ultrapotent antibodies

- against diverse and highly

- transmissible SARS-CoV-2

variants, Wang, 2021

55) Why 12 ““As a matter of fact, we have data to the

Vaccines Should Not Be

Reguired for All Americans, |
Makary, 2021

" might protect some people newly infected with

SARS-CoV-2 by remembering past encounters -

- with other human coronaviruses.

“This might potentially explain why some
people seem to fend off the virus and may be

less susceptible to becoming severely ill with

-COVID-19.”

“Our study demonstrates that convalescent
~subjects previously infected with ancestral
-variant SARS-CoV-2 produce antibodies that

- cross-neutralize emerging VOCs with high

potency ... potent against 23 variants,

- including variants of concern.”

“Requiring the vaccine in people who are

already immune with natural immunity has no

scientific support. While vaccinating those

people may be beneficial —and it’s a

reasonable hypothesis that vaccination may
bolster the longevity of their immunity — to

argue ddgmatic“aily:that they must get

“vaccinated has zero clinical outcome data to

contrary: A Cleveland Clinic study found that

vaccinating people with natural immunity did

‘not add to their level of protection.”




56) Protracted yet

- coordinated differentiation
-of Iong.-_lived SARS-CoV-2-
'speciﬁc CD8+ T cells during
- LOVID-19 convalescence,
Ma2028

(7

“Sclreen‘éc.llz‘l weli-—charécterizzed,
longitudinally-sampled convalescent donors
that recovered from mild COVID-19 ...
following a typical case of mild COVID-19,

- SARS-CoV-2-specific CD8+ T cells not only

- persist but continuously differentiate in a

coordinated fashion well into convalescence,

~ Into a state characteristic of long-lived, self-

-renewing memory.”

- “Characterized the proﬂies of measles vaccine

o "(MV) vaccme-mduced anugen spec1ﬁc Tcells =

o '_"over time since vaccmat;on :

B : '_“In a cross secuonaI study of heaithy sub}ects -

. .W1th a h1story of MV vaccination, we found

- that MV-spemﬁc CD4 and CD8 T cells could

| be detected up to 34 years after vaccmatlon

. “The levels of MV spec1ﬁc CDS T cells and

'l 57) Decféasé in Méasles
- Virus-Specific CD4 T Celi
Memory in Vaccinated
. Subjects, Naniche, 2004

'58) Remembrance of Things .
: ) - “The success of vaccines is dependent on the

“Past: Long-Term B Cell

- Vaccination, Palm, 2019

N MV- spemﬁc IgG remalned stable whereas the
levei of MV.- spec:ﬁc CD4 T cells decreased | |
significantly in subjects who had been -

. vaccinated >21 years earlier.”

* generation and maintenance of immunological

: Memory After Infection and ,
f - memory. The immune system can remember

5"previously encountered pathogens, and




'59) SARS-CoV-2 specific

memory B-cells from

: I : 1 . * .
~individuals with diverse.

" disease severities recognize
SARS-CoV-2 variants of
| concern, Lyski, 2021

; memory B and T cells are critical in secondary

responses to infection.

“Studies in mice have helped to understand

- how different memory B cell populations are

~ generated following antigen exposure and how
affinity for the antigen is determinant to B cell
fate ...

“upon re-exposure to an antigen the memory
recall response will be faster, stronger, and

more specific than a naive response.

| “Protective memory depends first on
“circulating antibodies secreted by LLPCs.
When these are not sufficient for immediate
| pathogen neutralization and elimination,

-memory B cells are recalled.”

‘- “Eﬁarﬁined the magnitudé, bréadth and

- durability of SARS-CoV-2 specific antibodies
in two distinct B-cell compartments: long-lived

- plasma cell-derived antibodies in the plasma, a
and peripheral memory B-cells along with their

“associated antibody profiles elicited after in

“We found that magnitude varied amongst
individuals, but was the highest in hospitalized

- subjects. Variants of concern (VoC) -RBD-




reactive antibodies were found in the plasma of
72% of samples in this investigation, and VoC-
RBD-reactive memory B-cells were found in

all but 1 subject at a single time-point.

| “‘Thls ﬁndmg, that VoC-RBD-reactive MBCs

' are present in the peripheral blood of all

_____

‘_,sub}ects including those that experienced

asymptomatlc or mild disease, provides a

o ‘reasen for optimism regarding the capacity of

g fvaccmatlon prlor infection, and/or both, to

e hmlt dlsease severlty and transmlssmn of

e varlants of concern as they contmue to arzse _

o ."1'and ;'°rcuiate

© “T-cell immunity s important for recovery

fr,omhi;'OVID_-I 9 and provides h_eightened

~ immunity for re-infection. However, little is

" known about the SARS-CoV-2-specific T-cell ~

- immunity in virus-exposed individuals ...

60) Exposure to SARS-CoV-

- 2 generates T-cell memory in

the absence of a detéctgblé'

161) CD8+ T-Cell Resp(;iises

in COVID-19 Convalescent .

_ “r.'elpf;‘: rt virus-specific CD4+ and CD8+ T-cell
: memory in recovered COVID-19 patients and
‘.close contacts ... close contacts are able to

e gaxg;-f].“-ceii immunity against SARS-CoV-2

viral infection, _Wang; 2021 despite lacking a detectable infection.”

“The CD4 and CDS responses generated after

- natural infection are equally robust, showing .




Individuals Target

| Conserved Epitopes From
Multiple Prominent SARS-

CoV-2 Circulating Variants,

Redd, 2021and Lee, 2021

activity against multiple ‘epitopes’ (little

segments) of the spike protein of the virus.

i “For instance, CD8 cells responds to 52

epitopes and CD4 cells respond to 57
epitopes across the spike protein, so that a few

mutations in the variants cannot knock out

- such a robust and in-breadth T cell response ...

- “only 1 mutation found in Beta variant-spike

- 62) Exposure to common

cold coronaviruses can teach

, the immune system to
recognize SARS-CoV-2,La
Jolla, Crotty and Sette, 2020

. 63).Selective and cross-

- reactive SARS-CoV-2 T cell

. epitopes in unexposed

“humans, Mateus, 2020

: overlapped with a preﬁousiy identified epitope

(1/52), suggesting that virtually all anti-SARS-

‘CoV-2 CD8+ T-cell responses should

recognize these newly described variants.”

“Exposure to common cold coronaviruses can
“teach the immune system to recognize SARS-
CoV-27

‘ “Found 1tlha‘c the prenexiéting reactivity againSt

5 SARS-CoV-2 comes from memory T cells and -
“that crosé—'rgactive T cells can specifically |
recognize a SARS-CoV-2 epitope as well as

' the homologous epitope from a common cold

" coronavirus.

- “These findings underline the importance of

determining the impacts of pre-existing




22

immune memory in COVID-19 disease

severity.”

“Better understanding of antibody

| _responses against SARS-CoV-2 after natural

o . infection might provide valuable insights into

the future implementation of vaccination .

olicies.

- “Longitudinal analysis of [2G antibody

' titers was carried outin 32 recovered COVID- .

19 patlents based in the Umbna region of Italy
] for 14 months after Mlld and Moderateiy- o

S Severe mfectlon

| B study ﬁndmgs are conSIStent Wlth recent

. ._.stud1es reportmg antlbody per51stency
~_ suggesting that mduced SARS- COV-z L

:Immumty through natural mfectlon mlght be

- very efficacious against re-infection (>90%) |

of antibody responses for 14
-months after SARS-CoV-2
- infection, Dehgani-

Mobaraki, 2021

- 65) Humoral and circulating

: follicular helper T cell

- responses in recovered

; ' “and could persist for'fnore than six months. o
64) Longitudinal observation . L

~“Our study foilowed up patlents up to 14
months demonstratmg the presence of anti-S-

RBD IgG in 96.8% of recovered COVID-19

subjects.”
“Characterized humoral and circulating
follicular helper T cell (¢TFH) immunity

against spike in recovered patients with




18,5

_patients with COVID-19,
~Juno, 2020

coronavirus disease 2019 (COVID-19).

“We found that S-specific antibodies, memory

B cells and ¢TFH are consistently elicited after

SARS-CoV-2 infection, demarking robust

humoral immunity and positively associated

“with plasma neutralizing activity.”

4149 COVID-19-convalescent

individuals...antibody sequencing revealed the |

expansion of clones of RBD-specific memory

B cells that expressed closely related

“antibodies in different individuals.

“Despite low plasma titres, antibodies to three

. 66) Convergent antibody
responses to SARS-CoV-2 in

convalescent individuals,

“Robbiani, 2020

. 67) Rapid generation of

durable B cell memory to

' SARS-CoV-2 spike and

“nucleocapsid proteins in

: COVID-19 and

" convalescence, Hartley, 2020 -

68) Had COVID? Yowll

; probably make antibodies

distinct epitopes on the RBD neutralized the

virus with half-maximal inhibitory

~concentrations (IC50 values) as low as 2 ng

‘ml-1.”

- “COVID-19 patients rapidly generate B cell

“memory to both the spike and nucleocapsid

antigens following SARS-CoV-2 infection ...

RBD- and NCP-specific IgG and Bmem cells

were detected in all 25 patients with a history
of COVID-19.”

“People who recover from mild COVID-19

“have bone-marrow cells that can churn out




for a lifetime, Callaway, 2021 antibodies for decades ... the study provides

6§) A majority of uninfected

, adults show preexnstma L

"antzbodv reactmtv agamst

SARS- COV 2 Majdoubl, B
'-':'52021

70 S'ARs-cqv-'_zgfeacﬁve_T

cells in he.a.l.'thv'doﬁéfs and
patients with COVID-19, -
 Braun, 2020

evidence that immunity triggered by SARS-

CoV-2 infection will be extraordinarily long-

. las_ting.”

| In greater Vancouver Canada, “using a highly

sensitive multiplex assay and positive/negative

- thresholds established in infants in whom

'rnaternal antibodies have waned, we

determmed that more than 90% of uninfected

- 'adults showed ant1body reactmty agamst the |
) spzke protem receptor-bmdmg domam (RBD), o
] N-termmai domain (NTD), or the nucleocapsxd T T

o . (N) protem from SARS CoV- 2 » o

“The resu]ts mdlcate that sp:ke pmtem Cross- B

= reactlve T cells are present, which were
probab]y generated during prev1ous encounters

S W1th endemlc coronawruses 7o

A cohort of 63 individuals who have

- 71) Naturally enhanced

| neutralizinQbi‘eadth against
SARS-CoV-2 one year after
infection, Wang, 2021

recovered from COVID-19 assessed at 1.3,‘6'-.2 -
“and 12 months after SARS-CoV-2 infection ...
- the data suggest that unrnunzty in convaiescent -

 individuals will be very long lasting.”

72) One Year after Mild

' Patients Maintain Specific

' COVID-19: The Majority of ;“Long-iasting immunological memory against
: ‘ ' - SARS-CoV-2 after mild COVID-19.




. Immunity, But One in Four

Still Suffer from Long-Term

Svymptoms, Rank, 2021

- 73) IDSA, 2021

74) Assessment of protection

against reinfection with
-SARS-CoV-2 among 4
“million PCR-tested

“individuals in Denmark in

'2020: a population-level

observational studv, Holm
' Hansen, 2021

- 75) Antigen-Specific

“Immune responses to SARS-CoV-2 following |

~natural infection can persist for at least 11

months ...

“natural infection (as determined by a prior

- positive antibody or PCR-test result) can
confer protection against SARS-CoV-2

“infection.”

- Denmark, “during the first surge (ie, before

June, 2020), 533 381 people were tested, of

~whom 11 727 (2-20%) were PCR positive, and
525 339 were eligible for follow-up in the
“second surge, of whom 11 068 (2'11%) had

tested positive during the first surge.

-“Among eligible PCR-positive individuals

from the first surge of the epidemic, 72 (0-65%

: [95% CI 0-51-0-82]) tested positive again :

' during the second surge compared with 16 819

5 (3:27%[3-22-3-32]) of 514 271 who tested :
' riegative during the first surge (adjusted RR -

0-195 [95% CI 0-155-0-246]).”

| “Adaptive immune responses limit COVID-19




Adaptive Immunitv to
SARS-CoV-2 in Acute
COVID-19 and Associations

with Age and Disease

Severity, Moderbacher, 2020

disease severity...multiple coordinated arms of
adaptive immunity control better than partial

responses ..

“completed a combined examination of all
three branches of adaptive immunity at the
level of SARS-CoV-2-specific CD4+ and

~ CD8+ T cell and neutralizing antibody

- responses in acute and convalescent subjects,

SARS-CoV-2-specific CD4+ and CD8+ T

~cells were each associated with milder disease

" “Coordmated SARS CoV 2- spec1ﬁc adaptwe

1mmune responses were assocxated with milder

dxsease suggestmg roIes for both CD4+ and

L CD8+ T cells in protective 1mmun1ty 111
COVID 197 | |

- “Coliected blood from COVID 19 patlents

- who have recently become virus- free, and - -

76) Detection of SARS-CoV-
- patients 2 weeks post discharge also revealed

- 2-Specific Humoral and

- Cellular Immunity in
' COVID-19 Convalescent
" Individuals, Ni, 2020

' therefore were discharged and detected SARS- j'
| CoV- -2 spemﬁc humoral and cellular immunity

in e1ght new}y d1scharged patients.

“Follow-_up analysm on another cohort of six

“high titers of immunoglobulin G (IgG)

. antibodies.

“In all 14 patients tested, 13 displayed serum-




77) Robust SARS-CoV-2-

specific T-cell immunity is

maintained at 6 months

_ following primary infection,
Zuo, 2020

78) Negligible impact of
: SARS-CoV-2 variants on

T4+ and CTH8+ T cell

reactivity in COVID-19

exposed donors and

yvaccinees, Tarke, 2021

“neutralizing activities in a pseudotype entry
“assay. Notably, there was a strong correlation

- between neutralization antibody titers and the

numbers of virus-specific T cells.”

““Analysed the magnitude and phenotype of the
SARS-CoV-2 cellular immune response in 100 |

donors at six months following primary

_infection and related this to the profile of

antibody level against spike, nucleoprotein and 3

RBD over the previous six months.

“T.cell immune responses to SARS-CoV-2
“were present by ELISPOT and/or ICS analysis
-in all donors and are characterised by

| predominant CD4+ T cell responses with

strong I1.-2 cytokine expression ...

“functional SARS-CoV-2-specific T-cell

responses ate retained at six months following

“infection.”

: ;‘Pérfonﬁe& é éorﬁ?rehengivé ar;z'ﬁyéis 6f
 SARS-CoV-2-specific CD4+ and CD8+ T cell
| responses from COVID-19 convalescent |
 subjects recognizing the ancestral strain,

- compared to variant lineages B.1.1.7, B.1.351, :

P.1, and CAL.20C as well as recipients of the

Moderna (mRNA-1273)

—.




' -:ihealthcale prov:der in

or Pfizer/BioNTech (BNT162b2) COVID-19

vaccines ...

“the sequences of the vast majority of SARS-

CoV-2 T cell epitopes are not affected by the

mutations found in the variants analyzed.

- “Overall, the results demonstrate that CD4+

- and CD8+ T cell responses in convalescent

‘COVID-19 subjects or COVID-19 mRNA

- vaccinees are not substantially affected by

- mutations.” - -

- ."79) Al to 1000 SARS COV—Z

- relnfectlon nropo:twn in

S members ofa laroe '

Israel: 2 prehmmarv report
; Perez, 2021

80) Persistence and decay of

- human antibody responses to

responses to the receptor-binding domam _
“(RBD) of the splke (8) protein of SARS-CoV=...
2 in 343 North American patients infected w;th

- the receptor binding domain
of SARS-CoV-2 spike
protein in COVID-19

patients, Iyer, 2020 .

“Israel, “out of 14.9 735 individuals with a
R fdocumented posmve PCR t&st between March
- 2020 and January 2021, 154 had two. posmve

- PCR tests at least 100 days apart, reflectinga
. '_rainfectio_n proportion of 1 per 1000.” |

- “Measured plasma and/or serum antibody.

SARS-CoV-2 (of which 93% required

- hospitalization) up to 122 days after symptom
onset and compared them to responses in 1548
individuals whose blood samples were .

 obtained prior to the pandemic ...




| SHA population-based

analysis of the Tongevity of

' SARS-CoV-2 antibedy

- seropositivity in the United

States, Alfego, 2021

“IgG antibodies persisted at detectable levels
. in patients beyond 90 days after symptom
. onset, and seroreversion was only observed in

~a small percentage of individuals.

“The concentration of these anti-RBD IgG

antibodies was also highly correlated with
pseudovirus NAD titers, which also
demonstrated minimal decay. The observation
that IgG and neutrélizing antibody responses

- persist is encouraging, and suggests the

development of robust systemic immune

memory in individuals with severe infection.”

“To track population-based SARS-CoV-2
antibody seropositivity duration across the
“ United States using observational data from a

‘national clinical laboratory registry of patients

tested by nucleic acid amplification (NAAT)

- and serologic assays ...

“specimens from 39,086 individuals with

~confirmed positive COVID-19 ... both S and
N SARS-CoV-2 antibody results offer an
encouraging view of how long huﬁlans may
have proté.éﬁlvé antibodies ag.aiﬁst.COVID.-l.‘),“ f'

- with curve smoothing showing population

seropositivity reaching 90% within three

- weeks, regardless of whether the assay detects




N or S-antibodies.

“Most importantly, this level of seropositivity
was sustained with little decay through ten

‘months after initial positive PCR.”
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Source: NDTV
Date: January 04, 2021

Link: https://www.ndtv.com/ india-news/oxford-covid-1 9-vaccine-bharat-

'  biotechs-covaxin-get- ﬁnal anprovai-bv-drug reguiator wili-be-indias-first- .

-vaccmes 2347053 -

India's Wait Over, Drug Regulator Savs Covid Vaccines
: Ciear_ed ”110_% Safe”- LR

'_ _ Druw Controller General of Incha VG Somanl saxd ”We 11 never appzove any’chmg |

: 1f there is slwhtest of safety concem The vaccmes are 1 10 per cent safe

' _Ail India Reported by Suk;rtu waedi Edzted by Anmdxta Sanyal Updated Januar;y {)4 2071 S

o -;-734amIS RN

New Delhi: Two vaccine.s for e01"onavirus Oxford University's Covishield,
‘which is bemg developed by the Pune-based Serum Institute, and Bharat
Biotech's Covaxm 1ece1ved emergency approval f1om 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.

_ I—Iere are the top 10 points in thls big story:




3

(U]

th

. "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
allergy are common for every vaccine,” Drug Controller General of India VG
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 temperatures

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 every Indian proud that the two vaccines that have been given

emergency use approval are made in India! This shows the eagerness of our
scientific community to fulfil the dream of an Aatmanirbhar Bharat, at the root

of which is care and compassion," PM Modi twested.

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 Biptech's Covaxin is conducting trials in collaboration with the Indian

Council of Medical Research. The Drug Controller said that its Phase I and
Phase II 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.




6. The health ministry said the government's expert committee has reviewed
Bharat Biotech's data on "safety and immﬁnogenicity" 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 mu_tant

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

7. "Happy new year, everyoné! All the risks @Serumlnstlndia took with
..'stockpiiing 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 Institut_e chief Adar Poonawalla tweeted.

8 "'It has been leamt that the vaccmes Of Bharat B1otech and the Serum Institute

: '-have recewed eme1gency approval All pieparatxons are underway for the

o -.Deihl government F1rst health workers and frontlme workexs w1 Il be given the o

| _.vaccme Then those above ace 50 w111 be gwen the vaccme 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 Cové,xin, 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

-~ lower than yesterday - taking the total C01onavuus cases to 1,03,23,965. Data
from the health ministry showed the countly has also logged 217 deaths, taking
the total number of fatalities to 1,49435.
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Source: THE FREE PRESS JOURNAL
Date: September 30, 2021, 11:13 PM IST

Link: https://www.freepressiournal.in/mumbai/mumbai-29-mbbs-students-

_ 'at~kem~g_ospital-te_st_—positive—for»c‘oyid»l9~_27—were_—fuﬂv—vaccinated

| Mumbal 29 MBBS students at KEM hospital test posmve
o for COVID 19, 27 were fullv Vaccmated

Swapml Mishra

: Mumbal A day after Mumbai Mayor K1shor1 Pednekar announced the standard

3 -operatmg procedures (SOPS) for the reopemng of schools in the czty from October S

o a, 29 medmal students at the cmc—run KEM I—Iosp;tal in Mumbai have tested Sl

e '.pos1t1ve for Covid- 19 F ourteen of them havc been adm1tted to the SevenHlils

e 'Hospltal in Ma;rol while the rest have been quarantmed ata hospztai complex in |

Parel. Twenty-seven of the 29 MBBS students had taken both doses of the Covid

vaccme while the remammg two had on y taken one dose each Accordmg to

. sources, all these students contractcd the znfecuon atacuh"ural event orgamsed in -

N
\Si‘“i/

the hospital last week, where reportcdly, none were foHowmg Covid norms.
Meanwhile, the Brihanmumbai Municipal Corporation has ordered RT-PCR tests

for all the medical students at the hosbiial and their relatives.

The incident came to light after a eecond-year MBBS student showed Covid
symptoms and was later found positive, following which other students were
tested. “Only 27 of the 1,100 MBBS students have tested positive for corona after
taking both doses of Covid vaccine. It is a case of breakthrough infection.
However, all of them are osy_mptomatic except the two who have been admitted

to SevenHills Hospital,” said KEM Hospital Dean Dr Hemant Deshmukh.




“Those affected are in the first and second years of MBBS. We have been telling
the students to be careful. But they have been working together and eating
together. They also stay in the RMO quarters, where all of them study together
till late hours,” said Dr Deshmukh.

A doctor at SevenHills said that 14 of the medical undergraduates have been
admitted to hospital’s BMC Covid facility, the rest have been quarantined at their
hostel. “Of the 14 admitted, three have mild symptoms. All are stable and under

observation,” said the doctor.

Additional Municipal Commissioner Suresh Kakani said they had asked the
hospital administration to conduct Covid tests on all the 1,100 MBBS students
who had participated in the event and directed them to trace all the close contacts

and people they may have come in contact with.

“All of them have been kept under observation and the number might increase,
as we will be testing everyone including the close contacts. Some of them have
mild symptoms and we have kept them under observation. Most of them are

vaccinated,” Kakani said.
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Source: THE FREE PRESS JOURNAL

Updated on: Monday, September 06, 2021, 11:02 PM IST

Link: bttps://www.freem'essiournal.?n/ mumbai/covid-19-third-wave-has-

entered-nagpur-guardian-minister-nitin-raut-urges-people-to-avoid-crowding

_'COVID -19 third wave has entered Nagpur': Guardlan

‘Minister Nmn Raut urges people to avoxd crowding
Sanj ay Jog |

_ The COVID 19 third wave has marked its debut in Nagpur, which is the State's
fé'_"second capltal The dzstrzct guardlan mmlster, Dr Nmn Raut, told the Free Press
) -Journal after a revxew meetmo "The thlrd wave has started in Naopur Wthh is
__'.reportmg a nse in posmve cases for the last few days Notabiy, on Monday, 13
- people tested posmve for the virus out of which 12 were already vaccinated. |
Besides, a twelve-year-old boy is among those who tested positive.”” Raut said
78 samples have been sent for genome sequencing. “’Nagpur district has
reported corona victims in double digits. This is a wake-up call. Therefore, it is
necessary to impose restrictions. In the next two-three days, stringent corona
prevention measures will be initiated in Nagpur; also, the District Disaster
Management Authority will have a meeting with traders, entrepreneurs and
other stakeholders,”” he added. '
There are as on date 493192 progressive COVID 19 cases; 9131 deaths, too,
- have been reported in Nagpur district. Raut said apart from a COVID surge,

there is a rise in Dengue cases as well.

n
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Source: DH Deccan Herald

AUG 03 2021, 22:50 IST
UPDATED: AUG 04 2021, 07:09 IST

Llnk https Hwww. deccanherald com/amp/state/top- kamataka~stor1es/more than-

h f-of-hospitalised-covid- 19 cases—among-vaccmated in-bengaluru-

1015918 html'? twitter impression=true&s=04%5C

'-More than half of hospltahsed Covzd 19 cases among

jvaccmated in Bengaluru

" Akhil Kadidal, DHNS, Bengalury,

A health worker collects swab samples from a woman for Covid tést at a private
hospital in in Bengaluru on Tuesday. Credit: DH Photo/B K J anardhan _
About 56% of peoplc hospitalised for Covid-19 in Benvaluru in Juiy had zecexved

at least one dose of the vaccine.

Sources in the Bruhat Bengaluru Mahanagara Palike (BBMP) said that about 2,700
people were hospitalised between July 2 and 27. Of these, 1,600 had received at
least one dose of a vaccine, comprising 1,200 Covishield and 400 Covaxin

receivers. -

Of the 1,200 Covishield receivers, about 450 had got the second dose. Among the

400 Covaxin receivers, 180 had the second dose.
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These hospitalisations are indicative of the extent of vaccine penetration in the-

public, explained BBMP Chief Commissioner, Gaurav Gupta.

“If you take the data about the 45+ age group who are generally susceptible (to
Covid-19), 82% have been vaccinated. So, 1 am not surprised that a lot of the

hospitalised people have been vaccinated,” Gupta said.

“We must ask for the doctor’s comments as to whether there is any difference
between those who are vaccinated and those who are not vaccinated, for severity.

We still require adequate data to come to any conclusion.™

Clinical indications are present in some hospitals. Research conducted at Apollo
Hospital examined 500 patients with moderate to severe Covid-19 pneumonia
admitted, for over 40 days between April 21 and May 30. They found that 148
patients were cases of breakthrough infection -- after being administered at least

once by a vaccine.

Some 124 (84%) had received the Covishield. while 24 (16%) had received
Covaxin. The median age was 58. The researchers, led by senior pulmonologist Dr
Ravindra Mehta who is also 2 member of the BBMP's Covid-19 task force
committee, said the median time for hospitalisation from first dose to

hospitalisation was 25 days and it was 18 days for second dose to admission.

About 19.5% of the vaccinated group (29 people) had severe symptoms, as
compared to 125 people (35.5%) who had not been vaccinated. In addition, 66 of
patients who died, all had received just one dose of the vaccine. “All patients who
received two doses (14 people) were eventually discharged from the hospital,” the

researchers said.
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CORONAVIRUS SPECIAL COVERAGE ONLY ON DH
Currently; at Aster CMI, one out of three ICU Covid-19 patients had been

vaccinated (with one dose). Dr Prakash Doraiswamy, Critical Care expert, said:
“We have seen many cases of vaccinated patients getting Covid infection and re-

*infections but they did not suffer from any serious complications.”

Fortis hospitals, meantime, has seen. about 15 such cases since June, “All of the
1CU cases had only dose. This shows the importance of getting two doses,” said Dr
Pruthu Narendra Dhekane, Infectious Diseases specialist at the Bannerghatté Road

branch.
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Dt:- 28.10.2021
Case Number before Hon’ble President of India PRSEC/E/2021/30755
Case Number before Hon’ble Prime Minister of India. | PMOPG/E/2021/0556634
Case Number before Central Vigilance Commission. | 187036/2021/vigilance-7

COMPLAINT U/S 154 OF CR. P.C.
As per law laid down by Constitution Bench of Hon’ble Supreme Court in

Lalita Kumari Vs. Govt. of U.P. (2014) 2 SCC 1.

To,
Shri Subodh Kumar Jaiswal,
Director General

Central Bureau of Investigation

Sub:- i) Action under section 420, 409, 199, 200, 115, 167, 302, 109,
120 (B), 34, 52, ete., of Indian Penal Code and provisions of
Prevention of Corruption Act,1988 against Shri. Satyendra. Singh,
Under Secretary, Ministty of Health & Family Welfare,

Government of India, and others for creating false and misleading

record and filing false and misleading affidavit before Hon'ble

High Court, with ulterior motive to play with the life of Crores

Indians with ulterior motive to give wrongful profit of thousands

of crores rupees to vaccine syndicate.

i @ www.awakenindiamovement.com - - BEd mailZaim@protonmail.ch
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i} Action under section 115, 302, 304, 409, 420,167, 120(B),
34,109, 52 etc., of Indian Penal Code and provisions of
Prevention of Corruption Act, 1988 against Dr. V.G. Somani,
Drug Controller General of India, Dr. Randeep Guleria and others
for mass murders of Indians by running a misinformation
campaign to misguide the people with false & misleéding
information that vaccines are completely safe. In fact they
suppressed, twisted and dishonestly concealed the proofs and data
that vaccines are not safe and having serious death causing side

effects.

iii) Intimation regarding exercise of power under section 43 of Cr. P.
C authorizing citizens to arrest the accused involved in cognizable

and non -cognizable offence.

Sir,

I undersigned is filing this complaint as under;

1. That. the from the material available on Governments own record angi Court

orders from the research done by world's honest scientists it is clear that,

i) Vaccines such as Covisheild and others are not having any guarantee

of any protection from corona virus i.e. SARS-COV-2.

The person who is fully vaccinated can get infection, he can spread
infection and he can die due to infection. There is no difference between
vaccinated and non-vaccinated people. [Re: Dihtgar Incident Aizawl

Vs, State of Mizoram 2021 SCC OnLine Gau 1313]

@ www.awakenindiamovement.com Bed mailzaim@protonmail.ch
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ii) Vaccines are under experimental stage and are not fully approved til}

date. They are being used under Emergency Use Authorization.

iii) The natural immunity developed due to cure from Covid infection or
due to contact with the virus is more robust and 13 times better than the

| vaccines. Such person are safest in the world. They cannot get infection
“and they cannot spread infection. They cannot die with Covid-19. Total
81 studies across the world had proved it. Dr. Sanjeev Rai, AIIMS, New
Delhi had also given his interview in this regard. Two links are given

._beiow; o

: L_i.n.k : htt_ps::_/./_v_ou_tu.i_).e_/nthkO_eSiSU L

o iv) Giving vaccinee to pe'rson'sl who are having deve'loped antibodies Will
o :-cause serlous harm to the sald pexsons Even 0therw1se such persons . .
were not screened & segregated in the chmcal trial and therefore they

': sheuld not be vaccinated.

V) as p_ef: serosurvey eonducted by ICMR th_ere_.are'areund 67.% people
in Ia.di_a:‘v'\{ﬁe have developed the anti-bodies. Said number is increasi_hg
day by day and therefore at least 70% of Indians need not be vaccinated. . -
Vaccinating those people will also cause a loss of thousand of crores to
public exchequer and it is a clear case of misappropriation of public

money, office and property.

vi) There are dangerous and death causing side effects of vaccines. Even -

the vaccine-manufacturers had given the warning in their fact sheets that

the person in said categories should not get vaccines. Said prohibited -

| _'@_\'Nwiw'.a'wakenindiamqvemen_t.co'm < | mailZaim@protonmail.ch
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categories includes the persons heiving allergic problems to the contents

of the vaccines etc.

vii) Around 4,956 people lost their life due to side effects of vaccines.
Thousands of vaccinated people are dying at early age due to cardiac
arrest which is one of the major side effects of vaccines. But their deaths
are deliberately not being shown in the vaccine side effects with ulterior
purposes to help the vaccine syndicate.

Link :

https:/drive.google.com/file/d/1uikelaé KDzUx7HNLrfwall1NJRt
0D _YP/view?usp=sharing

viii) About 11 European. countries banned the use of Astrazeneca
(Covishield) vaccines for deaths of their citizens due to side effects of

said vaccine.

Link :- https://www.aliazeera.com/news/2021/3/15/which-countries-

have-halted-use-of-astrazenecas-covid-vaccine

(ix) WHO also warned people about side effects of Covishield

(Astrazeneca) vaccines.

(x) If you take the Covid vax, you can never achieve full immunity again

— Government stats unveil the horrifying truth.

Link: https:/thetattviournal.org/2021/10/26/if-you-take-the-covid-vax-

vou-can-never-achieve-full-immunity-again-government-stats-unveil-

the-horrifying-truth/

(xi) There are other more effective, harmless and economical medicines

available for curing the people with covid-19 infection including;

@ www.awakenindiamovement.com RS mail2aim@protonmail.ch
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(a)Anandia’s Ayurvedic composition verified by the State
Government and approved by the Hon’ble High Court In
Ponnekanti Mallikarjuna Rao Vs, State of Andhra

~ Pradesh, rep. by its Chief Secretary to Government 2021
SCC OnLine AP 2171, o e

(b)The naturopathy fluid diet therépy of Dr. Bishwaroop Roy
| ‘Chowdhury and recommended by National Institute of

- Naturopathy, Pune. Said treatment is free of cost.

The observatmns of Natlonal Institute of Naturopathy, Pune -
areasundel ' ; e
| “T he enqmry teport submztted by Natwnal Instttute of -
o Natm opathy of Ministr y of AYUSH Govemment of
. Indla regardmg result of successﬂtl treatment of Covid-

19 patients without any side eﬁ‘ects._. _

Thisisa repo; z‘of some initial data gathef ed across a single
| center of Ahmednagar dzsmct uhe;e peopie avm!ed only
Naturopathy treatment voluntai zly Jor a week’s time period
from' their day of C OVID conf ymation and were

successfully treated.

None of the cases took any medication for long term due to

other systemic illnesses- like Diabetes, HTN or arthritis etc.

None of the cases took any medication Jor CO VID.

No case reported of any untoward incident or adverse

reaction to their fasting experience in Nature cure regime.

@ www.awakenindiamovement.com 2§ mailzaimeprotonmail.ch




Overall it can be concluded that; in all these cases; Nature

cure therapy was successful as a regimen for the COVID

cases. This can serve as model for the successful handling

of all mild to severe cases of COVID and also as a

preventive intervention in all the future cases.”

(¢) Ivermectin and Vitamin D
BIRD:-
i) https://bird-group.org/

ii) https://bird-group.org/evidence-to-recommend-ivermectin/

iii)  https://bird-group.org/conference-post-event/

(xii) Vaccination of all the population will not be of any help. Many
countries with full vaccination are facing outbreaks. In Kerala there are

40,000 new cases amongst vaccinated people.

Link:-
https://www.onmanorama.com/news/kerala/2021/10/12/kerala-

covid-cases-deaths-among-vaccinated.amp.htmi

.. U (xiili) The recent results amongst vaccinated are worrying. The death rate

in vaccinated is much higher than non — vaccinated.

~ (xiv) (a) As per ICMR survey around 20% of vaccinated people did

not have developed the antibodies.

Link:- https://www.news 1 8.com/news/india/booster-dose-
likely-to-get-icmr-nod-as-clinical-trials-find-20-

 vaccinated-have-no-antibodies-4193873 html
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{(b) Despite the abovesaid facts a false news is published in the
name of Health Ministry that vaccines are having around

97% efficacy.

Link :- -h'ttps://Endianexpress.com/articie/indiajcovidwi9~

- vaccines-effectiveness-serious-disease-death-govt-

. 7499316/7utm_source=whatsapp_web&utm_medium=soc¢

ial&utm campaign=socialsharebuttons

(¢) ~The reply given by Health Ministry on 20.09.2021 proves
| falsity of news pubhshed The reply says that there is no

'Idata avaliable regardmg longewty of the 1mmune response

Cin vaccmated 1nd;v1duals The re evant Questlon & Answer o '

is as under, L _
= :Questloml Detaﬂed mformatmn on approved vaccines to prevent
- corona outbreaks As well as detalled mformatlon about their time

period.

- Answer:- 1. Longevity of the immune response in vaccinated

o * individuals is yet to be deterinined. Hence, continuing the use of

" masks, hand washing, physical distancing and other COVID-19 " i

appropriate behaviors is strongly recommended.

(xv) As per law laid down by Hon’ble Supreme Court & High Court and
as per the provisions of Universal Declaration on bioethics and Human
Rights, 2005. Internationai Covenant on Civil & Political Rights, it is
- the duty of authorities / Doctors / Government to give the complete

information to public including side effects of the vaccines and its

- Inefficiency. -

& www.awakenindiamovementcom - -




(xvi) No decision of efficacy of vaccines and severity of pandemic can
be taken on the basis of RTPCR tests because in India the cycle threshold
of RTPCR is 35 and which is having possibility of 97% false positive
results. |

Link:

https://drive.google.com/file/d/1 Fmf7udsiFfewgQ2fNeDOcmj VW8

DwILYMl/view?usp=sharing

2.  That, the recent studies have also exposed the damages of vaccinations and
falsity of the narratives run by the accused in active connivance with the

pharma mafia.

2.1. The number of fully vaccinated people dying from COVID is rising,

according to data in most countries.

Berenson said. “In the UK, at least 70% of the people who died from COVID

in August were fully vaccinated, and that’s straight from British government

documents.”

https://assets.publishing.service.gov.uk/sovernment/uploads/system/uploads/

attachment data/file/1018547/Technical Briefing 23 21 09 16.pdf

Israel was nearly fully vaccinated by February.
Israel saw skyrocketing numbers of cases, even after they’d hit this so-

calied herd immunity threshoid of 76%6.”

2.2. More and more cases among the fully vaccinated, and more and more of

them becoming very severe to the point where the majority of their cases in the

ospitals and in the ICU and those dying were fully vaccinated people.”

B @,WWW;awakenihdiamovernent.com . Bed mailzaimeprotonmail.ch




https://childrenshealthdefense.org/defender/justin-williams-robert-malone-

fully-vaccinated-covid-super-spreaders/

-2.3.“A majority of gravely ill patients in Israel are double vaccinated. A
majority of deaths over 50 in England are also double vaccinated.

https://www.sc_:ience.org/content/artic]e/g_rim-waming—israel-vaccina’tion-

' bIunts—doesmotidefeat»de!ta

' 2.4. Also, mass vaccination of the population with the highly mutating

coronavirus will only evolve perfectly vaccine-resistant strains of the virus.”

= https //WWW llvesmence com/coronawrus vaccme remstance-mutatmn—

: i modeI html _ _ - .
. _"As part of the tudy researchers mvest:gated the refatlonsmp between the ;
-_'percentage of populatxon fully vaccmated and new COVID cases across 68

| - countries and 2,947 U, S counties that had second dose vaccine, and available

COVID case data.

. hutps:/link springer.comv/article/10.1007/s10654-021-00808-7 -

25.A paper published Sept. 30 in Eurosurveillance raises questions about the

legitimacy of “vaccine-generated herd immunity.”

The study cites a COVID outbreak which\spr‘ead rapidly among hospital staff
at an Israeli Medical Center — despite a 96% vaccination rate, use of N-95
surgical masks by patients and full personal protective equipment worn by
- providers. | | ' |

- The calculated rate of infection among all exposed patients and staff was
- 10.6% (16/151) for staff and 23.7% (23/97) for patients, in a population with a

'96 2% vaccination rate (238 vacc;nated/248 exposed 1nd1v1duals)

@._-;_\'é'\_fj:mf.a_‘\n(a_ke.r;india_movem_en't'_.;'qm_ St
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The paper noted several transmissions likely occurred between two individuals
both wearing Surgical masks, and in one instance using full PPE, including N-
95 mask, face shield, gown and gloves. -
https://www.eurosurveillance.org/content/10.2807/1560
7917.ES.2021.26.39.2100822

2.6. Healthy boys may be more likely to be admitted to the hospital with heart
inflammation from the Pfizer-BioNTech COVID vaccine than with COVID

itself, according to a new pre-print study.

U.S. researchers found boys between the ages of 12 and 15, with no underlying
medical conditions, were four to six times more likely to be diagnosed with

vaccine-related myocarditis than they were to be hospitalized with COVID.

https://www.medrxiv.org/content/10.1101/2021.08.30.21262866v1

2.7. An international survey2 1 published in mid-March 2021 surveyed 2,002
people who had received a first dose of COVID-19 vaccine, finding that those
who had previously had COVID-19 éxperienced “significantly increased
incidence and severity” of side effects, compared to those who did not have

natural immunity. _ R,

https:// altnews.org/i()z 1/10/13/are-the-covid-shots-working/

Majority of Hospitalizations Are Actually in the Vaccinated.

| 28 The oft-x.'”ei)e.éfed refrain is that we're in a '.'pa.hdefﬁié of the unvaccmated," gt
meaning those who have not received the COVID jab make up the bulk of those

gt
o

hospitalized and dying from the Delta variant. However, we're already seeing
a shift in hospitalization rates from the unvaccinated to those who have gotten

one or two injections.

@'WWw.awakenindiamovement.com I - EBd mail2zaim@protonmail.ch




For example, in Israel, the fully "vaccinated" made up the bulk of serious cases
and COVID-related deaths in July 2021, as iflustrated in the graphs below. The
red is unvaccinated, yellow refers to partially "vaccinated" and green fully
"vaccinated" with two doses. By mid-August, 59% of serious cases were

among those who had received two COVID injections.

2.9. Data from the UX. show a similar trend among those over the age of 50.
In this age group, partially and fully ' vaccmated” peop!e account for 68% of
hospitalizations and 70% of COVID deaths. |

https://cdn.altnews.org/wp-content/uploads/202 1/08/new-hospitalizations-

| -thumb.jpg_ ‘

- _https //cdn nexusnewsfeed com/1mages/2071/8/new -severe- covzd 19- patlents~ |

thumb 163 1973 1 02161.png n

'_ '_https //cdn nexusnewsfeed com/xmages/ZOZI/S/deaths t1e11d thumb»
'16319731 12475.png | |

https: //cdn nexusnewsfeed com/lmages/’)021/8/c0v1d 19 delta—var1ant~ _

_':hosmta} admxssmn and-death m-england 1631973123881 png

- https://www.science.org/content/article/erim-warning-israel-vaccination- - ;

blunts-does-not-defeat-delta

https://www.standard.c0.uk/news/uk/engiand~de1ta~donald-truinv~

government-public-health-eneland-b951620.himl

- 81 Research Studies Confirm Natural Immumty to CGVID ‘Equal’ or

' ‘Supenor’ to Vaccine Immumty

< '}fya:iIZa_i'm@prﬁt';théiLc_h




https://childrenshealthdefense.ore/defender/research-natural-immunity-

covid-brownstone-institute/

3.1. A new study finds that this dominant variant can grow in the noses of

vaccinated people as strongly as in unvaccinated people.

https://www.nationalgéographic.com/science/article/evidence-moums-that-

people-with-breakthrough-infections-can-spread-delta-easily

3.2. A study published Sept. 30, in the peer-reviewed European Journal of

Epidemiology Vaccines found “no discernible relationship” between the
percentage of population fully vaccinated and new COVID cases.

In fact, the study found the most fully vaccinated nations had the highest

number of new CQVID cases, based on the researchers’ analysis of emerging

data during a seven-day period in September.

3.3. “Most recently, researchers in Israel report that fully vaccinated persons
are up to 13 times more likely to get infected than those who have had a natural
COVID infection.

3.4. “In one analysis, comparing more than 32,000 people in the health system,
the risk of developing symptomatic COVID-19 was 27 times higher among the

_vaccinated, and the risk of hospitalization eight times higher.”

3.5. “The study also said that, while vaccinated persons who also had natural

infection did appear to have additional protection against the Delta variant, the

@ www.awakenindiamovement.com - g€ mail2aim@protonmail.ch
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vaccinated were still at a greater risk for COVID-19-related-hospitalizations

compared to those without the vaccine, but who were previously infected.

“This study demonstrated that natural immunity confers longer lasting and
stronger protection against infection, symptomatic disease and hospitalization
caused by the Delta variant of SARS-CoV-2, compared to the BNTIGZb’) two-

dose vaccine- mduced unmunxty, study authors said.

'https://www.medrxiv.o1_*g/contént/ 10.1 102/2021.08.24.2_1262415v1

' 3 6. Pﬁzer Sc:entnst. Natural Immumty Is Better Than the COVID Vaccme _

'PrOJect Ventas fourth v;deo in Jts COVID vaccme 1nvest10at1ve series quotes
L two Pﬁzer scwnﬁsts who saxd natuml 1mmumty is bettez than Pﬁzer s vaccine,

L and one Who calied the company evxl” and saxd :t s “run on COVID money

o https //chxldrenshealthdefense org/defender/prolect~ver1tas pﬁzer-501entlst~ .

nick- kari naturai xmmunlty-cowd-vaccme/

| 4. . ‘An international group of physicians and scientists $igned_adc_clar_ation Friday
accusing ‘COVID-19 policy-makers” -of “crimes -against humanity” for

preventing the use of life saving treatments on their patients.

As of Monday morning, the Physicidns Declaration had garnered more than

4,600 signatures. The signers accused policymakers of forcing a “one-size-fits-

all” treatment strategy, resulting in “needless illness and death,” rather than

“upholding fundamental concepts of the individualized.”

According to Global COVID Summit, the declaration was created by

physicians and scientists during the Rome COVID Summit. The signatories are

- professionals, many of whom are on the front lines of treating COVID patients.

& www.awakenindiamovement.com .~ ES§ mail2aimeprotonmail.ch
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https://globalcovidsummit.org/news/welcome-to-the-global-covid-summit

5. Paper that came out of Israel which showed that natural antibodies fall about
5% or 10 percent a month, while vaccine-induced immunity falls more than

40% per month.”

5.1. One of the largest studies to date, published in Science in February 2021,

found that although antibodies declined over eight months, memory B

cells increased over time, and the half-life of memory CD8+ and CD4+ T cells

suggests a steady presence. |
https://www.science.org/doi/10.1126/science.abf4063 Ykeytype2=tf ips
ecsha&ijkey=d4c191c8tbab5d0d2{504814b6{0h2e9d3alf4b2

5.2.In a study by New York University published May 3, the authors studied
the contrast between vaccine immunity and immunity from prior infection as
it relates to stimulating the innate T-cell immunity - which is more durable
than adaptive immunity through antibodies alone.

The authors concluded:

“In COVID-19 patients, immune responses were characterized by a highly
augmented interferon response which was largely absent in vaccine recipients.
Increased interferon signaling likely contributed to the observed dramatic
upregulation of cytotoxic genes in the peripheral T cells and innate-like

lymphocytes in patients but not in immunized subjects.”

The study further noted:

“Analysis of B and T cell receptor repertoires revealed that while the majo
of clonal B and T cells in COVID-19 patients were effector cells, in vaccin

recipients, clonally expanded cells were primarily circulating memory cells.”
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This means natural immunity conveys much more innate immunity, while the
vaccine mainly stimulates adaptive immunity — as effector cells trigger an
‘innate response that is quicker and more durable, whereas memory response
requires an adaptive mode that is slower to respond.

| htt_ps://papers.ssrn.com/soi3/papers.cﬁn‘?abstract i_d=3838993 |

5.3, According'to a Jongitudinal analysis published July 14 in Cell Medicine,

most recovered COVID patients produced durable antibodies, memory B cells
and durable polyfunctlonal CD4 and CDS T cells ~—which target mthple parts
of the virus, _

_“Taken together these results suggest. broad and effective 1mmumty may _

. pers;st Iong term in recovered COVID 19 panents ” the authors sald

" -._'In other words unhke thh the vaccmes no boosters are requ:red to a351st -

. "_natural Immumty

. I_-https //aIChIVCS snnpl !zsts com/nﬁl/msg/i’?S]g?go/ SERREIR

'However some dishonest, Anti Human, Money Minded and Anti National
_ ofﬁczals of Central and State Govemment have consplred with each other and -

. in furtherance of their common intention and ulterior motives they are 1unmng

... false narratives and conspiracy theories to cheat mislead and mzsguzde peopie

that -

(a) vaccines are completely safe.
(b) Vaccines are the only protection from Covid-19 pandemic.

() 100 % popuiau DL around 135 Crores Indlans should be vaccinated.

B=4 mailzaimeprotonmail.c
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7. Accused Doctor D.G. Somani, Drug Controller General of India in furtherance
of the said conspiracy had made a false and misleading statement that, the

vaccines are 110% safe.

The exact words in his interview on 4™ January 2021, with NDTV are as
under;
“Drug Controller General of India VG Somani said,. "We'll

never approve anvthing if there is slightest of safety concern.

The vaccines are 110 per cent safe'.

Link: https:/www.ndtv.com/india-news/oxford-covid-19-vaccine-bharat-
biotechs-covaxin-cet-final-approval-by-drug-regulator-will-be-indias-

first-vaccines-2347053

8.  The falsity of abovesaid statement of accused D. G. Somani is exposed from

the proofs and evidences given in above paras.

This makes accused D.G. Somani liable for punishment under section 52, 302,
115, 420 etc of Indian Penal Code.

9.  Accused Dr. Randeep Guleria and few other co-accused were hired by the

‘YouTube to mislead the people that vaccines are completely safe.

Their videos are available on the YouTube under caption know from the

experts

10. That, the accused vaccine manufacturers Shri. Adar Poonawala of Serum

Institute who is manufacturing covishield in collaboration with mastermind
accused Bill gates and others have proven their complete complicity in crimes

as they have not given any counter and cotrect version in public and media to

@ www.awakenindiamovement.com © Bad mail2zaim@protonmail.ch
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counter the false narratives and conspiracy theories about efficacy of his

vaccines.

In fact their act of commission and omission are sufficient to punish them as

~per section 120 (B), 34 etc., of Indian Penal Code.
11. Some action is also required against other manufactures.
12, That‘ because of abovementioned acts of commission and omission by the
decxswmmakmg authorities in Health Ministry and supporting Natlonal Task

- Force the country has suffered followmg losses of money and hfe

: '._(i) Govemment of Indla znciuded the vaccmes 111 nationai progiamme

- and had g1ven axound 100 Crores doses to the Indlans which is a

| _1msappropr1at10n and total }oss of more than Thzrty Thousand Crores o

ﬁ_' as on 24.10. 2021,

(u) More than 4,000 people died due to side effects of vaccination who
took vaccmes due to rmsieadmg advertxsement and mlsrepresentanon by

' Govemmem authonnes

(iii) Crores of people faced various side effects of vaccines including

permanent disabilities.

13.  That, the level of conspiracy of organized crime syndicate of accused can be
easily seen from the very fact that they managed the Print, Electronic and social

“media in such a way that the correct information was not allowed to reach the

- comumon people. = -

& www.awakenindiamoy
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The policies framed by the YouTube, Twitter, Facebook etc., is a sufficient
proof of their participation in ¢rime.

Section 10 of Evidence Act and Section 120 (B) of Indian Penal Code makes
all the concerned media persons and any other person publishing false and |
misleading news to facilitate conspiracy as an accused.

[Raman Lal vs. State 2001 Cri. L. J. 800, CBI Vs. Bhupendra Champaklal
Dalal 2019 SCC OnLine Bom 140}

Hence, all the accused are liable for prosecution and severe punishment under
section 52, 115, 302, 409, 304-A, 304, 323, 336, 192, 193, 199, 200, 201,202,
52, 120 (B), 34, etc., of Indian Penal Code.

And other provisions of Prevention of Corruption Act. All the provisions of

IPC are anhexed herewith.

Since, the offence are of mass murders and are gravest and heinous crimes and
having punishment up to death penalty or up to life imprisonment, therefore all

the accused needs to be arrested forthwith.

That, if accused are not arrested forthwith then they will continue to do their
offences and then for each loss of life and every loss of public money and
property you should be responsible and you may be liable for action u/s 166,
218,201, 202, 120(B), 34, 52 etc., of IPC.

That as per law laid down by Hon’ble Supreme Court in catena of decisions

~ the concerned Minister including Health Minister Shri. Mansukh Mandaviya

@ www.awakenindiamovement.com

will also be liable for prosecution if he don’t disassociate himself from the
conspiracy and fails to takes action against the guilty officials. [Parm Bir

Singh Vs. State Of Maharashtra 2021 SCC OnLine Bom 516, State of
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Maharashtra Vs. Sarangdharsingh Shivdassingh Chavan (2011) 1 SCC
3771

Needless to mention here that, a detailed representation is already given to

Health Minister Shri Mansukh Mandviya on 23.09.2021. A copy of which is

- . enclosed herewith.

. That accused Shri. Satyendra Singh, under Secretary of Health Ministry in his
~ reply affidavit dated filed before Hon’ble Bombay High Court in Writ Petition

No. 1820 of 2021 in the matter between ‘Mr. Nelson Paulo vs. The State of _

Goa made a false statement and declaration as under

. “I Sa{yendta Smgh, S/o Sh Phool Smgh aged about 41 years,
-WOI kmg as Undef Secr etary COVID Vacemaﬂon Admmzsn ation

: '___'Cell in rhe Mmzsrry of Health cmd Famzly Welfaie Nzrman

5 _Bhawan NewDelhz do hez ebysolemnly aﬁ‘ Irm andsmcerelystate P

_ as follows

' _8 Thaf it is furrher humbl)z Submtrted thaz‘ however since this
matter is related to vaccmarzon and Union of Indza is the

: respondent no. 6; thus itis pertment fo pi’esenr the stand of Union_ .
) of . Indza wzth regards to vacemafzon Itis humbly submztz‘ed that

. vaccination for Covzd—] 9 is a matter of social ob_lz_gazzon and is of

a larger public interest. As a responsible citizen looking to

contribute in the nation and humanity’s ﬁght' against_the

Pandemic of Covid-19 infection, it is natural that every person

would get her/himself vaocinated against Covid-19 so as to

prevent the spread of Covid-19 infection in the community.

12. Therefore, it is humbly submitted that in order to prevent the

: transmzssmn and spread of Covid-19 pandemic, it is expected

_tltat all respons:ble c:tzzens especzallv the teachers who are also

B mailzaimeproto
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the role models and influencers for the society get themselyes

vaccinated as soon as possible against Covid-19 and meticulously

Jfollow Covid Appropriate Behaviour.

VERIFICATION
Verified at New Delhi on October 08, 2021 that the contents of
this affidavit are true and correct to the best of my knowledge and

belief and no part of it is false thereof, and no material fact has

been canceled therefrom.

SD/-
_ DEPONENT”

20. From the material available on record it is clear that the above affidavit is false
and drafted with ulterior purposes by dishonest concealment and suppression
of material facts. Hon’ble Supreme Court and Hon’ble High Court had made it
clear that such intellectually dishonest officer should be punished for filling
false affidavit.

In Samson Arthur Vs. Quinn Logistic India Pvt. Ltd. and Ors. [2016] 194
Comp Cas 100 (AP) it is ruled as under;

SUPPRESSIO VERI SUGGESTIO FALSI

A] Suppression of relevant and material facts is as bad as
Suggestion falsi ie., a false representation deliberately made.
Both are intended to dilute- one by inaction and the other by
action. "Suppressio veri Suggestio falsi"-suppression of the

truth is equivaieni io ffve suggesiion of whai is faise.

B] A false statement willfully and deliberately made, and a

suppression of a relevant and material fact, interferé with the

due course of justice and obstruct the administration of justice.

Py mail2aim@protonmail.ch

@ www.awakenindiamovement.com
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Dishonesty should not be permitted to bear fruit and confer

benefit to the person who has made a misrepresentation.

It is the duty ‘of the Court, once false averment of facts are
‘discovered, to take appropriate steps to ensure tﬁat no one

| ' derives any benefit or advantage by abusing the legal process.
- Fraudulent '-atid dishonest litigants must be discourdged. (A.

- Shanmugam?24). It is the bounden obligation of the Court to
ne.utralize any unjust aﬁd/or chdeserved benefit or advantage

- obtamed by abusmg the judtClal process.

_ 21. . - Accused Satyendra Smgh also made sxmliar false and mlsieadmg statement m

o _ hzs repiy dated 8. 10 2021 under RTI Act to apphcant Shrl Hall Ram Mah '

22, ':'Hence, he 1s actwely 1nvolved in. the consplracy and therefore llable f01 o
s s prosecutzcn under addltlonai offences w/s 199 200 167 120(B) 34 52 etc of R
IPC. _ o _ L

23, -Due to Wrong statement & false information given by accused Satendra Singh,
e many people took vaccmes or ccmpeiled to take vaccmes They ultimately died
or suffered serious side effects including life time disabilities. Therefore, he is

also liable for pro_s'ecut_'icc.under section 115,302,304-A,420 etc of IPC.

24, ‘WRONGFUL BENEFITS OF LACS OF _CRORES TO VACCINE
SYNDICATE:-

24.1. That apart from ineffectiveness of vaccines, the another offence is of

corruption. The interview of Shri. Krishna Ella, Managing Director (M.D.) of

Bharat Biotech (Covaxin) is sufficient to expose the corruption in bringing the

vaccines in national program and its promotion by the Government’s officials.

& www.awakenindiamovementcom EB4 mail2aimeprotonmail.ch
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That in his interview on August, 2020. Mr. Krishna Ella said that the vaccine

will be sold below the price of a water bottle means below 20 rupess.

Link:https:/twitter.com/Vini J26/status/13988873489730969607s=20

24.2. If that is the case then how the Government is paying an amount of Rs. 283/-
per vaccine. How much bribe is given to the concerned Government authorities

for such a loss of around 30,000 Crores in between last 1 year.

24.3. The enquiry and Narco Analysis, Lie Detect Test of accused Satyendra Singh,
Dr. Randeep Guleria will reveal the amount of bribe given to the Government’s

officials to help the vaccine syndicate.

24.4. Earlier in 72° report by Parliamentary Committee the officials of ICMR and

DCGI ete., were involved in corruption to help vaccine syndicate.
24.5. Other complaints exposing entire conspiracy are annexed herewith.
‘Link: -

1. https://drive.google.com/file/d/15BJhuMr2GJYxaBnufUUpg2z-

311xPall/view?usp=sharing

2. https://drive.goegle.com/ﬁle/d/lqMSGsSﬁCptHMSdeVSSmblVY
D-V4FICN/view?usp=sharing

~25. Hence, you are requested to forthwith register an FIR against the accused and m
L ¥

arrest them immediately.

26. Please take a note that, you are bound to take action within 7 days and to arrest

accused or to inform the reasons in writing to me as mandated by the Constition

@ www.awakenindiamovement.com . P28 mail2aim@protonmail.ch
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Bench of Hon’ble Supreme Court in Lalita Kumari Vs. Govt. of U.P. (2014) 2 SCC

1. If you failed to do so then we will exercise their right under section 43 of Cr. P.C.

and they will arrest the accused

Sincerely

R

- Ambar H. Koiri
. B—=1501, Runwal Hts.
L.B.S. Marg, Mulund (W)
-+ Mumbai - 400 080.

@ www.awakenindiamovement.com B& mail2aim@protonma
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PREFACE

I, the Chairman of the Department-related Parliamentary Standing Committee on Health and
Family Weifare, having been authorized by the Committee to present the Report on its behalf, do
hereby present this Seventy Second Report of the Committee on the “Alleged Irregularities in the
Conduct of Studies Using Human Papilloma Virus (HPV) Vaccine” by Programme for Appropriate
Technology in Health (PATH) in India.

2. The Committee first took up the issue about the trial of HPV vaccine on the children in
Khammam district of Andhra Pradesh and Vadodra district of Gujarat and reported deaths of the
children therefrom in its meeting held on 06" April, 2010 during the course of examination of
Demands for Grants (2010-11) of Pepartment of Health Research and sought exact status in this
regard from the Secretary, Department of Heaith Research. Subsequently, taking serious view of
the procedural and ethical lapses on the part of the Ministry, the Committee sought the matter of
aliowing trial of the vaccine as also the approval for its marketing in the country to be enquired
into. The Committee also desired the Ministry to take further appropriate action in the matter and
apprise it of the follow-up action taken in this regard at the earliest. As 2 sequel to the Committee’s
recommendation, a Committee was appointed by the Government of India to enquire into”Alleged
Trregularities in the Conduct of Studies Using Human Papilloma Virus (HPV) Vaccine” by
Programme for Appropriate Technology in Health (PATH) in India on 15 April,2010. The Final
Report of the Committee appointed by the Government of India to enquire into"Alleged Irregularities
in the Conduct of Studies Using Human Papilloma Virus (HPV) Vaccine” by Programme for
Appropriate Technology in Health(PATH) in India was made on 15* February,2011.

3. The Committee thereafter deliberated on the subject in its meetings held on 23" July, 2011
and 24" May, 2013.

4, During the course of examination of the subject, the Committee heard the views of the

- Secretary, Department of Health Research and other officials of the Department on 25% July, 2011

and Secretary, Department of Health Research and Drug Controller General of India (DCGI) on
24" May, 2013,

5. During the finalizaticn of its Report, the Committee relied upon the following documents/
papers:—

(i) Background note received from the Ministry;

(ify Final Report of the Commitiee Appointed by the Government of India to enquire
into “Alleged Irregularities in the Conduct of Studies Using Human Papilloma Virus
(HPV) Vaccine” by Programme for Appropriate Technology in Health (PATH) in India;

(iif) Oral Evidences tendered by Secretary 'Dépaz"tmé'nt of Health Research and DCGL and

(iv) Replies to the questionnaires received from the Department of Health Resecarch.

6. The Committee considered the Draft Report and adopted the same in its meeting held on
290 August, 2013,

{vit)
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{viii)
7. For facility of reference and convenience, observations and recommendations of the
Committee have been printed in bold letters in the body of the Report.

'BRAJESH PATHAK,
New Derns : _ Chairman,
29th August, 2013 ' Department-related Parliamentary Standing

Bhadra 7, 1935 (Saka) Committee on Health and Family Welj_‘are
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REPORT

i BACKGROUND

1.1 During March, 2010 the entire world was shocked by the media reports about the deaths
of some female children and adolescents in Khammam district of Andhra Pradesh after being
administered Human Papilioma Virus (HPV) vaccines. The vaccination trials were carried out by an
American agency viz. Programme for Appropriate Technology in Health (PATH). The project was
reportedly funded by Bill and Melinda Gates Foundation, an American charity.

1.2 . Several questions were asked and concerns expressed in the media and well meaning
quarters on the role of government agencies including Indian Council of Medical Research (ICMR)
and Drugs Controller General of India {DCGI) in approving and facilitating the trials, which was
against all laws of the land and even international ethical norms and rules; misuse of government
funds, man-power, facilities and infrastructure for a private project of dubious nature; use of logo
of National Rural Health Mission (NRHM), an official programme of the Union Government during
these vaccination drives to give it respectability and official endorsement; and above all the blatant
violation by PATH of all regulatory and ethical norms laid down by the Government of India for
the purpose as alsc possible violations of such nerms prescribed and very scrupulously enforced

in the Country of its origin viz. United States of America.

1.3 Taking cognizance of these reports, the Committee (2009-10) which was examining the
Demand for Grants (2010-11) of the Department of Health Research at that point of time sought
a detailed clarification from the Government in the matter. In response the Secretary of the
Department of Health Research and DG ICMR informed the Commitee that it was a vaccine
against the Human Papilloma Virus which causes cervical cancer in women. The Drugs Controller
General, India had given approval for marketing of HPV vaccines in India as a vaccine to be
prescribed by the clinicians s per schedule ‘Y” of the Drugs and Cosmetics Rales and then for
a post-marketing surveillance trial. The Committee was informed that the proposal for trial came
two years earller (though later on during the Committee’s examination it was proved that it began
in 2006) before the ICMR through PATH, an American agency, and the logic for allowing the trial
was to see acceptability of this vaccine on Indian population. Besides, these trials were approved
by the National Ethical Committee and the State Ethical Committee.

1.4 Attention of the Secretary was drawn to DCGI guidelines wherein Phase Ul trials cannot
be conducted. on children until a similar trial was conducted on adults. It was admitted by the
Secretary that the DCGI guidelines were not adhered to in the present case. but this vaccine is
given before the sexual activity begins and then it protects against cancer. That was the reason for
allowing trials on girls of the age of 10-14 years. The Committee was assured that State
Governments of Andhra Pradesh and Gujarat would be asked to get the ongoing clinical trial
stopped immediately. )

1.5 Hugely perturbed by these blatant violations, the Committee in its Forty first Report on
Demands for Grants (2010-11) of the Department of Health Research made the followmg

recommendations o this - issuc:

“Taking serious view of procedural and ethical lapses on the part of the Ministry, the
Committee sought the matter of allowing trial of the vaccine as also the approval for its
marketing in the country o be enquired into by a premier investigating agency and to take
further appropriate follow-up action in the matter. It also asked that findings of the
investigating agency and the follow-up action taken in this regard may be furnished to the

1
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Committee at the earliest. The Committee, taking a serious view in the matter, recommends
to the Department of Health Research that in future all guidelines and norms should be
adhered to before allowing trials of any drug including vaccines on Indian population. The
Committee also recommends that the DCGI should observe optimum precautions and foliow

‘all norms and guidelines while aliowmg marketing of any drug mcludang the vaccines in the

Indian market”. .

The Department of Health Research in jts Action Taken Note on the above recemmendataons

submxtted the following:

“PATH in parinership with State Governments of Gujarat and Andhra Pradesh was
implementing an operational research study related to cancer of cervix prevention in India.
ICMR is prov:dmg techmcai support and consuItatxon for development of protocol and plan

- of monitoring.

The study utilized both the brands of HPV vaccines available in the market (Gardasil by

Merck in Andhra Pradesh; and Cervarix by GSK in Gujarat). In view of certain complaints -

*‘received, the State Governments have been advised not to carry out further vaccination till

.- further orders. To ascertain the. facts of the matter, Minister for Health and Family Welfare

.- appointed a Committee comprising of Dr. ‘8.5, Agarwal, former- Dtrector, Advanced Centre

for, Training, ‘Research, Education on Cancer, Dr. S.P. Aggarwal, former DGHS and 'Dr,

_ “Sunita Mittal, HoD, Obstetr;cs and Gynaecofo , AHM_S 1o _mvestsgate eth:cal issues ra:se_d_ .
'-mthemattcr”.' PR _' 2 LR R

1T

“Not bemg sansf’ ed w;th the action taken by the Govemment on its Recommendat:ons, the .

Cammlttee in_its Forty elghth Report further recommended the fol!owmg

1.8

'_“The Commlttee observes that as .a resuit of its mtervzmt:on, the State Govemments have
been advised by the Department not to carry out HPV .vaccinations and a Committee has

been appointed to investigate ethical issues raised in the matter. The Committee is not aware

~about the date of setting up of the Committee. However, the absence of any specific time-
line for submission of Report of the Committee in the Action Taken Note given by the

Department makes the Committee somewhat apprehensive, Like so many Committees set up

by ‘the. Government, findings of this Committee, as. and when received, ‘may remain on

paper on]y ‘The Committee, therefore, recommends that every effort should be made to

“expedite the Report of this Committee so that real facts about the HPV Vaccine trial are
- made known without any further delay and corrective measures not only in respect of this
-case but for all such ongoing/proposed clinical trials of drugs/vaccines are taken. The
"o .Committee also recommends that the Department should at least now work in close

coordination with other concerned departments/organizations to undertake a comprehensive
analysis of the process of granting permission to research studies having hazardous effects
on health and put in place a fool-proof system for pre-empting unethical research studies.”

Considering the enormity of the wrong doing/criminality involved, and the dilly-dallying

attitude of the Government in taking exemplary corrective action, the Committee took it up for
detailed examination. The succeeding paragraphs contain the details of the matter, Committee’s
findings and recommendations. :

1.9

Cancer of the cervix (mouth of uterus) popularly called Cervical Cancer has beep there ever

since the dawn of human race. Over the years, preventive and treatment protocols have been
developed by medical experts.

1.10  The Committee was given to understand that on June I, 2006 the American drug reguiator,

~ the U. 8. Food and Drug Administration (USFDA) approved the first vaccine to prevent HPV virus




that is claimed to cause 70% of cervical cancers, under the brand name of Gardasil by a US drug
company namely, Merck.

1.11  In the very same month, an American organization called Program for Appropriate
Technology in Health (PATH) embarked upon a large scale, 5-year long (June 2006 to May 2011)
project with “the main objective ....to generate and disseminate evidence for informed public
sector introduction of HPV vaccines” in four countries, India, Uganda, Peru and Vietnam.
Interestingly these four countries have different ethnic populations: India (Indo-Aryans, Dravidians,
Tribals etc.), Uganda (Negroid), Peru (Hispanics) and Vietnam (Mongoloids). The Committee has
been given to understand that ethnicity is relevant in the determination of safety and efficacy of
some drugs. What would be of further interest, as per World Health Organization (WHO) is that
all these countries have state-funded national vaccine immunization programs, which if expanded
to inciude Gardasil, would mean tremendous financial benefi to the then sole manufacturer.

1.12  With this background a clinical trial under the title ‘Post-licensure observational study of
Human Papilloma Virus Vaccination — Demonstration Project’ was undertaken by Programme for
Appropriate Technology in Health (PATH), an agency of American origin. The Indian Council of
Medical Research (ICMR), which is the highest body in the Country for medical research and
related matters lent its platform to PATH in an improper and unlawful manner. The State
Governments of Andhra Pradesh and Gujarat swayed by the involvement of ICMR followed suit.

il NATURE OF PROJECT

2.1 Given the controversy surrounding the project, the Committee was keen to know from the
Government the exact nature of the project. The Committee noticed that there was fundamental
difference between the perceptions of Drugs Controller General of India {DCGI) and Department
of Health Research (DHR)/Indian Council of Medical Research (ICMR) on the actual nature of the
project, The DCGI was of the opinion that since human subjects, as part of the research, were
receiving invasive intervention like vaccines, the clinical trial rules must be enforced. Experts also
upheld these views and were very clear about it. However, PATH described the project as an
“observational study” since “it did not conform to the definition of clinical trial”

2.2 The Committee found from the information furnished to it that JCMR representative on the
Project Advisory Committee not only opposed DCGI but also argued that the nature of the project
does not require them to follow the clinical trial rules, including reporting of serious adverse effects
within a specific time-frame.

2.3 The Committee in this regard took note of the expert opinion given in the Inquiry
Committee report which questioned the PATH description of the project and observed that since
“the demonstration project is a study of a pharmaceutical product carried out on humans and since
the primary objectives include the study of serious adverse effects, it is clear that ¢linical trial rules
and guidelines should apply”.

2.4 In fact, the Inquiry Committee in one of its findings very pointedly stated that the
investigators had variously Iabeled the research project carried out by them as “Observational

Study/Demonstrationai Study,” etc. to- establist that the study was not a olinfeal trial. But, sinee..

the project had been carried as research on human participants, it had to follow all the guidelines
and statutory requirements applicable for research on human participants.

2.5 The Committee finds the entire matter very intriguing and fishy. The choice of
countries and population groups; the monopolistic nature, at that point of time, of the
product being pushed; the unlimited market potential and opportunities in the universal
immunization progammes of the respective countries are all pointers to a well planned
scheme to commercially exploit a situation. Had PATH beeu successful in getting the HPV

-




vaccine inchided in the universal immunization programme of the concerned countries, this
would have generated windfall profit for the manufacturer(s) by way of automatic sale, year
after year, without any promotional or marketing expenses. It is well known that once
introduced into the immunization programme it becomes politically impossible to stop any
vaccination. To achieve this end effortlessly witheut going through the arduous and stricily

.. regulated route of clinical trials, PATH resorted to an element of subterfuge by calling the

‘clinical trials as “Observational Studies” or “Demonstration Project” and various such
expressions. Thus, the interest, safety and well being of subjects were completely
jeopardized by PATH by using self-determined and self-servicing nomenclature which is not
only highly deplorable but a serious breach of law of the land. The Committee is not aware
-.about the strategy followed by PATH in the remaining three countries viz Uganda, Vietnam
_-and Peru. The Government should take up the matter with the Governments of these

-tountries through diplomatic channels to know the truth of the matter and take appropriate
. mecessary action, accordingly. The Committee would also like to be appnsed of the
: responses of these countries in the matter. ' .

' j]I. _ R(}LE OF DEPARTMENT OF HEALTH RESEARCH/INDIAN COUNCIL OF MEDICAL
S RESEARCH B .

_ 3.1 One of the functmns mandated to the Department of Health Research/ICMR is promozaon
- ‘and coordination of basic, applied, clinical and . operational research in medical, health and Bio-

. ‘medical field through development of infrastructure, manpower and skills, Uniform Ethical
- Guidelines for bio-medijcal Research on human subjects are incorporated in Good Clinical Practice

“(GCP) and ICMR documents. These. guidelines outline the procedure for Ethics Committees review

Cof clinical tr:als in India using the human beings as participants. All institutions and investigators -

. “in the country which carry out any form of biomedical research involving . human bemgs are obixged_ o
to follow these gmdelmes m letter and spirit to protect participants. " ¢ : IR

3.2. As per the records made available to the Committee, the first documented contact made by
PATH with ICMR took place, as early as, on 5% October 2006. An employee of PATH India sent
an e-mail to Deputy Director of National AIDS Research Institute, ICMR expressing sorrow that
-she could not travel to Seattle, United States for “Formative Research - Workshop” - (on HPV
- vaceing) scheduled  for October 24-26, 2006, Apparently, PATH functlonarles were in touch with
ICMR officials on an informal basis in the_past. L . : : .

3.3 Within a few days a meeting - took piace between PATH and ICMR officials on 13 October,
2006 at PATH office in New Delhi where it was stated that “HPV vaccine, when available (in
India), can prevent HPV and cervical cancer.” The possibility of Global Alliance for Vaccines and
Immunizations (GAVI) subsidizing the cost of vacéine for the first 2 - 4 years was also mentioned.
Evidence (on role, utility of vaccine) made available to Government of India and States would “help
to decide on public sector (State funded) introduction of the vaccine.”

3.4 On 16 November, 2006, a draft Memorandum of Understanding (MoU) between PATH and
ICMR was circulated by PATH which stated that “Parties (PATH and ICMR) desiring to explore
collaboration to support public sector decision regarding HPV vaccine introduction in India and
to generate necessary evidence to allow the possible introduction of HPV vaccine into India’s
Universal Immunization Programme.”

3.5  Thus as early as October-November 2006, it was clear that the main objective. of PATH
project was to generate evidence that would facilitate the introduction of HPV vaccine Gardasil into
government-funded immunization program in India. This appears to be a promotional activity for
the benefit of manufacturing company because at that time only one HPV vaccine, Gardasil had
been approved abroad, though not in India. Indeed “the key object of the project activities in India




is to gather information and help the government make a decision about the introduction of HPV
vaccine”. The Country Director of PATH in India emphasized that “this needs to be our consistent
message throughout the project.” In the formal proposal submitted by PATH to the ICMR on
Project Proposals involving Foreign Collaboration/Assistance, the applicant clearly stated under Para
9, Objectives of the Project: “.......... Introduction of HPV vaccines into Universal Immunization
Program.” The Committes found repeated mention of similar objectives at several places in various
documents submitted by the Ministry. The Memorandum of Understanding (MoU) was signed by
PATH and ICMR on 20 February, 2007, At that time only Gardasil was marketed in some countries
in the world though not approved for use in India. The MoU stated that the purpose of the project
was:

(i) Increasing understanding of HPV vaccine (ie. Gardasil) introduction.

(i) Te help in decision-making related to the use of HPV (ie. Gardasil) vaccine in the
public and private sector.

3.6  The Committee enquired from the Secretary of Department of Health Research (DHR) and
DG, ICMR, as to whether the Department or CDSCO, before approving the project had really
reviewed its actual design. The Committee highlighted the observations of the experts of the Inquiry
Committee who have opined that the design of the project itself was faulty. For instance, in the
documients there was no column whatsoever for Serious Adverse Events (SAE) and no diary was
to be maintained as part of the protocol

3.7 Moreover, much before the trials started, many expected side effects including anaphylaxis
(severe allergic reaction), syncope, convulsions, asthma, central demyelinating diseases, acufe
disseminated encephalomyelitis, Idiopathic Thrombopenia Purpura, etc. were known. And
astonishingly, as the records stated, while ICMR functionary was worried of bad publicity in case
of side effects, PATH did not provide for urgent expert medical attention in case of serious adverse
events whether known or unexpected.

3.8 After going through the final report and interactions with the Secretaries of the Department
of Heaith and Family Weifare and the Department of Health Research/ICMR and DCGI, the
Committee felt that it needs clarification as to under what category, permission was given to PATH
to conduct such study on the Indian people and whether the programme was a clinical trial or
promotional activity. The Commitiee took note of the fact that the Enquiry Committee meeting held
on September 27, 2010, noted as under (Annexure-A):

" = Besides the factual information about the terms of reference the Committee was greatly
concerned with the aspect of commercial interests of manufacturers influencing the
Government policy on this expensive vaccine. The cormmittee observed that the study was
initiated by PATH on its ewn ........ without any reference from the National Technical
Advisory Group on Immunization (NTAGI), the official body of the GOI on vaccines.... It
is not clear whether the State expenses were funded by PATH or came from their own
resources. The monetary contributions of ICMR are also not clear. The Committee therefore
felt that it would be in the fitness of the inquiry to document the sources and magnitude
of funding of the study™. A — R

3.9 In this connection, the Commitiee also noted.that one of the roles assigned to ICMR in
the MOU signed by the Director General of the ICMR was “advising on plans for results
dissemination to support decision making for use of the HPV vaccine”.

3.10 The Committee is unable to understand as to how ICMR could commit itself to
support “the use of the HPV vaccine” in an MOU signed in the year 2007 even before the
vaccine was approved for use in the country, which actually happened in 2008. The
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Committee also questions the decision of ICMR to commit itself to promote the drug for
inclusion in the Universal Immunization Programme (UIP) even before any independent
study about its utility and rationale of inclusion- in UIP was undertaken.

. 3.11  The Committee noted that there were many gaps and missing links in the whole episode and
enquired as to when ICMR came into contact with PATH. First 2 vaccine should get the approval
from the Government and then only it can be used in UIP. Secretary, Department of Health
Research/DG, ICMR while responding to the queries, informed that the first discussion with the
PATH was held in 2006 followed by signing of agreement in the year 2007. At that time HPV

© vaccine had not been approved in India and no study was conducted on it Thls was all a
-preparatory  exercise. Ce

3.12 ~ The Committee was informed that the trial was on the two vaccines approved by DCGIL.
It was also stated that these vaccines had been tested abroad and on a limited number of people
in India as per rules following which DCGl had. given the approva for their marketmg m the
coumry, and then a post-markeimg survelilanca tr:al : . . . .

‘313 The Commmee in this connectzon took note of the fact that before any drug is tested_

espemal!y on. a large populatxon of :25,000-32,000 children between the age of 10 to 14, ‘then

- according to the CDSCO guidelines, no such trial can be conducted on c%nldren untll a sxm;[ar prlor
tnal is conducted on adults to cietermme effi icacy and safety :

' -3 14 - The Secretary, Depaﬂment of Heaith Research/DG ICMR wh:]e deposmg before the o

Commitiee in jts meeting held on 25" July, 2011, stated that the terms of reference of the Enquiry -

- Committee was to find out any relation between the deaths with the administration of vaccine’ and o
- -any incidents of irregularities in the implementation of the study. He stated ‘that the Enquiry -

. *Committee concluded that the deaths reported durmg triaI had 1o umform pattem 10 !mk them to
the admm:stratwn of vaccines. - : :

'3.15 The Ccmmzttee noted that aif the seven deaths were summarlly dlsmsssed as unreiated to
vaccinations without in-depth investigations. According to Inquiry Committee report, the speculative
causes were suicides, accidental drowning in well (why not suicide?), maleria, viral infections, sub-
arachnoid haemorrhage (without autopsy) ete. The Committee has been given to u_ndersta_nd that
- suicidal ideation is caused by many drugs. Since then one more death due to suicide in case of
: Gardasil has been reported in addition to 5 deaths reported during 2009-10. Therefore, HPV vaceine
as a possible, if not probable, cause of suicidal ideation cannot be ruled out. : ' :

'3.16  The Secretary of DHR/DG ICMR acknowledged that certain zrregulant:es Wwere repoz’ced in
~..the implementation of the project. With regard to Informed Consent, he ‘5aid -that' though the
‘consent was taken preperly in Gujarat, there were gross violations of norms in Andhra Pradesh.
He informed the Committee that DCGI, had sought explanation for the incidents of irregularities.

3.17  The Committee took note of Secretary’s comments but sought to know as to how ethical it
was on the part of ICMR to become a party to a project in the name of Public-Private Partnership
(PPP mode). How ICMR, which is mandated to formulate ethical guidelines for researchers, can
become a direct party in such a study. The Secretary, Department of Health Research admitted that
presence of JCMR in the Project’s Advisory Comunittee-responsible and accountable for various acts
of omissions and commissions-clearly indicates Conflict of Interest. Therefore, ICMR owes full moral
responsibility for numercus irregulerities reportedly committed in the study.

3.18 The Committee feels that there was serious dereliction of duty by many of the
Institutions and individuals involved. The Committee observes that ICMR representatives,
instead of ensuring highest levels of ethical standards in research studies, apparently acted
at the behest of the PATH in premoting the interests of manufacturers of the HPV Vaccine.




3.19 It was unwise on the part of ICMR to go in the PPP mode with PATH, as such an
involvement gives rise to grave Conflict of Interest. The Committee takes a serious view
of the role of ICMR in the entire episode and is constrained to observe that ICMR should
have been more responsible in the matter, The Committee strongly recommends that the
Ministry may review the activities of ICMR functionaries involved in PATH project.

3.20  Secretary of Department of Health Research and DG, ICMR in their defense aiso claimed
that the ICMR had fulfilled the written role entrusted to it but the irregularities that took place
during the implementation of the study clearly indicate that there were certain micro (ground) level
issues requiring more attention. For instance, it was noticed that States were not even capable of
monitoring the adverse effects. He stated that this all was a learning exercise.

321 It maybe pertinent to mention here that the safety, efficacy and introduction of vaccines in
India is handled by National Technical Advisory Group on Immunization (NTAGI). Thus, at the
very outset, ICMR should have either referred PATH to NTAGI or at least taken NTAGI on board.

3.22 The Committee from its examination has found that DHR/JACMR have completely
failed to perform their mandated role and responsibility as the apex body for medical
research in the Country. Rather, in their over-enthusiasm to act as a willing facilitator to
the machinations of PATH they have even transgressed into the domain of other bodies/
agencies which deserves the strongest condemnation and strictest action against them. The
Committee Fails to understand as to why ICMR took so much interest and initiative in this
project when the safety, efficacy and introduction of vaccines in India is handled by National
Technical Advisory Group on Immunization (NTAGI). The submissions of the Secretary,
DHR/DG, ICMR before the Committee about the commencement of the project, facts of the
case and the action taken have also failed to stand scrutiny during the Committee’s
examination of the matter. The Committee, theiefore, reiterates the recommendation made
in their Forty-first Report that the matter of allowing trial of the vaccine as also the
approval for its marketing in the Country be inquired info by a premier investigating
agency and appropriate action be taken thereafter by the Government in the matter. The
Committee expects the Government not to procrastinate in this matter any furthern

IV. ROLE OF DRUG CONTROLLER GENERAL, INDIA (DCGI)

4.1 The Committee noted that as per Rule122-DA and Schedule Y of the Drugs and Cosmetics
Rules, 1945 made under the Drugs and Cosmetics Act, 1940, no clinical trial on a drug can be
conducted except under, and in accordance with the permission in writing, of the Licensing
Authority i.e. DCGI. Al vaccines are deemed to be drugs. Clinical trials of pharmaceutical products
are conducted on human subjects in the country to determine or verify safety and/or efficacy.
Every permission for conducting clinical trials also, infer alia, includes a condition that in event of
trial related injury or death, the sponsor will provide complete medical care as well as
compensation. Statement to this effect needs to be incorporated in the Informed Consent Form.
The details of compensation provided are to be intimated to the office of DCGIL

4.2  The Committee noted from the evidence available that the nature of the PATH project made

it Post-marketing Phase IV Clinical Trial under Drugs and Cosmetic Rules. It was on this basis

that DCGI approved the clinical trial on 22 April, 2009 and had earlier issued import licenses on
23 December, 2008 though it was incorrect on the part of DCGI to issue import licences on Form
11 under Rule 33 which states:

Import of drugs for examination, test or analysis: Small quantities of drugs the import of
which is otherwise prohibited under section 10 of the Act may be imported for the purpose
of examination, test or analysis subject to the following conditions:

~,




\ 82

fa) No drug shall be imported for such purpose except under a licence in Form 1I;

(b) the licensee shall use the substances imported under the license exclusively for
purposes of examination, test or analysis and shall carry on such examination, test or
analysis in the place specified in the license, or in such other places as the licensing
authority may fiom time to time authorize.

4.3 Since both Gardasil and Cervarix had received marketing approval from CDSCO on 4 July,
2008 and 10 September, 2008 respectively, DCGI should have issued Import Licenses on Form 10
which is applicable to import of drugs already approved. , .

4.4 The so called Demonstration Project of PATH has the objectives as follows:
' Primary Outcomes: . '
Number and percentage of vaccinated girls.

"Number and percentage of vacc:nated girls exper;encmg Serious Adverse Events
"“(SAEs) : .

..Number end percemace of vaccmated 011’]3 exper:encmg non-Serious Adverse Events
: . -Timeliness of repomng SAEs to Ioca] state and na%aonal author:tles : '
SRR :Tlmeimess of reportma Non SAES o iocal state and national authont;es ' -
. 4.5 Thus :t 1s cEear that PATH pro;ect had two we]] defi ned and spec:f' ¢ objectwes o |

(a) The commerc:al objective of the project was to generate evidence, data and arguments
to support inclusion of HPV vaccmes mto Incha s state-funded Umversai Immun;zatzon

5 Program (UIP), and

(b) The scientific purpose was to co]fect data on sericus and non-serious adverse effects

.- ~Given that similar projects were launched in Peru, Uganda and Vietmam, the entire
exercise would have collected side effect profiles of HPV vaccines in all the ethnic
groups that reside in developing countries. Such data would be invaluable to promote
the two branded, patented smg[e source HPV vaccmes as safe all over the world

4.6  The Committee’s exammatmn has proved that DCG! has also played a very
questionable role in the entire matter. Initially, it took a call that since human subjects,
as part of the studies, were receiving invasive intervention like immunizatien, clinical trial
rules must be enforced. However, it remained as a silent spectator thereafter, even when
its own rules and regulations were being so flagrantly violated. The approvals of clinical
trials, marketing approval and import licenses by DCGI appear to be irregular. Therefore,
the role of DCGI in this entire matter should alse be inquired into.

V. MARKETING APPROVAL TO HPV VACCINES IN INDIA .

5.1 Before approving amy new drug (including new vaccines), under Drugs and Cosmetics
Rules, it is mandatory to conduct Phase III clinical trials in India to determine any ethnic
differences in the safety and efficacy profiles. As per records made available to the Committee the
following clinical trials, albeit, under various names, were conducted:

Gardasil (Merck): Clinical trials were conducted on 108 subjects (giris in the age
group of 9-15 years). Several violations took place in the trial:
() trials should have been conducted in adults first before exposing
children to known and unknown side effects, (b) in adolescents and




children the triais should have been conducted from “top to bottorn”
age groups ie. first in adolescents (13-15 years) followed by
children (9-12 years). This was not done. Vaccines were
administered to children irrespective of age at the same time.

Cervarix (GSK): Clinical trials were conducted on 162 subjects (adults in the age
group of 18-35 years). Yet permission was given to use the vaccine
in children (10-14 years) in violation of rules.

VI. INQUIRY COMMITTEE .

{a) Composition and Terms of Reference

6.1 The Committee was informed that because of the concerns raised at different fora, the
study was suspended and an Enquiry Committee was constituted by the Govt. of India vide
notification No. V.25011/160/2010-HR dated 15th April, 2010, to enquire into “Alleged irregularities™
in the conduct of studies using Human Papilloma Virus (HPV} vaccines by PATH in India.

The inquiry committee consisted of the following:

(1) Dr. $.8. Agarwal, former Director, Advanced Centre for Training, Research, Education
on Cancer,

(2) Dr. $.P. Aggarwal, former DGHS, and

(3) Dr. Sunita Mittal, HoD, Obstetrics and- Gynaecology, AIIMS
6.2 The terms of reference of the Committee were to ehquire into:

(i) Link between the deaths and vaccine, if any, and

(i) Ethical Issues of subjecting children of marginalized populaticns to these studies, and
investigations in children without appropriate Consent.

6.3 The Committee was assisted by the following experts:
(i} Dr. Rani Kumar, Dean, AIIMS _
(i) Dr. A. K. Dutta, Head of Pediatrics, Kalawati Saran Hospital
(ith) Dr. Y. K. Gupta, Head of Pharmacology, AIIMS

(b) Conflict of Interest

6.4 The Committee sought information from the Ministry of Heaith and Family Welfare
(MoHFW) as to whether members of the Inguiry Committee were asked to file Conflict of Interest
declarations. In response the Ministry replied: “No written Conflict of Interest declarations were
sought from the core members of the Inquiry Committee as well as experts. It was understood
. that if there is any conflict, highly learned members will point it opt”

6.5 In order to verify the Ministry’s ciaim, the Committee picked just one member iLe.,
Professor and HoD of the Department of Obstetrics and Gynaecology (O&G) of All India Institute
of Medical Sciences (AIIMS). It was found that manufacturers of Gardasil, Merck was sponsoring
and funding @ trial in the Department of O&G at AIIMS to determine if 2 doses of Gardasil can
be used safely and effectively instead of 3 doses. Documents received by the Committee in
connection with the examination of AHIMS also revealed that the individual in guestion availed the
hospitality of these very sponsors during the said individual’s visit to Seoul to attend a conference.
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The FCRA application form was, therefore, deliberately left incomplete to hide this truth. All these
speaks of a serious conflict of interest of this member of the Inquiry Committee,

6.6  The Committee also found that the Ministry appointed a senior official of ICMR {described
as Resource Person) to assist the Inquiry Committee. The concerned individual was the main link
betwzen ICMR and PATH, and had participated actively in all discussions, meetings and helped
‘PATH to carry out the project proactively in every respect right from the beginning in October
2006. As such he had a clear Conflict of Interest and could not be relied upon to give correct
information and unbiased opinion. Indeed he should have been summoned as a witness to answer
questions and not as an official Resource Person attached to the Enqu:xy Commzttee

() Adverse Evenis Reporting

6.7  The Committee examined the final Report of the Inquiry Committee constituted to enquire
into the alleged irregularities in the conduct of studies using HPV vaccines by PATH in India. In
its first meeting held on 21»4»2010 the Inguiry Commlttec sought details on the following core

_ When did PATH approach ICMR for tna! runs’?

—

: W:th whose permtssnon was MOU s;gneé‘? - S

_': Dxd Pres:dent of ICMR approve‘? .

'.Whethe:r it had appraval of the Screenmg Comm:ttee‘7

'ApprovaE of DCGL. . _' R
) Dctaz}s of rezmbursements provxded 50 far by PATH to, ICMR .

Names of benef" iciaries.

TR N CIRT SRR SR

Expenditure incurred by ICMR so far on all items including travel expenses.

6.8  However in its second meeting on 30 April, 2010, no discussion took place on the above
cruc;al issues since the Inqmry Committee wished “to restrict 1tse]f to the terms of reference.”

_ 6.9 Ir:exphcab!y, however, as the records placed before the Comm:ttee proved this decmon did
not prevent the Inguiry Committee from going into and recomrnendmg act:ons on other matters far
"beyond the terms of reference.

6.10 The Committee notes that once this matter was taken up by lt, the Government
appointed an Inguiry Committee on 15 April, 2010 to inquire into ‘alleged irregularities in
the conduct of the studies using HPV vaccines by PATH in India’. The Commitice has noted
the serious conflict of interest of members of this Inquiry Committee with the subject
matter. The Committee, therefore, strongly deprecates the Government for appointing a
committee to inquire into such a serious matter in such a casual mangrer even without
ascertaining as to whether any of the members of the said Inquiry Commlttee were havmg
any conﬂzct of interest wnth the subject matter of inquiry. :

6.11 The Committee finds it very intriguing as to when the Inquiry Committee after
having sought details of some core issues in the very first meeting of the Committée on
21 April, 2007 subsequenily chose not to pursue them purportedly because ‘it wanted to
restrict itself to its terms of reference’. These core issues raised by the Inquiry Committee
earlier, if pursued to their logical end, would not only have provided the Inquiry Commiitee
a lot more clarity in unraveling the truth but alse the Country would have known the exact
details as to what transpired in this sordid incident. :
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(d) Informed Consent

6.12  Obtaining Informed Consent from study subjects is a core requirement in the conduct of
clinical trials and protection of human rights. In case of minors, the Consent has to be signed by
parents/guardians. In the case of uneducated signatories, an independent person has to explain and
witness the consent process. The Informed Consent document approved by various Ethics
Committees on PATH project included the sentence: “I have read the information in this consent
form (or it has been read to me). { consent to allow my daughter to receive three doses of HPV
vaccines.” In the case of Andhra Pradesh 9,543 forms were signed, 1,948 had thumb impressions
while hostel warden had signed 2,763 forms. In the case of Gujarat 6,217 forms were signed,
3,944 had thumb impressions and 545 were either signed or carried thumb impression of guardians.
The data shows that a very large number of parents/guardians were illiterate and could not even
sign in their local language ie. Telugu or Gujarati.

6.13  One of the experts, while going into the question of Informed consent in great detail, in
two reports, has pointed out glaring discrepancies. Out of 100 consent forms for AP Project taken
for study, it was found that signatures of witnesses were missing in 69 forms. In many forms
there were no dates while in others the signature of just one persen appeared in seven forms The
legality of the Andhra Pradesh State Government circular directing all Headmasters/Wardens in all
private/government/ashram schools to sign the consent forms on behalf of parents/guardians was
also questionable.

6.14 The Inquiry Committee, while going through the above report, neticed the following
irregularities and discrepancies in the study:

(i} The warden/teachers/headmasters were not given written permission by the parents/
guardians to sign on behalf of their girls.

(i) On meany forms witness had not signed and of the forms which are signed, it is not
clear whether they are signed by full time government employees, as per rules.

(iii) Neither the photograph nor the photo ID card of parents/guardians/wardens is pasted
in consent form.

(iv) On many forms investigator has not signed.

(v} On some forms signature of parents/guardians is not matching with their names.

(vi) The date of vaccination is much earlier than the date of signature of parents/guardian

in the consent forms. Apparently they were obtained post-facto.

(vii) In some forms, the name is of the father but signature is of probably mother (lady’s
namey.

6.15  Secretary, DER and DG, ICMR while deposing before the Committee, reiterated that the
regulatory approvals given to the project were in proper order and due attention was paid to the
guidelines and formats for seeking consent. However, during the implementation of the project
certain irregularities took place. He admitted there were cases of discrepancies in A.P. He admitted
that many consent forms were filled up by the Principal on behaif of the students. He admitted
to gross violation in the recording of SAEs also. He informed the Committee that keeping all these
observations in view the DCGI, besides issuing immediate instructions to stop the study, had sought
explanations for irregularities committed during the study.

6.16 The Committee observes that obtaining informed consent from study subjects is a
fundamental requirement in the conduct of clinical trials to ensure that the human rights
of the study subjects are emsured. In case of miners it is mandatory that the consent be
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signed by parents/guardians. For the uneducated subjects, the law requires an independent
person to explain and witness the consent process. The Committee is however, deeply
shocked to find that in Andhra Pradesh out of the 9543 forms, 1948 forms have thumb
impressions while hostel wardens have signed 2763 forms. In Gujarat, out of the 6217 forms
3944 have thumb impressions and 5454 either signed or carried thumb impressions of
guardians. The data also revealed that a very large number of parents/guardians are
illiterate and could not even write in their local languages viz. Telugn or Gujarati. The
Committee is further shocked to find from one of the reports that out of 100 consent forms
for Andhra Pradesh project signatures of witmesses were missing in 69 forms. In many
forms there were no dates. One particular person had signed seven forms. In fact the
legality of Andhra Pradesh State Government directing headmasters in all private/
Government/ashram/schools to sign the consent form on behalf of parents/guardians is
highly questionable. The absence of photographs of parenis/guardians/wardens on consent
forms, the absence of signatures of investigators; the signatures of parents/guardians not
- matching with their names; the date of vaccination being much -earlier than the date of
"sianature of parents/guardran in the consent forms, ete. all speak of grave :rregulant:es

; '6 17 . The Commlttee, accordingly, . concludes that most, if not all consent forms, ‘were
. carelessly filled-up and were incomplete ‘and inaccurate. . The full explanation, role,
. usefulness and .pros and cons of vaccination “had not been properly communicated fo the '

'-parents/guard:ans. The ‘Committee .observes that “there, is .2 gross_ violation of .the consent |
“and legal reqmrement of -consent which :had -been substant;ated by the experts ‘The .

- :_'Commlttee ‘takes ‘a serfous view ‘of the ‘violations -and strongly recommends that on the
- .basis .of the above facts, PATH should ‘be made accountable and. the Ministry should take '

- appropriate ‘action in the matter including taking legal action .against it for breach of
'varwus daws of the land and. possﬂole vmlatmns of laws el’ the Country ol‘ :ts engm

6. 18 ' The Comm;ttee was mformed that the basic. aim of the study was to evaluate strateg;es
for introduction and delivery of the vaccines in the public sector. Strangely four of the five primary
outcome measures proposed in the study related to eva!uanon and determmat:on of safety of the

vaccines. . : :

- 6.19 . One of the experts ‘has stated that there was Iack of ngour in the des:gn regardmg

~ teporting and dealing with serious adverse events. He has pointed out absence of preparedness in

the event of any such occurrence that would put children at grave risk. The side effects mentioned
by the manufacturers themseives were revised several times and now include serious health issues.
Since there were conara-mdxcanons to the use of the vaccines, the reasons for not ascertaining
contra-indications before the g:rEs were vaccinated is clearly an act of willful negligence.. The
design ‘of the project neither’ took the possibility of Serious Adverse Event (SAE) seriously nor was
there any attention paid to thé need for an independent monitoring agency. Consequently action on
investigations into the causes Qf deaths took an unacceptably long time. A number of discrepancies
and gaps in the investigations of the deaths have also been pointed out. There was no diary card
based reporting of adverse events for recording minor or major adverse events in the study
protocol in such a large study. This resulted in gross under reporting of the adverse events.

6.20  Another expert, while amalyzing deaths and Adverse Events Following Immunizations
(AEFD) has observed after reviewing all seven deaths (five deaths from AP in the Gardasil group
and two deaths in Gujarat from Cervarix group), that there was no common pattern to the deaths
that would suggest that these were caused by the vaccine. However, the reporting system as per
Government of India surveillance of vaccine preventable disease guidelines notification was not
done within time limit in two cases in AP and both the cases in Gujarat. There was no uniformity
.in the repomno system of AEFI in both the States. The primary end pomt of the study was to
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find out the number of girls having serious and non serious adverse events following vaccination
through routine UIP system. He has opined that in this regard first of ali routine system of
reporting should have been verified in both States.

6.21  Another expert has stated that the reporting of non-serious AEs was grossly under reported
and hence the accuracy of SAEs is doubtful as well. It has been observed that delay in reporting
and investigations of deaths could have been due to sole dependence on routine UIP protocol. It
was a significant lapse in the protocol and execution of the study. While reporting on safety
aspects in the study, it has been pointed out that there was absence of preparedness to handle
Serious Adverse Events (SAE) like anaphylaxis, cardiac arrest, seizures, etc. occurring at the sites
of vaccine administration. Though such setious adverse events might be rare but it was adviszble
to be well prepared for such an eventuality through adequate training of health workers.
Assessment of the immune status of the participants by the ANM, ASHA or the health workers was
virtually non-existent. These issues needed to be addressed as prescribing information of the HPY
vaccines. specifically contra-indicates administration in immune-compromised subjects (such as
HIV/AIDS ete).

6.22 The Committee, in the light of the observations made by experts, feels that the
methodology and implementation of the study at both the places was full of flaws. The
Committee is of the view that since the population under study was vulnerable, utmost
caution should have been exercised in the implementation of the study. The Committee also
recommends that there should be am independent monitoring mechanism in such a study
involving human participants so that the accurate recording of AEs and SAEs could be made.
The findings of the experts clearly indicate that the safety and rights of the children in this
vaceination project were highly compromised and violated. The Committee is also concerned
over the fact that there was no insurance cover for the children. The Committee strongly
recommends that while allowing any such trial in future, all the lapses pointed out by the
experts should be addressed effectively. ICMR and DCGI should ensure strict adherence to
the guidelines, methodology and monitoring.

(e} Role of Ethics Committees

6.23  While examining the rofe of the Ethics Committees in both the States, one of the experts
pointed out that Ethics Committees were supposed to meet periodically to evaluate and monitor
the progress of the project and review SAE reports. No such meetings were held by the
Committees. Only after reports of deaths appeared in the media, the meetings of these
Committees were held.

6.24 The Committee takes a serious note of the fact that both the Ethics Committees
existed only as a formality and they did not play the role they were designated for. This
is a clear dereliction of duty on the part of the Ethics Committees. The Committee apart
from recommending suitable action in the matter, strongly recommends that there should
be a mechanism in place to take appropriate action against such dereliction of duty on the
part of the Ethics Commlttees There should be specific guidelines for Ethics Committees
and the Ethics Committees should strictly follow them. The functioning of Ethics
Committees should be regularly monitored.

() Use of Official Machinery

6.25 The Committee has noted that the information/publicity material displayed/distributed at trial
sites implied that the Government had started a vaccination programme. Thus, the credibility of the
Universal Immunization Programme (UIP) was used to promote private, foreign interests. It has
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been found that-the funds meant for the NRHM were used, without authorization for monitoring
and transportation of the vaccines to the fields for use in the project.

. 6.26 The Committee observes that the wrongful use of the NRHM logo for a project
implemented by a private, foreign agency as well as the identification of this project with
~ the UIP has adversely affected and damaged the credibility of the programme as well as that -
. of the NRHM. The Committee, therefore, recommends that such practices of diverting
public funds for advancing interests of a private agency should never be allowed in future.
The Committee strongly recommends that strict act:on should be taken aga:nst those
officials responsible for such lapses.

. 6,27 Besides, the Committee notes that no information had been provided to Indian authorities
- about funding of the project except that it was reportedly funded by Bill and Melinda Gates
.. Foundation and that the vaccines had been donated by the manufacturers. The information

.- regarding financial investments of ICMR and State Governments in the project was not provided,
- - though the States clearly provided cold chain and manpower for immunization. The Committee,
" accordingly, observes that it might have been more prudent if the .National Technical
Advisory group on Immunization (NTAGI) had been brought into the picture right in the
“beginning to review and ‘give its views on the study prmr to its approval and

. -mpiementatmn ; . 3

.6.28 No :nformatzon is avallabte on the teta] outlay on the pro_]ect spent by PATH ICMR state
: govemments of ‘Andhra Pradesh and Guijarat (immunization staff, cold chain system, equipment,
. transportation etc.). - According to the documents submitted by ‘PATH ‘to 1CMR/Health Ministry
. +:Sereening Committee, the total -outlay by PATH for expenses in India was Rs. 29,76,000, However -
- Centre for Operations Research and Training (CORT), a sub-contractor of PATH had quoted USS$
83,889 (first year) and US$ 96 472 (second year), wmch is not mcIuded in the f igure submltzed

" to ICMR/HMSC.

6.29 Constdermg the above Iapses and rrregulantles comm:tted by PATH durmg the course
of conductmg the trials on hapless tribal children in Andhra Pradesh and Gujarat, the
Committee is convinced that the authorities concerned did not exercise due diligence in
‘scrutinizing the publicity material of PATH. Blurring the distinction between the UIP and
~PATH project due to the involvement of the State Governments in the project and ignoring °
the financial contribution of ICMR .and the State Governments. are very serious issues. The .-
Committee, -therefore, recommends that the Ministry should ‘investigate into the above acts
of omissions ‘and commissions and take necessary actmn agaanst those whe are found
responsible for breach of rules and regulations. " -

(g) Action taken on the Inquiry Committee Report

630 With a view to find out the action taken by the Govemmer&t on the findings of the Inquiry
Committee, the Committee again heard the Secretary, Department of Health Research/DG, ICMR
along with DCGI at its meeting held on 24" May, 2013. The Secretary informed the Committee
that after the submission of Report by the Inquiry Committee, they were formally called to give
explanation in the year 2011. In addition, clarifications were also sought from them in between
which were forma]ly answered to. The Committee in the said meeting desired to know whether
criminal inquiry, if any, has been initiated against PATH on account of the following irregularities
in the conduct of trial as pointed out by the Inquiry Committee:

(i) Irregularities in obtaining consent forms and actual implementation of the consent
'~ process;

(if) Lack of monitoring and preparedness to deal with serious adverse events;
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(i} Inclusion of vulnerable and tribal population groups;
(iv) Blurring of distinction between Universal Immunization Programme and PATH study;
(v) Absence of insurance coverage for the study participants; and

(vi) Inciusion of the statement in the consent form that “you will not be charged for your
daughter to receive the vaccine™ that could be construed as covert inducement.

6.31 The Committee also sought to know as to whether any compensation was awarded to the
farnilies of children for suppression of material information before administering vaccines.

6.32 The Committes also took note of the Action Taken Note submitted by Department of Health
Research wherein it was informed that subsequent to findings of the Inquiry Committee following
action was taken:

(i) PATH was informed about suggestions made by the Committee;

(i) Principal Investigators of other suspended studies on HPV vaccines were informed to
get their studies re-examined from respective Ethics Committees after addressing the
concerns raised by the Inquiry Committee;

(i) DCG(I) was informed of the suggestions of the Committee for necessary action; and

(iv) Suggestions were forwarded to the relevant authority for inclusion in the Drafi bill on
Biomedical Research on Human Subjects.

6.33  DCG(D informed the Committee that subsequent to findings of the Inquiry Commitiee; the
foliowing action was taken:

(i) Both the manufacturers of HPV vaccines have been asked to submit additional data for
4 years on PSURs (Periodic Safety Update Reports), every 6 months for first 2 years,
and annually during the subsequent 2 years, and to submit protocol for approval for
conducting post marketing surveillance study;

(i) Proposal to amend the definjtion of “New Drug” under rule 122-E would be taken up
for consideration; and,

(iif) In future the following steps would be ensured before approving a clinical trial by
DCG(I): (a) every clinical trial is to be registered at ICMR’s clinical trial registry of
India; (b} every approval would include a condition for provision of complete medical
care in case of study related injury/death and the statement to this effect is to be
included in the informed consent: (¢) DCG(!) should be informed about death/injury:
(d) Schedule Y’ would be amended to expand the responsibilities of sponsors,
investigators and Ethics Committees; and (e) the consent forms are to be amended to
include details of address and occupations of subject giving socio-eéconomic
background.

634 . The Committee is amazed at the audacity of DCGI to merely repeat various steps
which it proposes to take as if they are new, additional measures. All these are already part
of the written rules and are supposed to be followed by all sponsors. Except for slight
amendment in the Informed Consent Form, there is nothing new in the ATN submitted by
DCGI.

6.35 The Committee observes that the Department has nothing fresh to offer in the status note
as the same information was furnished by it in December, 2012 vide its updated note on Action
Taken after availability of Report of enguiry Committee.
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6.36 The Committee not being convinced with the action taken by the Department or
DCGI, feels that the whele issue has been diluted and no accountability has been fixed on
the erring Officials/Departments for the gross vielations committed in the conduct of Study.
The Committee also feels that a very casual approach has been taken by the Department
in the matter and their replies Iack any concrete action to protect and safeguard the health
of our people.

6.37 ‘The Committee also noticed lack of firm action on the part of DCGI, to avoid such
irregularities in future. One of the actions proposed by the DCGI to check any recurrence
of such gross violations was ‘proposal to amend the definition of New Drug during the next
'meeting The same assurance was given by DCGI in December, 2012. The Committee,
accordmg!y, observes that response of the Department and DCGI is very casual,
bureaucratic and lacks any sense of urgency. The Committee feels that DCGI s not very
serious in bringing improvements in the system It, therefore, desires the Ministry to
enstre comphance by DCGE. S Lo e : o

" VII PROGRAMME FOR APPROPRIATE TECHNOLOGY iN HEALTH (PATH)

7.1 - The Commlttee durmg the course of  its present examination sought snformatmn from the

" Government about PATH in order have a better understanding of its legal status and its locus standi
_in :carrying - out -various. ‘activities on the ‘Indian soil including the prcuect in -question where_ :
. apparently severa! iaws of lndza and possxbiy of lts country of origin had been v:o]ated

“ 9.2 'The mformatmn furmshed to the . Commlttee revea]s that PATH descnbes rtseif 4s an

““International nonprofit, non-government orﬂam_zatxon_ based in the United States.” Legally, it is a =
- Public_Benefit Corporation -(PBC) registered (No. 600588751 dated 28" August, 1981) by the

-Corporatton and Charities Division in the State of Washington. For all practical purposes its legal
status in. US is equivalent to a Registered Society in the Indian context. It is certainly not a
. commercial company and hence would not be subject to the jurisdiction of Company Law Board
or Registrar of Companies in India. Incidentally, Ford Foundation is also a PBC {Registration
number 768093 dated 15™ January, 1936). Under American laws organizations such as Trusts,
Fraternal Societies, Savmos and Loan Assccnatlons Mumc:pal Utlhty Servmes etc. are alE reclstered
- as PBCs : :

7 3 . Under Indzan rules foreign non-commermal orgamzauons such as- PATH wanting to set up
an oﬁ‘“lce in India are required to obtain {(a) permission from the Ministry of External Affairs (MEA)
from “political angie” (Annexure B) and (b) permission from Ministry of Home Affairs {(MHA)

from “security angle”™ (Annexure C). In the latter case, application needs to be forwarded through

proper channel such as Ministry of Health and Family Welfare for health-related activities, Ministry
of Human Resources for education related activities, Ministry of Labour for trade union or workers
related activities etc. Once such an approval is accorded, then an office can be setup which should
naturally abide by all other laws of the land such as income tax, shop and establishment act,
municipal and other applicable laws, just to mention a few.

7.4  The Committee asked the Department to direct PATH to provide details of various
mandatory permissions required by foreign agencies, including charities, for and in connection with
opening office in India and the date of opening of its office in India. Unbelievably, the exact date
of opening the office is-not even known to its functionaries in New Delhi, To begin with vide its
letter dated 5-3-2012, PATH claimed that “it has a Liaison Office status under Income Tax Rules.”
Since no such provision exists, after prolonged correspondence it settled for 19" April, 1999 as the
date of opening office based on the fact that its PAN card (No. AAFCP2249G) is dated
19™ April, 1999. The Comuittee was intrigued because PAN card is issued just for income tax
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purposes and nothing else. Income Tax Department does not go about permitting foreign entities
to open offices in India. In any case PAN card is not a replacement for Ministry of External Affairs
and Ministry of Home Affairs approvals. Besides, the application for issuance® of PAN card must
have been made much before 19™ April 1999 there being no online system of obtaining PAN card
instantaneously. It can be safely assumed that the date of opening office has to be much earlier
than 19% April, 1999.

7.5 PATH also produced copy of a letter dated 16-3-1999 from PATH office in US to the
Exchange Control Department of the Reserve Bank of India along with reply dated 19-4-1999
received by PATH in US on 29-4-1999. it merely stated that since PATH is “not engaged in any
commercial, trading or industriaj activity,” it does not need “RBI permission from foreign exchange
angle, However you may seek necessary approval from the Government of India or other statutory/
regulatory bodies as applicable.” Apparently PATH paid no attention to RBDI’s sane advice. Even
before the letter reached PATH office in the United States on 29-4-1999, it had already opened its
office” in India.

7.6 The Foreign Exchange Regulation Act (FERA) was replaced with Foreign Exchange
Management Act (FEMA) on 1-6-2000. PATH produced post-facto permission from the Reserve
Bank of India dated 25-5-2009 which clearly stated:

“RBI permission (is) granted from the jforeign exchange angle...and should not be
constried to convey the approval of any other statutory authority or Government under any
other laws/regulations.” Moreover, the Liaison Office is permitted to undertake “solely
liaison work for the head office” as mentioned below:

1. Representing in India the parent company/group companies
2. Promoting export, import from/to India.

3. Promoting technical/financial collaborations between parent/group companies and
companies in India.

4. Acting as a communication channel between the parent company and Indian
companies.

“The office in India will not render any consultancy or any other services directly/indirectly
with or without any consideration.”

In addition “Permission granted by RBI is limited to and for the purpose of the provisions
of FEMA-2000 and shall not be constried in any way as regularizing, condoning or in any
manner validating any irvegularities, contraventions and other lapses, if any, under the
provisions of any other law.” ’

7.7 It is clear that the back dated permission obtained after 10 years of having opened its
office in' India was merely and exclusively from foreign exchange angle and not a substitute for
approval from MEA and MHA.

7.8 " Finally and belatedly PATH produced 2 certificate from the Registrar of Companies (RoC)
dated 23-9-2009 stating that PATH, a company originally incerporated in US, had filed documents
on 10-09-2009 notifying establishment of place of business in India wef 19.4.1999. The
Certificate was apparently issued in violation of its own rules that states that documents must be
submitted within 30 days of the establishment of “place of business.” In any case such a certificate
cannot and does not obviate the need to obtain baseline, mandatory permission from MEA and
MHA. Moreover RoC deals with commercial companies, not foreign trusts, foundations and
charities.
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7.9 PATH aiso claimed that it had received “permission” from the Ministry of Health and Family
Welfare to set up an office in India. The post-fucto letter dated 27-4-200]1 (two years after PATH
admits having opened the office in India) is not a permission at all but a vague, non- specific
statement to say that PATH was “engaged in health care related activities™

7.10  According to the published Annual Report of PATH for the year 2008, it received funding
in “excess of US § 1,000” from many governmental sources including the Ministry of Health and
Family Welfare, Government of India. However, in response to Rajya Sabha Quesnon Number 952

o on 3.8.2010, the Health Minister denied any Ministry funding to PATH.

7.11  The Committee is concerned that if PATH can set up an office in India so easily
without getting the required mandatory approvals/permissions, then individuals and entities
“inimical to the interest of the country can do the same. The Commitfee expresses its
concern that paper and shell companies can be easily registered in many jurisdictions and
then set up a place of business in India as “Liaison offices” with no questions being asked.
1t is surprising that security and intelligence agencies did not raise an eyebrow on the way
a foreign entity entered India virtually incognite through .the backdoor. The Committee

" desires that such incidents should not be allowed in future. The Government should tighten

the rules lest 'one day forelun citizens, with deep roefs in organizations/nations inimical to
India, _set up -offices in the eountry to engage in ant:~natlonaf and/or un!awful actlv;ttes. S

712 1t s apparent the PATH has explo:ted thh lmpumty the loopholes in our system as -
~‘also the absence of a nodal point or a single window for maintaining a data bank of foreign

" entities entering the Country for sefting up their offices. Given the mult:pl:c:ty of agencies
involved in processing such requests there is a definite need for a nodal agency which would .- .
_keep .2 tab on all .such existing and .aspiring agencies from the point of view of ‘having '

L 'obtamed all .necessary clearances/permlssmns before .commencing their operations .in India.

The Committee strongly recommends that gevernment set up one such umbrella agency
which should be linked to all the agencies that are involved in processing such requests.
The Committee desires that within three months such an agency should be put in place and
start functioning. The proposed nodal agency should be a part of MHA with a well
_established coordination mechanism with the MEA so that undeserving cases are dealt
forthwith . through diplomatic - channels. ‘All ‘ministries/departments/agencies/state
.governments/other entities should be required to share details of all requestsfpropesals from
foreign entities for setting up offices in any form w;th th;s nodal agency. ' : :

7.13  Coming to the instant case, it is established 'that _PATH by carrying out the clirical
trials for HPV vaccines in Andhra Pradesh and Gujarat under the pretext of observation/
demonstration project has 'Violated all laws and regulations laid down for clinical trials by
the Government. While doing so, its sole aim has been to promote the commercial interests
of HPV vaccine manufacturers who would have reaped windfall profits had PATH been
successful in gefting the HPV vaccine included in the UIP of the Country. This is a serious
breach of trust by any entity as the project involved life and safety of girl children and
adolescents who were mosily unaware of the implcations of vaccination. The violation is
also a serious breach of medical ethics. This act of PATH is a clear cut violation of the
human rights of these girl children and adolescents. It also deems it an established case of
child abuse. The Committee, therefore, recommends action by the Government against
PATH. The Committee also desires that the National Human Rights Commission and
. National Commission for Protection of Children Rights may take up this matter from the
point of view of the violation of human rights and child abuse. The National Commission
for Women should also swo motu take cognizance of_ thls case as all the poor and hapless
subjects are females. . : :
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7.14 The Ministry of Health and Family Weifare should without wasting time report the
violations indulged in by PATH to international bodies like WHO and UNICEF so as to
ensure that appropriate remedial action is initiated by these agencies worldwide.

7.15 The Commitiee also desires that the Ministry of Health and Family Welfare may
take up the matter through the Ministry of External Affairs with the US Government so
as to ensure that appropriate action is taken against PATH under the laws of its country
of origin in case of any violations of laws there




OBSERVATIONS/RECOMMENDATIONS — AT A GLANCE

1L. NATURE OF PROJECT

L The Committee finds the entire matter very intriguing and fishy. The choice of
countries and population groups; the monopolistic nature, at that point of time, of the
product being pushed; the unlimited market potential and opportunities in the universal
immunization progammes of the respective countries are ail pointers fo a well planned
scheme to commercially exploit a situation. Had PATH been successful in getting the HPV
vaccine included in the universal immunization programme of the concerned countries, this
would have generated windfall profit for the manufacturer(s) by way of zutomatic sale, year
after year, without any promotional er marketing expenses. It is well known that once
. infroduced into the immunization programme it becomes politically impossible to stop any.
“vaccination. To achieve this end effortlessly without going through the arducus and strictly
regulated route of clinical trials, PATH resorted to an element of subterfuge by calling the
clinical trials: as “Observational Studies”. or “Demonstratmn Project” and various such
. expressions. Thus, the interest, safety and -well being of subjects were completely_-
- jeopardized by PATH by using self-determined and self-servicing nomenclature which is not -
“only highly deplorable but a serious breach of law ‘of the land. The Committee is not aware -
about the strategy followed by PATH in the remaining three countries viz. Uganda, Vietnam

" ‘and. Peru. . The Government should take up -the matter with the Governments of these .

" countries through d:pfematlc channels to know the truth of the matter and take hppropnate o

o necessary  action, accordingly. The ‘Committee wou!d a!so hke to be appnsed of the

”responses of these countries in the matter. = - - S (Para 2.5)
-HY, - ROLE OF DEPARTMENT OF HEAL’{'H RESEARCH/INDIAN COUNCIL OF MEDICAL
RESEARCH '

2, ‘The Committee is unable to understand as fo how ICMR couid commit ltseif to
support “the use of the HPV vaccine” in an MOU signed in the year 2007 even before the

vaccine was -approved for use in the coumry, which actually happened in 2008, The .
Committge also questions the decision of ICMR to commit itself to promote the drug for . "
inclusion.in. the Universal Immunization Programme (UIP) even before any mdependeiit_-' S
. study -'about ts utility and rationale of inclusion in UIP was undertaken. (Para 30y

3. “The Commrttee feels that there was serious dereliction of duty by many of the"
Institutions and individuals involved, The Committee observes that ICMR representatives,
instead of ensuring highest levels of ethical standards in research studies, apparently acted
at the behest of the PATH in promoting the interests of manufacturers of the HPV Vaccine.

{Para 3.18)

4. It was unwise on the part of JCMR to go in the PPP mode with PATH, as such an
involvement gives rise to grave Conflict of Interest. The Committee takes a serious view
of the role of ICMR in the entire episode and is constrained to observe that ICMR should
have been more responsible in the matter. The Committee strongly recommends that the
Ministry may review the activities of ICMR functionaries involved in PATH project.

_(Para 3.19)

20
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3. The Committee from its examination has found that DHR/ICMR: have completely
failed to perform their mandated role and respons:b:hty as the apex body for medical
research in the Country. Rather, in their over-enthusiasm to act as a willing facilitator to
the machinations of PATH they have even transgressed into the domain of other bodies/
agencies which deserves the strongest condemnation and strictest action against them. The
Committee fails to understand as to why ICMR foek so much interest and initiative in this
project when the safety, efficacy and introduction of vaccines in India is handied by National
Technical Advisory Group on Immunization (NTAGI). The submissions of the Secretary,
DHR/DG, ICMR before the Committee about the commencement of the project, facts of the
case and the action taken have also failed to stand scrutiny during the Commitfee’s
examination of the matter. The Committee, therefore, reiterates the recommendation made
in iheir Forty-first Report that the matter of allowing trial of the vaccine as also the
approval for its marketing in the Country be inquired into by a premier investigating
agency and appropriate action be taken thereafter by the Government in the matter. The
Committee expects the Government not to procrastinate in this matter any further

(Para 3.22)

Iv. ROLE OF DRUG CONTROLLER GENERAL, INDIA (DCGI)

6. The Committee’s examination has proved that DCGI has also played a very
questionable role in the entire matter. Initially, it took a ecall that since human subjects,
as part of the studies, were receiving invasive intervention like immunization, clinical trial
rules must be enforced. However, it remained as a silent spectator thereafier, even when
its own rules and regulations were being so flagrantly violated. The approvals of clinical
trials, marketing approval and import licenses by DCGI appear to be irregular. Therefore,
the role of DCGI in this entire matter should also be inquired into. (Para 4.6)

VI. INQUIRY COMMIITEE

{c) Adverse Events Reporting

7. The Committee notes that once this matter was taken up by it, the Government
appointed an Inquiry Committee on 15 April, 2010 to inquire into ‘alleged irregularities in
the conduct of the studies ysing HPV vaccines by PATH in India’. The Committee has noted
the serfous conflict of interest of members of this Inquiry Committee with the subject
matter. The Committee, therefore, strongly deprecates the Government for appointing a
committee to inquire into such a serious matter in such a casual manner even without
ascertaining as to whether any of the members of the said Inquiry Committee were having
any econflict of interest with the subject matter of inquiry. {Para 6.10)

8. The Committee finds it very intriguing as to when the Inquiry Committee after
having seught defails of some core issues in the very first meeting of the Committee on
21 April, 2007 subsequently chose not to pursue them purportedly because ‘it wanted to
restrict itself to its terms of reference’. These core issues raised by the Inquiry Committee

earlier, if pursued to their logmal end, would not only have provided the Inquiry Committee

a ot more clarity in unraveling the truth but also the Country would have knewn the exact
details as to what transpired in this sordid incident. {Para 6.11)

(d) Informed Consent

9. The Committee observes that obtaining informed consent from study subjects is a
fundamental reguirement in the conduct of clinical trials to ensure that the human rights
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of the study subjects are ensured. In case of minors it is mandatory that the consent be
signed by parents/guardians. For the uneducated subjects, the law requires an independent
person to explain and witness the consent process. The Commiitee is however, deeply
shocked to find that in Andhra Pradesh out of the 9543 forms, 1948 forms have thumb
Hmpressions while hestel wardens have signed 2763 forms, In Gujarat, out of the 6217 forms
~ 3944 have thumb impressions and 5454 either signed or carried thumb impressions of
guardians. The data also revealed that a very large number of .parents/guardians are
illiterate and could not even write in their local languages viz. Telugu or Gujarati. The
Committee is further shocked to find from one of the reports that out of 100 consent forms
for Andhra Pradesh project signatures of witnesses were missing in 69 forms. In many
‘forms there were no.dates. One particular person had signed seven forms. In fact the
legality of Andhra Pradesh State Government directing headmasters in all private/
Government/ashram/schools to sign the consent form on behalf of parents/guardians is
_hlghly questionable. The absence of photographs of parents/guardians/wardens on consent
. forms, the absence of signatures of investigators; the signatures of parents/guardians nof
matching with their names; the date of vaccination being much earlier than the date of
"Slgnature of parents/guardlan in the cnnsent forms, etc. ali speak of grave irreguiarltles.

(Para 6. 16)_‘

;:' '}0 Thc Cemmxttee, accordmg!y, concludes that - most, if- not all consent forms, were :
. care}ess!y filled-up ‘and were incomplete and inaccurate. The full explanation, role,

usefulness and pros and cons of vaccination 'had not .been properly cemmumcated to ‘the . :

- parents/guardians. The Committee observes that -there is a_.gross violation of the concept
‘and ‘legal reqmrement of consent which_had been. substantiated by the. experts. ‘The

- Committee takes a serious view of the vmlatlons and strongly recommends that on the

‘basis .of the .above facts, PATH should be made accountable and the Ministry should take
_2ppreprlate action in the matter including taking legal action against it for breach of

varlous laws of the land and poss;ble vmlatwns of iaws af the Country of its origin.
o L : . . . " (Para 6.17)

il. " The Commlttee, in the ilght of the observat:ons made by eiperis, feels that the
methodology .and implementation eof the study at both the places was full of flaws. .The

Commiftee is of the view .that since the popu!almn under - study was vulnerable, utmost - -

caution should have been exercised in the implementation of the study. The Committee also
recommends that there should be an independent monitoring mechanism in such a study
invelving human participants so that the accirafe recording of AEs and SAEs could be made.
The findings of the experts clearly indicate that the safety and rights of the children in this
vaccination project were highly compromised. and violated. The Committee is also concerned
over the fact that there was no insurance cover for the children. The Committee strongly
recommends that while allowing any such trial in future, all the lapses pointed out by the
experts should be addressed effectively. ICMR and DCGI should ensure strict adherence to
the guidelines, methodology and monitoring. (Para 6.22)

12.  The Committee takes a serious note of the fact that both the Ethics Committees
existed only as a formality and they did not play the role they were designated for. This
is a clear dereliction of duty on the part of the Ethics Committees. The Committee apart
from recommending suitable action in the matter, strongly recommends that there should
be a mechanism in place to take appropriate action against such dereliction of duty on the
part of the Ethics Committees., There should be specific guidelines for Ethics Committees
and the Ethies Committees should strictiy follow them The functmnmg of Efhics
Committees should be reguiariy monifored. (Para 6.24)
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3. The Committee observes that the wrongful use of the NRHM logo for a project
implemented by a private, foreign agency as well as the identification of this project with
the UIP has adversely affected and damaged the credibilify of the programme as well as that
of the NRHM. The Committee, therefore, recommends that such practices of diverting
public funds for advancing interests of a private agency should never be allowed in future.
The Committee strongly recommends that strict action should be taken against those
officials responsible for such lapses. {Para 6.26})

14. Besides, the Committee notes that no information had been provided to Indian
authorities about funding of the project except that it was reportedly funded by Bill and
Melinda Gates Foundation and that the vaccines had been donated by the manufacturers,
The information regarding financial investments of ICMR and State Governments in the
project was not provided, though the States clearly provided cold chain and manpower for
immunization. The Committee, accordingly, observes that it might have been more prudent
if the National Techuical Advisory group on Immunization {(NTAGI) had been brought into
the picture right in the beginming to review and give its views on the study prior to its
approval and implementation. . (Para 6.27)

15. Considering the above lapses and irregularities committed by PATH during the course
of conducting the trials on hapless tribal children in Andhra Pradesh and Gujarat, the
Committes is convinced that the authorities concerned did not exercise due diligence in
scrutinizing the publicity material of PATH. Blurring the distinction between the UIP and
PATH project due to the involvement of the State Governments in the project and ignoring
the financial contribution of ICMR and the State Governments are very serious issues, The
Committee, therefore, recommends that the Ministry should investigate into the above acts
of omissions and commissions and take necessary action against those who are found
responsible for breach of rules and regulations. {Para 6.29)

16.  The Commitiee is amazed at the audacity of DCGI to merely repeat various steps
which it proposes to take as if they are new, additional measures. All these are already part
of the written rules and are supposed to be foliowed by all sponsors. Except for slight
amendment in the Informed Consent Form, there is nothing new in the ATN submitted by
DCGL (Para 6.34)

17. The Committee not being convinced with the action taken by the Department or
DCGI, feels that the whole issue has been diluted and no accountability has been fixed on
the erring Officials/Departments for the gross violations committed in the conduct of Study.
The Comntittee also feels that a very casual approach has been taken by the Department
- .jn ‘the matter and their replies lack any concrete action fo protect and safeguard the health
of our people - (Para 6.36)

-:18.  The Committee also noticed lack of firm action on the part of DCGI, to avoid such
irregularities in future. One of the actions proposed hy the DCGI te check any recurrence
of such gross violations was ‘proposal to amend the definition of New Drug during the next
‘meeting’. The same assurance was given by DCGI in December, 2012. The Committee,
accordingly, observes that response of the Department and DCGL is very casual,
bureaucratic and lacks any sense of urgency. The Committee feels that DCGI is not very
serious in brimging imprevements in the system. It, therefore, desires the Ministry to
ensure compliance by DCGIL (Para 6.37)

VII. PROGRAMME FOR APPROPRIATE TECHNOLOGY IN HEALTH (PATH)

19. The Committee is concerned that if PATH can set up an office in India so easily
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without getting the required mandatory approvals/permissions, then individuals and entities
inimical to the interest of the ccuntry can do the same. The Committee expresses its
concern that paper and shell companies can be easily registered in many jurisdictions and
then set up a2 place of business in India as “Liaison offices” with no guestions being asked.
. It is surprising that security and intelligence agencies did not raise an eyebrow on the way
a foreign entity entered India virtually incognite through the backdoor. The Committee
desires that such incidents should rot be allowed in future. The Government should tighten

- “the rules lest one day foreign citizens, with deep roots in organizations/nations inimical fo

lndta, set up ofﬁees in the country to engage in anti-national and/or unlawful activities.
(Para 7.11)

_ 20 Xt s apparent the PATH has explo:ted with impunity the loopholes in our system as
'_also the absence of a nodal point or a single window for maintaining a data bank of foreign
_entities enfering the Country for setting up their offices. Given the multiplicity of agencies

. involved in processing such requests there is a definife need for 2 nodal agency which would
keep a tab on ali such. existing and aspiring agencies from the point of view of having
(obtained all necessary clearances/permissions before commencing their operations in India.

. . The Committee strongly recommends .that government set up one such umbrella agency

" which should be linked to .all the agencies that.are invelved .in processing such requests,
" The Committee desires that within three months such an agency should be put in. place and

. - start ‘functioning. The proposed nodal agency should ‘be a . part of MHA with a well
- established . coordination ‘mechanism with the MEA so that undeservmg cases are dealt "
. forthwith - through diplomatic channels. “All - ministries/departments/agencies/state
--governments/other entities should be required to share details of all requests/proposals. from

L fore:gn enntzes for settmg up ofi‘ces in any . form w:th this nodal agency ' (Para 1. 12).

21, Cummg to the instant case, :t is estabhshed that PA’I‘H by carrymg out the clinical
. trials for HPV vaccines in Andhra Pradesh and Gujarat under the pretext of observation/ .
- demonstration project has violated all laws and regulations laid down for clinical trials by
‘the Government. While doing so, its sole aim has been to promote the commercial interests
of HPV vaccine manufacturers who would have reaped windfall profits had PATH been
successful in getting the HPV vaccine included in the UIP of the Country. This is a serious
bréach of trust by any entity as the project involved life and safety of girl children and
adolescents who were mostly unaware of the implications of vaccination. The violation :is
.. also a_ serious breach of medical ethics. This act of PATH is a clear cut violation of the
E -:'human rights of these girl children and adolescents. It also deems it an established case of

; child. abuse. The Committee, therefore, recommends action by the Government .against. -

PATH. The Committee also desires that the National Human Rights Commission and
National Commission for Profection of Children Rights may take up this matter from the
peint.of view of the violation of human rights and child abuse. The National Commission
for Women should also swo motu take cognizance of this case as all the poor and hapless
subjects are females. (Para 7.13)

22, The Ministry of Health and Family Welfare should without wasting time report
the violations indulged in by PATH to international bodies like WHO and UNICEF se

as to ensure that appropriate remedial action is initiated by these agencies worldwide.
. (Para 7.14)

23. The Committee also desires that the Ministry of Health and Family Welfare may
take up the matter through the Ministry of External Affairs with the US Government so
as to ensure that appropriate action is faken against PATH under the laws of its country
“of origin in case of any violations of laws there. (Para 7.15)




T

MINUTES




f”“‘g




VIII
EIGHTH MEETING
(2009-10)

The Committee met at 11.00 am. on Tuesday, the 6% April, 2010 in Room No. 139, First
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WITNESSES

* * *

Representatives from the Department of Health Research

1. DrVishwa Mohan Katoch, Secretary

2. Ms. Shalini Prasad, Joint Secretary

3.  Dr. Vijay Kumar, Scientist

4. Dr. Bela Shah, Head NCD Division

5. Dr K Satyanarayana, Head P&I Division

6. Shri Sanjiv Datta, Financial Adviser
¥ ’ ’ ok : *

2. At the outset, the Chairman welcomed Members to the meeting and informed them about

the agenda of the meeting, fe., examination of Demands for Grants (2010-11) of the Ministry of
. Health and Family Weifare and takmg oral evidence of the Secretanes EE R Hea]th Research
¥R ¥ n connecnon therewith. : : SR '

.6- ‘. * | .. :;.: ) . o _. B * o * :
7 S The Coﬁxmiﬂee then adjourned at 'E.30_ P.M. for.lunch_to.méet ﬁgaix}_ .at_2.30_ _PI.M_._ I
9 Duriﬁg the course of the meeting, Shr.imati Brinda Karét, Member of the Corﬁmittee raised

the issue about the trial of HPV vaccine on the children in Khammam district of Andhra Pradesh
and reported deaths of the children therefrom and sought exact status in this regard from the
Secretary. The Secretary, Department of Health Research informed the Committee that the Drug
" Controller General of India had given approval for marketing of HPV vaccine in India as per

- schedule ‘Y’ of the Drugs and Cosmetics Act and then a post-marketing surveillance. The
U -Committee was informed that the proposal for trial came two vears back before the ICMR through
~PATH, an American NGO. Attention of the Secretary was drawn to DCGI guidelingés  whereunder.

third phase trial cannot be conducted on children until a similar trial was conducted on adults. It
was admitted by the Secretary that the DCGI guidelines were not adhered to in the present case,
"-The Committee was assured that State Governments of Andhra Pradesh “and Gujarat would be

“asked to get the ongoing clinical trial stopped immediately. Taking serious view of procediral and

" “ethical lapses on the part of the Ministry, the Commiitee sought the matter of allowing trial of the
+'vaccine as also the approval for its marketing in the country to be enquired into by:a. premier
investigating agency and to take further appropriate action in the matter. It also asked that findings
of the investigating agency and the follow-up action taken in this regard may be furnished to the
Committee at the earliest,

10, * * o C Sk
11_ ® . * *
12. A verbatim record of the proceedings of the meeting was kept.

13, The Committee then adjourned at 5.15 p.M.

- * Relate to other matters,
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15. Dr. Jyoti Mirdha
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R N
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Shri Dinesh Singh, Assistamt Director
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Department of Health Research

1. Dr. VM. Katoch, Secretary, Health Research

2.  Ms. Shalini Prasad, Joint Secretary
3. Shri S.K. Rao, Joint Secretary

* Relate to other matters.
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2. The Chairman welcomed the Members of the Committee and apprised them of the agenda
of the meeting, ie. to hear oral evidence on (i) * * *(if) * * * and (jii) issues arising out of the
final report of the Committee to enquire into “Alleged irregularities in the conduct of studies using
Human Papilloma Virus (HPV)” by PATH in the country. :

4. % ' L * | o
(The Committee adjourned at 12.20 pa, to meet again ai 2.30 pa)

5. In the second half of the meeting, the Committee heard the views of Secretaries of
Departments of Health Research and Health and Family Welfare on the issues arising out of the
final report of the Committee appointed to enquire into “Alleged irregularities in the conduct of
“studies using Human Papilloma Virus (HPV) by PATH in the country”. The Secretary, Department
of Health Research, in his deposition, admitted before the Committee that the trials of the vaccine

. were not conducted by PATH according to the required protocol/guidelines in Andhra Pradesh. He
. .admitted flaws in ethical procedure in conducting the tests such as lack of proper consent from
" the parents etc. He further stated that new guidelines are being issued and a moratorium has been
.imposed on further trials till guidelines are issued. The Members raised some queries like how far
" it was ethically correct for ICMR to go into Private Public Partnership (PPP} mode, faulty design
- of project; differences between ICMR and DCGI with respect to the project, action taken against

.- the .person involved; sale of this vaccine even before it was tested. The Members also enquired
" ’as to why the.said enquiry report has not been posted on the website. of the Ministry. The

. Secretary, Department of Health and Family Welfare submitted before the Committee that show
_cause notice of 15 days has been issued to PATH to seek its written views on the i issue and action .
- will be taken within three months after the reply of PATH is received. Members also raised querjes -
-like sources and magnitude of funding of this project, compensation to the affected parties .and
~“blacklisting of PATH, etc. which were partly answered, The Committee d:recteti the w&tnesses to
furnish written replies to queries which remained unanswered. s '

6. A verbatim record of the proceedings of the meeting was kept.

© 7. The Committee then adjourned at 3.30 p.

* Relate to other matters,
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Department of Heslth and Family Welfare
Dr. G. N. Singh, Drug Controller General of India

L Opening Remarks

2. At the outset, the Chairman welcomed Members of the Committee and apprised them of the
agenda of the meeting, /e, to heer the Secretary, Department of Health Research along with the
Drug Controller General of India (DCGI) on the Action Taken on the final report of the Committee
‘appointed by the Government of India to enquire into “Alleged irregularities in the conduct of
studies using Human Papilloma Virus (HPV) vaccine” by PATH in India, * * *

1Y, Oral Evidence of the Secretary, Department of Health Research and DCGI on the
final report of the Committee appointed by the Government of India to enqguire
into”Alleged irregularities in the .conduct of stud:es using Human Papllloma Virus (HPV)
vaccine” by PATH in India : . :

B Therea&er, the Committee heard the Secretary, Department of Health Research .on the
* ~Action Taken on the final report of the Committee appomted by the Government of India to enquire
- into”Alleged irregularities in the conduct of studies using Human Papilioma Virus (HPV) vaccine”
by PATH in India. In his deposition, the Secretary, stated that in the year 2007, PATH had applied
_ for licence for trials which was approved in the year 2008 and trails were started on the tribal and
- non tribal girls of Andhra Pradesh and Gujarat .in the year 2009 to see the acceptance of the
-+ vaccines. In the year 2010, five deaths in Andhra Pradesh and two deaths in Gujarat were reported
. Subsequent to the reported deaths an expert Committee was set up under the Chairmanship of Prof.
S.S. Aggarwal, PGIMER, Chandigarh, which in its Report submitted in February, 2011, found the
~discrepancies in respect of: (i) consent forms and actual implementation of .the consent process;
(i) methods of monitoring of adverse effects/serious adverse effects and remedial measure for
such events; (iii) inclusion of vulnerable and tribal population groups; (iv) blurring of distinction
between National Immunization Programme and Path study; (v) insurance coverage for the study
participants; and (vi) convert inducement and indirect coercion etc. The Secretary, apprised the
Comumittee about the remedial action taken pursuant to the findings of the expert Commtttee
'However members were not satisfi ed thh the action taken by the -Department. :

L4 The Drug Controller Generai of India, in his deposition, infer alia stated that durmg the
future trials for any vaccination, the following safeguards would be adopted (i) consent form
would be fransparent; (if) consent would be in audiovisual format; (ifi) clear guidelines have been
- framed. He also informed the Committee that these guidelines are available on the website of the
Ministry. Further, he informed the Committee that in future strict emphasis would be laid en
enforcement and patient safety. .

5. Thereafter, members raised queries on some issues including conduct of trail without
guardian’s approval; details of action taken, if any, against officials who had given approval to these
trials; absence of complete details of postmortem conducted on the subjects who had died during
the said trials; details of use of machinery of State Governments by PATH during the conduct of
the trials; whether the said trials were classified as ‘clinical trial’; non action on the findings of
the Expert Committee, etc. The Chairman directed the witnesses to send comprehensive written
replies to queries which remained unanswered, within a week’s time.

6. A verbatim record of the proceedings of the meeting was kept.

7. The Committee adjourned at 12.56 p.m.

* Relate to other matters,
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* * . *

Opening Remarks

At-the putset, the.Chairman welcomed the Members of the Committes and apprised them
agenda of the meeting, je., * * * and consider and adopt draft Seventy-second Report on

“Alleged irregularities in the conduct of studies using Human Papilloma Virus (HPV) vaccine by
PATH in India.”

* Relates to other matters,
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IT. Adoption of the Draft Report on “Alleged irregularities in the conduct of studies
using Human Papilloma Virus (HPV) vaccine by PATH in India.”

3. The Committee then considered and discussed the draft Seventy-second Report on “Alleged
.. irregularities in the conduct of studies using Human Papilloma Virus (HPV) vaccine by PATH in

* India.” The Chairman invited Members to share their specific suggestions for incorporation in the
Draft Report. After some discussion, the Committee adopted the Report with some modifications.

i 4. .The Committee, thereafter, decided that the Report may be presented to the Rajya Sabha

and laid on the Table of the Lok Sabha on Friday, the 30™ August, 2013, The Committee authorized
its Chairman and in his absence, Shri Shri HK. Dua and Shri Jagat Prasad Nadda to present the
Report in Rajya Sabha, and Shri Sanjay Jaiswal, and in his absence Dr. Anup Kumar Saha to lay
“the Report on the Table of the Lok Sabha. .

1l * 7 o K #
_.3 * . o _ * *
4, ¥ s *
5 A verbattm record of the proceedsngs of the meeting was kept

6

The Commtttee aéjoumed at 5 00 PM.
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ANNEXURE-A

Committee to investigate “Alleged irregularities in conduct of

studies in India wsing Human Papilloma Virus (HPV) vaccine”

Minutes of the 5% Meeting held on September 27* at the Indian Red Cross Society, (NHO), New Delhi

1.

All members of the committee were present. In addition the Experts nominated to assist the
committee vide GO no. V.23011/160/2010-HR dated June 30" 2010 were also invited to
attend the meeting.

The minutes of the meeting dated June 22, 2010 as circulated were adopted.

The Experts were requested to present salient findings of their reports and the members

‘discussed with them their findings. A summary of the discussions is as follows:

{a) Dr. Rani Kumar, Dean, AIIMS -~

(&)

@

(i

She was requested to carry out numerical analysis of the consent forms — under
headings already identified — separately for the AP and Gujarat. {Action: Dr. Rani
Kurnar)

She requested the list of members of the two ethics committees at AP and
Gujarat. In particular she asked about the membership of a lawyer in the
committee. She also asked about the functioning of these committees — the
number and dates of meetings, and any monitoring of the PATH study prior to
repots in the Press. (Action: Dr. Kishore Chaudhry)

(i} Opined that the trial in adolescent girls was justified as this is the target group

Dr.
().

(i)

to benefit, but authorization of school authorities by the AP Govt. to give consent
on behalf of the girls was not correct. Also, implementation of the procedure of
taking consent lacked rigor.

Y K. Gupta, HOD Pharmacology, AlIMS - made the following points:

Bridging trials in India, as required under Schedule Y for drugs/vaccines already
approved and in use abroad, for licensing in India were carried out as required.
One of the studies was in Adults and the other one was in adolescent girls.

The DCGI has licensed the GSK HPV vaccine Cervarix for “ ... females from
10-45 years of age for prevention of cervical cancer. ... ”, and MSD vaccine
Gardasil for “ .. girls and women 9-26 years of age for prevention of cervical
cancer ..."”

(iii) There is wide international experience, including that in India, regarding use of

HPY wvaceines in adolescent girls,

nlescant g_ir_!s

(iv) HPV vaccines are quite safe. Millions of doses of HPV vaccines of both types

have been used abroad. By the end of May, 2010, there were 16, 410 VARES
reports of AE following Gardasil vaccination licensed in the US in 2006. 8% of
these have been considered serious, including syncope, GB syndrome, blood clots,
and anaphylaxis. A total of 53 deaths have been recorded following vaccination
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but they do not seem to be related to the vaccine. The use of the vaccine
continues all over the world, Several countries have incorporated it in their
national programmes.

{v) Both the GSK and MSD have submitted the required Periedic Safety Update
Reports to the DCGIL. These are international reports, and not India specific.
There has been some delay in submission of these reports. The last six monthly
report for 18" November to 17% May, 2010 which should have covered the
reports the deaths from India has not been submitted yet. -

" {vi) A critical analysis of the First Information Reports of SAE/Deaths, Medical
© - records related to these events and the Post-mortem reports do not support the
possibility of deaths to be related to vaccine but it can not be ruled out with
certainty. This was mainly because the alternate cause of death as listed can not
“'be fully substantiated on the basis of medical records in all the cuses. The quality
of the medical records was not adequate. The capability of the local staff and
. preparedness to deal with SAEs/Critical illnesses leading to death is also suspect.
© ‘Most of the deaths were detected when the ANMs were mobilizing the recipients
for the next vaccination. These events were .not reported and investigated timely.
In most cases the treatment was provided by private medical practitioners and the
subjects had to be shifted to a better facility while they dled on the way There

was .no plan to deal w1th the cr:sxs as 1t emerged. .

(vu) There is a stmng need 1o strenethen the post-hcensmg survelllance
{c) Dr AK Dutta Head of Pedratr:cs, Kalavatx Saran Hosplta] New Delhi -

_(i) Dr. Dutta focused on analy51s of Deaths and AE, both serious .and mmor, under

- the 'HPV ‘vaccination project camed ouf ‘in AP and Gu;arat by PATH in

N ';_coilaboratnon with the respective State Governments. _
B 1)) Dr Dutta h:ghlwhted that the Primary Outcome measures of the pmJect were;

- _"Number and percent of eligible girls fully vaccinated, partially vaccinated or
~ not vaccmated at all according to vaccine delivery strategy _

- 'Nnmber and percent of vaccinated girls experiencing serious adverse events,
_.as teported spontaneously through routine mechanisms of UIP programme

= 'Number and percent of vaccinated girls experiencing non-serious adverse
“events, as reported spontaneously through routine mechanisms of UIP

| programme

~ . Timelines of reporting serious adverse events to local, state and National
authorities, as per the usual UIP protocol and

—  Timelines of reporting non-serious adverse events to local, state and National
authorities, as per the usual UIP protocol

(i) Since 4 out of the 5 cutcome measures related to monitoring and reporting of AE
the project should not have totally relied on the existing UIP AEFI reporting
system. There should have been a parallel research based monitoring system for
AFFI to compare with the State system. Alternatively the effectiveness of the

" State systernn should have been pre-verified before initiating the study.

{iv) Dr. Dutta found that 3 of the 7 deaths have occurred within 30 days of last
vaccine dose (one in AP and 2 in Gujarat, on days 18,20 and 23) while 4 were
after this period (45,49,96,97 days after the vaccine).
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The ones within 30 days have been attributed to Fever of umknown origin - 7
Viral, Malaria and Snake bite. Two of the 4 later deaths were attributed to
Pesticide poisoning. In both cases post-mortem has been done and chemical
report on record has confirmed presence of the poison in stomach.

In one case there was history of drowning in a pond. The fourth case has died
after a brief illness of few hours, probably neurclogical ? Intracranial hemorrhage/
Intracranial space occupying lesion.

Dr. Dutta’s observation was that — 1, There was no specific pattern of illness
leading to death, 2. The illnesses can not be explained by expected adverse
responses to vaccine, and 3. There was an alternate plausible diagnosis in most
cases. Therefore, the deaths were unlikely to be related to the vaccine. However,
post-mortem has been carried out only in 2 cases. And the alternate diagnosis is
not confirmed in all the cases.

(v) Further a critical ‘analysis of the reporting of other AE and SAE shows the
inadequacies of the AEFI reporting system. Dr. Dutta was of the opinion whether
it was an observational study or otherwise the vaccine was administered to the
subjects and data collected for enerating knowledge. It should have followed all
the rigors of the research.

The committee deliberated on the reports of the Experts and pertinent data received under
various queries raised during previous meetings of the committee. Besides the factual
information about the terms of reference the committee was greatly concerned with the
aspect of commercial interests of manufacturers influencing the Government policy on this
expensive vaccine. The committee observed that the study was initiated by PATH on its
own having obtained funds from the Bill and Melinda Gates Foundation and supply of
vaceine from the manufacturers — without any reference from the NTAGI, the official body
of the GOI on vaccines. It is not clear whether the State expenses were funded by PATH
or came from their own resources. The monetary contribution of ICMR is also not clear.
The committee therefore feit that it would be in the fitness of the inquiry to document the
sources and magnitude of funding of the study. It desired to obtain the following
information from the PI, ie. PATH in this case:

(Y Letter of Sanction of grant form Bill and Metlinda Gates foundation for Indian
study

(ii) Letter of donation of vaccine by the manufacturers and the invoice indicating the
cost of the vaccine for trial in India

-(iii) Copies of the letters of PATH to ICMR and State Government, including the terms
and conditions of collaberation

(iv) Financial contribution of the 3 parties to the study, viz, the PA TH, ICMR and
the State Governments from beginning till date

The committee noted the urgency to submit the report. Since most of the facts have been
gathered and analyzed, including the critical input of the experts, it decided to expedite the
finalization of the report. Since there was consensus on all issues among the members, the
committee authorized the chairman to prepare the draft report which may be circulated to
all the members and then finalized in a meeting called for the purpose. In the meantime the
additional information as identified above may also be collected. The next meeting could be
held in about 2 week time. (Action: Chaiman}




ANNEXURE-B

Government of India : : : o _ HIG WHR
Ministry of External Affairs Lo L - Taw Az, fed
New Delhi the 200

C No.AA/SSI/L2001 - Dt 11" June, 2012,

“OFFICE MEMORANDUM
_ '-Sub: Chmcal Tr:al of HPV Vaccme - regardmg '
Reference O.M. No. RS. 10/2(11)/201I Com. (H&FW) dated 4" June, 2012 from the

. . Parliament of 1_ndla Rajya Sabha Secretariat, New _Dct_h;, on the sub__;e_ct_ _mex_zz:o_ned above,

2 As.per_ the existing ‘procedure, .the "clea'rance .of .the Ministry of rExternal Affairs
_-from Political angie is required before any foreign organisation/charity/foundation efc. sets
" up an office/branch in India. The concerned foreign entity may approach this Ministry

\%

" 'with a detailed proposal, to be routed through the concerned nodai Mm]stxy in, Indxa for

K _processm«r and issue. of above Pohtwal c!earance :

Sd/-
" (R.K. Nagpal)
- Deputy Secretary (Coord)

Parliament of India
Rafya Sabha Secretariat,
[Kind Attn: Ms. Arpana Mendiratta, Joant D]rector},
Parliament House/Annexe,
New Delhi. Telefax: 23035428
23012007
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ANNEXURE-C

No.11/20034/280/2012-¥8-11
Government of India
Ministry of Home Affairs
IS-1 Division, (1S-¥I Desk)

New Delhi, the 5% July, 2012

Office Memorandum

Subject:-  Parliamentary Standing Committee on Health and Family Welfare ~
clinical trial of HPV WVaccine and related matters — furnishing of
information to the Committee.

The undersigned is direacted to enclose a copy of Rajya Sabha Secretariat O.M
No.RS.10/231i}2011-Com. (H&FW) dated 21 June, 2012 along with a copy of earlier D.O.
letter dated 4" June, 2012 regarding clinical trial of HPV Vaccine on the subject noted
above and to state that Depariment of Economic Affairs is the concerned Administrative
Ministry for “setting up of the Liaison Offices/Branch Offices/Project Offices in India by
foreign entities”. As such, laying down the procedure/rules/guidelines etc, for setting up
of such offices falls within the ambit of DEA.

2. Department of Economic Affairs seeks MHA’s comments from security angle on the
applications received from various firms for setting up of the Liaison Offices/Branch
Offices/Project Offices in India by foreign entities. As such, Ministry of Home Affairs
assesses the suitability of the applicant company from security angle.

3. Further, a draft Circular proposed by RBI and forwarded by DEA containing
additional reporting feature by foreign entities for implementing additional security
safegnards is under consideration in this Ministry.

4. In view of foregoing, the above Rajya Sabha Secretariat O.M. dated 21 June, 2012

along with its enclosures is transferred to Department of Economic Affairs for giving a
suitable reply to Rajya Sabha Secretariat, under intimation to this Ministry.

Sd/-
(Rakesh Mittal)
Director (IS-I)

- Department of Economié¢ Affairs,

(Shri R.K. Sinha, Under Secretary),
North Block, New Delhi.

Copy for information to: Rajya Sabha Secretatiat (Ms. Arpana Mendiratta, Joint
Director), Parliament House Annexe, New Defhi-110001.
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Pubiic Interest Litigation No. 34 of 2021

Osbert Khaling v. State of Manipur

2021 SCC OnlLine Mani 234

In the High Court of Manipur at Imphal
(BEFORE San3JAY KUMAR, C.J. aND KH. NOBIN SINGH, J.)

Osbert Khaling ... Petitioner;
Versus
State of Manipur and Others ... Respondents.
Public Interest Litigation No. 34 of 2021
Decided on July 13, 2021

The Judgment of the Court was delivered by

SANIAY KUMAR, C.J.:— Heard Ms. Carolin Casar, learned counsel for the pet:tnoner

2, Notice before admission, returnable on 28,07.2021.

3. Mr. 8. Rupachandra, learned Addl. Advocate Genera! Manipur, takes notlce for
the respondents and waives further notice. He seeks time to file a reply.

4. Needful shall be done by th@ next date of hearmg wnth an advance copy to the
counsel opposite. '

5. Challenge is to the Notn‘"catlon dated 30‘" June, 2021, :ssued by the Home
- Department, Government of Manipur, and more particularly para -2 thereof, which
“states that the State Government proposes to relax curfew/containment zone orders in

- future in a calibrated manner by assessing the Covid infection scenario and while
oopening up, without compromising public health safety, the Government considered it
_prudent to prioritize opening of institutions, ‘organizations, factories, shops, ‘markets,
_private ‘offices, etc., where emplovees and workers were Covid vaccinated. The
“Government further stated that this would also appiy to NREGA 30b card holders and
workers of Government/private projects.

6. Prima facie, the aforestated prescriptions seemrmn to make vaccination mandatory
as they favour those who are vaccinated, not only in terms of prioritizing the opening
up of their institutions, organizations, etc., but also by linking wvaccination as a
condition precedent for employment of NREGA job card holders and workers in
Government and private projects.

7. The Government of Manipur apparently |ssued the impugned notification, in
keeping with the policy of the Central Government, seeking to promote Covid

_vaccinations., The objective of the Government is to ensure a degree of immunity in

the people, at least to the extent of preventing dire consequences, if infected.
However, the ground reality is that there is abounding ignorance amongst the people
as to the side effects, if any, of the vaccination and in consequernice, apprehensions of
the risks that may ensue upon being vaccinated. It is for the State Government to
dispel such fears by educating people as to the advantages of getting vaccinated and
erase their apprehension of the adverse consequences of getting vaccinated.

8. Without addressing this issue, the State cannot seek to impose conditions upon
the citizens so as to compe! them to get vaccinated, be it by holding out a threat or by
putting them at a disadvantage for failing to get vaccinated. Restraining people who
are yet to get vaccinated from opening institutions, organizations, factories, shops,
etc., or denying them their livelihood by linking their employment, be it NREGA job
card holders or workers in Government or private projects, to their getting vaccinated
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would be illegal on the part of the State, if not unconstitutionat. Such a measure would
also trample upon the freedom of the individual to get vaccinated or choose not to do
SO.

9. While so, Mr. S. Rupachandra, learned Additional Advocate General, Manipur,
would seek to impress upon this Court that the impugned notification is merely an
expression of intention by the Government as to what it proposes to do once relaxation
of the curfew/containment zone orders is rescrted to. He would therefore assert that
the voiced intention of the Government will not be acted upon tiil such event comes to
pass and pray that he may be given an opportunity to file a reply properly explaining
the situation.

10. The aforestated stand of the Government is taken on record. However, by way
of abundant caution, it is made clear that paragraph 2 of the impugned notification
shall not be given effect to, even if the State resorts ta any further relaxations, until
the next date of hearing.

11. Reply shall be filed In the Registry on or before 27.07.2021, after service of an
advance copy thereof to the counsel opposite so as to enable filing of a rejoinder, if
necessary.

12. Post on 28.07.2021.

13. A copy of this order shail be communicated online/through WhatsApp to both
the learned counsel.

Disclatmer: While avery effort is made to avsid any mistake or omission, this casenote/ headnote/ judgmant/ act/ rule/ regulation/ clrtutar/
notification is being circuiated on the condition and understanding that the publisher would not be liabie in any manner by reason of any mistake
or amission or for any action taken ar omittad te be taken or sdvice rendered or accepted on the basis of this casenote/ headnote/ judgment/ act/
rule/ reguiztion/ circutar/ notification. All disputes will be subject axclusively to jurlsdiction of courts, tribunals and forums at Lucknow only. The
authenticizy of this text must be verified from tha original source,

© EBC Publishing Pvt.Lid., Lucknow.
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Source:- MCTLaw

Date:- July 17", 2018

Link:- https://www.mctlaw,.com/101-million-dollar-vaccine-injury-mmr/

'$101 MILLION AWARD FOR ENCEPHALOPATHY
FROM MMR VACCINE

(July 17th, 2018 SARASOTA, FL) — mctlaw attorneys negotiated a $101
mllhon settlement for an mfant who suffered a severe reacnon to the MMR

' 'vaccme

'- _;_OR* was a one-year—oid heaithy baby g1rl who was already Walkmg and R |

:chrnbmg On February 13, 2013 she recelved vaccmatmns for Measles Mumps L

2 RubeHa (NH\/IR) Hepatltfs A, Haernophllus Inﬁuenzae type B (I—Ilp) Prevnar

| | (pneumoma) and Varlcella (chlckenpox)

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__c'o.nt_inued 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 O.R. 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 O.R. 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 an 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 Compensation Program. Ms. Stadelnikas is an experienced
Vaccine Injury Attorney and also a former Registered Nurse.

She filed a claim with the Vaccine Court on behalf 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 Diana 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 injured families in the Vaccine Program to
successfully navigate the complexities, urges Stadelnikas. The outcome here

.. was a result of hard work, devotion, and the collaborative effons of our

expemenced team.

- The attorneys at Maglio Christopher & Toale, P.A. have extensive experience
o representmg people in the Natlonai Vaccme Injury Compensatzon Prograrn

o '_ (NVICP)

' i:_'l“or aimost 20 years the lawyer_s at our ﬁrm have heIped peopIe in ail 50 states
file ‘vaccine - injury clalms We have ofﬁces 1ocated in Washmgton 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 smal]l 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 revie'w. | a list’ of over 500 of our case results
here: https://www.mctlaw.com/vaccine-injury/cases/

In 1986 the federal government set up the National Vaccine Injury

- Compensation 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.
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In the United States Court of Federal Claims

OFFICE OF SPECIAL MASTERS
No, 16-119V
Filed: November 20, 2017
UNPUBLISHED

"RAYMOND ROACH, on behalf of |

0.G.R., a minor child, Special Processing Unit (SPU);

Damages Decision Based on Proffer;
Measles Mumps Rubeila (MMR)

Petitioner, >
: Vaccine; Encephalopathy

A

. SECRETARY OF HEALTH AND
HUMAN SERVICES

Respondent

3 'Dlana Lynn Stadelmkas Magi:o Chnstopher& Toale PA Sarasota FL for pet:ftoner
o Camiﬂe Mlche#e Co#ett Us. Deparfment of Just:ce Washmgfon DC forrespondent

DECISION AWARDING DA!\.“!AGES1 e

= Dorsey, Chtef Speoial Master

On January 27, 20186, petitioner filed a petition for compensation under the
National Vaccine Injury Compensation Program, 42 U.8.C. §300aa-10, ef seq.,? (the
“Vaccine Act”). Petitioner alleges that O.G.R. was diagnosed with encephalopathy
_following receipt of Hepatitis A, Haemophilus influenza type B, measles, mumps and
rubella (MMR), Prevnar, and varicella vaccinations on February 13, 2013. Petition at 2.
The case was assigned to the Special Processing Unit of the Office of Special Masters.

On July 18, 2018, a ruling on entitlement was issued, finding petitioner entitled to
compensation for 0.G.R.'s encephalopathy injury. On November 17, 2017, respondent
fited a proffer on award of compensation (“Proffer”). Respondent proffers that, based
upon her review of the evidence of record, petitioner should be awarded:

" Because this unpublished decision contains a reasoned explanation for the action in this case, the
undersigned irtends to post it on the United States Court of Federal Claims' website, in accordance with
the E-Government Act of 2002. 44 U.5.C. § 3501 note (2012) (Federal Management and Promotion of
Electronic Government Services). In accordance with Vaccine Rule 18(b), petitioner has 14 days to
identify and move to redact medical or other information, the disclosure of which would constitute an
unwarranted invasion of privacy. If, upon review, the undersigned agrees that the identified material fits
within this definition, the undersigned will redact such material from public access.

2 National Childhood Vaccine Injury Act of 1986, Pub. L. No. 99-660, 100 Stat. 3755. Hereinafter, for
ease of citation, all § references to the Vaccine Act will be to the pertinent subparagraph of 42 U.5.C. §
300aa (2012).




A. Alump sum in the amount of $1,191,475.29 paid to Regions Bank, as Trustee
of the Grantor Reversionary Trust for the benefit of 0.G.R.;

B. Alump sum in the amount of $1,043,951.66 paid to the court-appointed
guardian(s)/conservator(s) of the estate of 0.G.R for the benefit of O.G.R.;

C. Alump sum payment of $278,476.84, representing compensation for
satisfaction of the State of Oklahoma Medicaid lien; and

D. An amount sufficient to purchase the annuity contract described above in
section 11.D,

in the Proffer, respondent represented that petitioner agrees with the proffered
award. Based on the record as a whole, the undersigned finds that petitioner is entltled
to an award as stated in the Proffer.

Pursuant to the terms stated in the attached Proffer, the undersigned awards
petitioner:

A. A lump sum in the amount of $1,191,475.29 paid to Regions Bank, as
Trustee of the Grantor Reversionary Trust for the benefit of O.G.R.;

B. A lump sum in the amount of $1,043,951.66 paid to the court-appointed
guardian(syconservator(s) of the estate of O.G.R for the benefit of
0.G.R;

C. A lump sum payment of $278,476.84, representing compensation for.
satisfaction of the State of Oklahoma Medicaid lien payable jointly to
petitioner and

- Oklahoma Health Care Authority
P.O. Box 18497
Okiahoma City, Oklahoma 73154
Attn: Susan L. Eads
clo Legal Unit
OHCA Case No: 502137

Petitioner agrees to endorse this payment to the State of Oklahoma.;' M
and

D. An amount sufficient to purchase the annmty contract described in
Proffer Section Ii.D

This amount represents compensation for all damages that would be available
under § 300aa-15(a).




'2;9‘

The clerk of the court is directed to enter judgment in accordance with this
decision.?

IT IS SO ORDERED.
sfNora Beth Dorsey

Nora Beth Dorsey
Chief Special Master

3 Pursuant to Vaccine Rule 11(a), entry of judgment can be expedited by the parties’ joint filing of notice
renouncing the right to seek review.




IN THE UNITED STATES COURT OF FEDERAL CLAIMS
OFFICE OF SPECIAL MASTERS

RAYMOND ROACH, on behalf of
O.G.R., a minor child,

Petitioner,

v. No. 16-119V
Chief Special Master Dorsey
SECRETARY OF THE DEPARTMENT OF

HEALTH AND HUMAN SERVICES,

Respondent.

S T i

RESPONDENT'S PROFFER ON AWARD OF COMPENSATION

L Items of Compensation

Al Life Care Items

The respondent engaged life care planner, M. Virginia NeSmith Walton, RN, MSN, FNP,
CNCLP, and petitioner engaged Lynne Trautwein, MSN, RN, CCM, CMAC, CNLCP, to
providé an estimation of O.G.R.’s future vaccine-injury related needs. For the purposes of this
proffer, the term “vaccine related” is as described in the Chief Special Master’s Ruling on
Entitlement, filed July 18, 2016. All items of compensation identified in the life care plan are
- supported by the evidence, and are illustrated by the chart entitled Appendix A: Items of

Compensation for 0.G.R., attached hereto as Tab A.! Respondent proffers that O.G.R. should be

! The chart at Tab A iliustrates the annual benefits provided by the life care plan. The annual benefit years
run from the date of judgment up to the first anniversary of the date of judgment, and every year thereafter up to the
anniversary of the date of judgment.
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awarded all items of compensation set forth in the life care plan and illusirated by the chart

attached at Tab A. Petitioner agrees.

B. Lost Future Earnings
The parties agree that based upon the evidence of record, O.G._R._wiil not be gainful_ly
employed in the future, Therefore, respondent proffers that O.G.R. should be awarded lost
fezture garnings as provided under the Vaccine Act, 42 U.S.C. § 300aa-15(a)(3)(B). Respondent
pfoffers that the eppmpriete award, fo_r O.G;R.‘s lost future earnings is $793,951.66. _Peti;ioner_
-agrees. - - | |

e Pam and Sufferm,cz

Respondent proffers that 0.G R should be awarded $250 000 OO in actuai pam and

. ._ suffermg See 42US. C § 300aa~]5(a)(4) Pet:tloner agrees

D. Past Unrelmbursable Expenses '. S

' i’etltloner_repr_e_sents that he ha_s not mcurr_edn_pa_st.t uereifn_bursable e.x;pen.see.._r_e_lated fo

O.G.R.‘s vaccine-related injiiry._ | | |

E Medrcatd Lien

Respondent proffers that 0.GR. shouId be awarded funds to satisfy a State of Oklahoma
lien in the amount of $278,476.84, which represents full satisfaction of any r:ght of subrogatlon a
assignrﬂeﬁt, claim, lien, or cause of action the State of Oklahoma may have against any -
individual as a result of any Medicaid payments the State of Oklahoma has made to or on behalf
of O.G.R. from the date of her eligibility for benefits through the date of judgment in this case as

a result of her vaccine-related injury suffered on or about February 13, 2013, under Title XIX of

2.




I1. Form of the Award

The parties recommend that the compensation provided to O.G.R. should be made
through a combination of lump sum payments and future annuity payments as described below,
and request that the Chief Special Master's decision and the Court's judgment award the
following:*

A. A lump sum payment of $1,191,475.29, representing trust seed funds consisting of
the present year cost pf compensation for residential facility expenses in Compensation Year
2062 through Compensation Year 2066 ($949,000.00} and life care expenses in the first year
after judgment ($242,475.29), in the form of a check payable to Regions Bank, as Trustee of the
Grantor Reversionary Trust established for the benefit of O.G.R., as set forth in Appendix A:
Items of Compensation for O.G.R;

B. A lump sum payment of $1,043,951.66, representing compensation for lost future
earnings ($793,951.66} and pain and suffering ($250,000.00), in the form of a check payable to
petitioner as guardian(s)/conservator(s) of O.G.R., for the benefit of O.G.R. No payments shall
be made until petitioner provides respondent with documentation establishing that he has been
appointed as the guardian(s)/conservator(s) of O.G.R.’s estate. If petitioner is not authorized by
a court of competent jurisdiction to serve aé guardian of the estate of O.G.R., any such payment

shall be made to the party or parties appointed by a court of competent jurisdiction to serve as

2 Should O.G.R. die priot 10 eniry of judgtent, the parties réserve the right fo move the Court for

appropriate relief. In particutar, respondent would oppose any award for future medical expenses, firture lost
earnings, and future pain and suffering.




guardian(s)y/conservator(s) of the estate of Q.G.R. upon submission of written documentation of
such appointment to the Secretary.
C. A lump sum payment of $278,476.84, representing compensation for satisfaction of
the State of Oklahoma Medicaid lien, payable jointly to petitioner and
‘Oklahoma Health Care Authority
_ P.O. Box 18497
Oklahoma City, Oklahoma 73154
Attn: Susan L. Eads
¢/o Legal Unit
OHCA Case No: 502137
‘ -fPetzt:oner agrees to endorse thls payment to the State of Oklahoma
D An amount suff' ment to purchase the annwty contract sub}ect to the condmons
-'.descnbed below that wxll provxde payments for the lee care 1tems contamed in the hfe care pian,

: -'_.as :llustrated by the chart at Tab A attached hereto, pald fo the l;fe :nsurance company from |

' WhiCh the annulty wail be purchased s Compensanon for Year Two (beclnmng on the f rst

% In respondent’s discretion, respondenz may purchase one or more annuity contracts from one or more life
insurance compames

% The Life Insurance Company must have a minimum of $250,000,000 cepitat and surplus, exclusive of any
mandatory security valuation reserve, The Life lnsurance Campany must have ong of the fo][owmg ratmgs from
two of the following rating organizations: s > o

a. O.G.R. Best Company: A+, A&_.:Af%é,. A+p, AT, O A,
b. Moody's Investor Service Claims Paying Rating: Aa3, Aa2, Aal, or Aas;

c. Standard and Poor's Corporation Insurer C]éirﬁs-Paying Ability Rating: AA-, AA, AA+, or
AAA;

d. Fitch Credit Rating Company, Insurance Company Claims Paying Ability Rating: AA-, AA,
AA+, or AAA.

* Petitioner authorizes the disclosure of certain documents filed by the petitioner in this case consistent with the
Privacy Act and the routine uses described in the National Vaceine Injury Compensation Program System of
Records, No. (9-15-0056.




anniversary of the date of judgment) and all subsequent years shall be provided through
respondent's purchase of an annuity, which annuity shall make payments directly to the trustee
only so long as O.G.R. is alive at the time a particular payment is due. At the Secretary's sole
discretion, the periodic payments may be provided to the trustee in monthly, quarterly, annual or
other installments. The "annual amounts" set forth in the chart at Tab A describe only the total
yearly sum to be paid to the trustee and do not require that the payment be made in one annual
instaiiment.

1. Growth Rate

Respondent proffers that a four percent (4%) growth rate should be applied to aii non-

medical life care items, and a five percent (5%) growth rate should be applied to all medical life
care items. Thus, the benefits illustrated in the chart at Tab A that are to be paid through annuity
payments should grow as follows: four percent (4%) compounded annually from the date of
judgment for non-medical items, and five percent (5%) compounded annually from the date of
judgment for medical items. Petitioner agrees.

2. Life-Contingent Anmiity

The trustee will continue to receive the annuity payments from the Life Insurance

Company only so long as O.G.R. is alive at the time that a particular payment is due. Written
. notice shall be provided to the trustee and the Secretary of Health and Human Services and the
Life Insurance Company within twenty (20) days of O.G.R.’s death.

3. Guardianship
" No paymeénts shall be made until petitioner provides reSpond'ent'Withidocumentéitiot‘l establishing

that he has been appointed as the guardian of O.G.R.’s estate. If petitioner is not authorized by a

-5-
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court of competent jurisdiction to serve as guardian of the estate of O.G.R., any such payment

shall be made to the party or parties appointed by a court of competent jurisdiction to serve as

guardian(s)/conservator(s) of the estate of O.G.R. upon submission of written documentation of

© such appointment to the Secretary.

IIIT Summary of Recommended Payments Following Judgment

A

Lump Sum paid to Regions Bank, as Trustee of the Grantor
Reversionary Trust for the benefit of O.G.R.: < $1,191,475.29

Lump Sum paid to the court-appointed guardian(s)/

conservator(s) of the estate of O. GR for _ .
.'the beneﬁt of O.G.R.: _ ' o o : RIS $1,0_4_3,951.6_6_

'Medicaid Lien: '_ L S $ 278,476.84

- An amount suff cient to purchase the annuaty contract descnbed -
L "above in section II b. ' :

- Respectfully Subiﬁitted,

CHAD A. READLER
Acting Assistant Attorney General

C.SALVATORE I ALESSIO
- Acting Director
- - - Torts Branch, Civil Division

CATHARINE E.REEVES
Deputy Director
Torts Branch, Civil Division

HEATHER L. PEARLMAN
Assistant Director :
Torts Branch, Civil Division




Dated: November 17, 2017

/s/Camille M. Colleit

CAMILLE M. COLLETT

Senior Trial Attorney

Torts Branch, Civil Division

U. S. Department of Justice

P.O. Box 146, Benjamin Franklin Station
Washington, D.C. 20044-0146

Direct dial: (202) 616-4098
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B Anofficial website of the United States government “EXHIBIT — 0 O // ”

Here’s how you know

THE UNETEN STATES
EPARTMENT o JUSTICE
NEWS

Department of Justice

Office of Public Affalrs
FQR EMMED_IATE RELEASE L . ‘ Monday, July 2, 2012

GIaxoSmithKlme to Plead Guilty and Pay $3 Billion to Resolve Fraud Ai!egatlons
and Failure to Report Safety Data

. Largest Health Care Fraud Settflement in U.S, History

Global health care giant GlaxoSmithKiine LLC (GSK) agreed to plead guitty and to pay $3 billion to resolve its
- criminal and civil liability arising from the company's unlawful promotion of certain prescription drugs, its failure to
report certain safely data, and its civil iiabflity for alleged false price reporting practices, the Justice Department
- announced today. The resotutson is the largest hea%th care fraud seét]ement in .8 history and the largest payment =
ever by a drug company ' : - : o S S

.. GBK agreed to plead guilty to a three-count criminal information, ingluding two counts of introducing misbranded
.. ~drugs, Paxil and Wellbutrin, into Interstate commerce and one count of failing to report safety data about the drug
-+ Avandia to 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 $956,814,460 and forfeiture in the amount of $43,185,600. The criminal plea
‘agreement also includes certain non-monetary compiiance commitments and certifications by GSK's U.8. president
- and board of directers, GSK’s guilly plea and sentence is not final untit accepted by the U.S. District Court,

GSK will also pay $2 billion to resolve its civil liabifities with the federal government under the False Claims Act, as
- well as the states. The civil setliement resoives claims refating to Paxﬁ We]lbutrm and Avandla, as well as
additional drugs, and aiso resolves pricing fraud allegations.

“Today's multi-billion doflar settlement is unprecedented in both size and scope. I underscores the Administration’s
fiem commitment to protecting the American pecpie and holding accountable those who commit health care fraud,”
said James M. Cole, Deputy Attormney General. "At avery level, we are determined to siop 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 to break the law.”

“Today’s historic settiement is a major milestone in our efforts to stamp out health care fraud,” said Bill Corr, Deputy
Secretary of the Department of Heaith and Human Services (HHS). “For a 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 milfions 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.” ‘
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This resolution marks the culmination of an extensive investigation by special agents from HHS-QIG, FDA and FBI,
along with law enforcement partners across the federal government. Moving forward; GSK wilf be subject o
stringent requirements under ils corporate integrity agreement with HHS-OIG; this agreement is designed to
increase accountability and transparency and prevent future fraud and abuse, Effective law enforcement ‘ ¢
partnerships and fraud prevention are hallmarks of the Health Care Fraud Prevention and Enforcement Action
Team (HEAT) initiative, which fosters government collaboration to fight fraud.

Criminal Plea Agreement

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 promctional 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 1988 to August 2003, GSK uniawfuily
promoted Paxil for treating depression in patients under age 18, even though the FDA has never 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 Paxit demonstrated efficacy in
the treatment of depression in patients under age 18, when the study failed to demonstrate 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, funch programs, spa programs and similar activities to prorhote 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 ather antidepressants, included on its label 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 agreed to plead guilty to misbranding Paxil in that its labeling was false and
misleading regarding the use of Paxii for patients under 18.

Wellbutrin: The United States also alleges that, from January 1999 to December 2003, GSK promoted Welibutrin,
approved at that time only for Major Depressive Disorder, for waight loss, the treatment of sexual dysfunction,
substance addictions and Attention Deficit Hyperactivity Disorder, among other off-label uses. The United States
contends that GSK paid millions of dollars to doctors to speak at and attend meetings, sometimes at javish resorts,
at which the off-label uses of Wellbutrin were routinely promoted and aiso used sales representatives, sham
advisory boards, and supposedly independent Cantinuing Medical Education (CME) programs to promote Wihbutrin
for these unapproved uses. GSK has agreed to plead guiity to misbranding Wellbutrin in that its labeling did not
bear adequate directions for these off-label uses. For the Paxil and Wellbutrin misbranding offenses, GSK has

" agreed to pay a criminal fine and forfeiture of $757,387,200.

Avandia: The United States afleges that, belween 2001 and 2007, GSK failed to include certain safety data about
Avandia, a diabetes drug, in repoits to te FDA that aré fiearit fo-aliow thie FDA to determine if & drug coniinues to
be safe for its approved indications and o spot drug safety trends. The missing informatian included data regarding
certain post-marketing studies, as weli as data regarding two studies undertaken in response to European
reguiators’ concerns about the cardiovascutar safety of Avandia. Since 2007, the FDA has added two black box
warnings to the Avandia labe! to alert physicians about the 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 J)
has agreed to pay a criminal 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

hitps:www justice.goviopalpriglaxosmithkiine-plead-guilty-and-pay-3-billion-resolve-fraud-allegations-and-failure-report 2/6
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te sick palients are based on best medigal judgments, not false and misleading claims or improper financial
inducements,” said Carmen Odiz, 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 physiclan 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 o resolve its civil liability for the following alfeged conduct: {1)

" promoting the drugs Paxil, Wellbutrin, Advair, Lamictal and Zofran for off-label, 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} reporiing false best prices and
underpaymg rabates owed under the Medicaid Drug Rebate Program ‘ .

“Off-Label Promotion and Kickbacks: The civil settlement resolves claims setforth in a complaint filed by the
‘United States alieging that, in addition to promoting the drugs Paxil and Wellbutrin for unapproved, non-covered
. uses, GSK also promoted its asthma drug, Advair, for first-line therapy for mid asthma patients even though it was
- ot approvedor medically appropriate under these circumstances. GSK also promoted Advair for chronic obstructive
w 'pu[monary disease with misleading claims as to the refevant freatment guidelines. The civil settlement also resolves -
*», allegations that GSK promoted Lamictal, an anti-epileptic medication, for off-label, non-covered psychiatric uses, -
2+ *neuropathic pain and pain management it further resolves allegations that GSK promoted certain forms of Zofran,
- -approved only for post-operative nausea, for the treatrment of morning sickness In pregnant women. It also includes
:allegations that GSK paid kickbacks to health care professionals to Induce them to promote 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 submitted to federal heaith care programs., ' :

GS8K has agreed to pay §1.043 biltion relafing to false claims arising from this a!!eged conduct The federal share of
‘this settlement is $832 million and the state share is $210 million. . o

This off-label civil setilement resolves four ‘I'aws.uits pending in federal court in the District of Massachusetts under
the qui tam, or whistleblawer, provisions of the Faise Claims Act, which allow private citizens to bring ¢ivil 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 cholesterol profile despite having no well-controfled studies to support that message. The
United States 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
 Mmiilion relating to false claims arising from misrepresentations about Avandia, The federal share of this settlement is
million and the state shdre is $149 million. '

‘ -_ Price Reperting: G3K is also resolving allegations that, between 1994 and 2003, GSK and its corporaie
/ predecessors reported false drug prices, which resulted in GSK’s underpaying rebates owed under theMedicaid
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Drug Rebate Program. By law, GSK was required to report the iowest, or "best” price that it charged its customers
and to pay quarterly rebates to the states based on those reported prices. When drugs are sold to purchasers in
contingent arrangements known as “bundles,” the discounts offered for the bundled drugs must be reallocated
across ali products in the bundle proportionate 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 contingent arrangements into 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 a new, jower best price than what GSK reported. 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 to resolve these allegations, including $160,872,069 to the federal government,
$418,792,931 to thestates, and $20,235,000 to certain Public Health Service entities who paid inflated prices for the
drugs at issue.

Except to the extent that GSK has agreed to plead guilty to the three-count ¢riminal information, the claims settled
by these agreements are allegations only, and thers has been no determination of liability.

“This iandmark settiement demonstrates the Department's commitment to protecting the American public against
iilegal conduct and fraud by pharmaceutical companies,” said Stuart F. Delery, Acting Assistant Attarney General for
the Justice Departrment’s Civi! Division. “Doctors need truthful, fair, balanced information when deciding whether the
benefits of a drug cutweigh its safety risks. By the same token, the FDA needs all necessary safety-related

information to identify safsty trends and to determine whether a drug is safe and effactive. Unlawfui promotion of
drugs for unapproved uses and failing to report adverse drug expertences to the FDA can tip the balance of those
important decisions, and the Justice Department will not tolerate atternpts by those who seek to corrupt our heaith
care system in this way."

Non-monetary Provisions and Corporate Integrity Agreement

in addition to the criminal and civil resolutions, GSK has executed a five-year Corporate Integrity Agreement (CIA)
with the Dapartment of Health and Human Services, Office of Inspector General (HHS-OIG). The plea agreement
and ClA include novel provisions that require that GSK implement and/or maintain major changes to the way if doas
business, including changing the way its sales force is compensated o remove compensation based on sales goals
for territories, one of the driving forces behind much of the conduct at issue in this matter. Under the CIA, GS8Kis

~required to change its executive compensation pragram to permit the company to recoup annual bonuses and long-

g térm incantives from covered executives if they, or their subordinates, engage in significant misconduct, GSK may
fecbuphﬁonies from executives who are current employees and those who have left the company. Among other
things, the CIA also reguires GSK to implement and maintain transparency in its research praciices and publication
policies and o follow specified policies in its contracts with various heaith care payors.

“Our five-year integrity agreement with GlaxoSmithKline requires individual accountability of its board and

" executives.® said Danie! R, Leviison, irispector General 6 the U.S. Depariment of Heallhr and Hurman-
Services. “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 quélity of service rather than sales
fargets.”

“the FDA Office of Criminal Investigations will aggressively pursue pharmaceutical companies that choose to put
profits before the public's health,” said Deborah M. Autor, Esq., Deputy Commissioner for Global Regulatory
Operations and Policy, U.S. Food and Drug Administration. “We will continue to waork with the Justice Department
and our law enforcernent counterparts fo target companies that disregard the protections of the drug approvai
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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 {o the FDA"

“The record settlement obtained by the multi-agency investigative team shows not only the importance of working
with our partners, but also the importance of the public providing their knowledge of suspect schemes to 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 illegal schemes that threaten the
safely of prescription drugs and other ¢ritical elements of cur nation’s healthcare system.” :

" Federal employees deserve health care providers and suppliers, including drug manufacturers, that meet the
highest standards of ethical and professional behaviar,” said Patrick E. McFartand, Inspector General of the L.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 to pursue tmproper and

_illegal conduct that places health care consumers at risk.”

“Today's.announcement ilustrates the efforts of VA OIG and its law enforcement partners in ensuring the integrity of
©'the medical care provided our nation's vetarans by the Department of Veterans Affairs,” said George J. Opfer,
- Inspector General of the Department of Veterans Affairs. “The monetary recoveries reahzed by VA in thls seztlement :
Wsll dzrectly benef t VA healthcare pmgrams that provxde for veterans contlnued care.” : O '

. "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 Generai for the U8, Postat Service, “The U.S. Postal Service pays more than one billion dollars a year in
- workers' compensation benefits and our office is committed to pursumg thase individuals or entlizes whose
.fraudulent acts contmue to unfairly add to 2hat 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
-7 Division's Consumer Protection Branch. The civil settiement was reached by the U.S. Attorney's Office for the.
.. District of Massachusetts, the U.S. Attorney’s Office for the District of Colorado and the Civil Divislon's Commercial
* Litigation Branch. Assistance-was provided by the HHS Office of Counsel to the lnspectar General, Office of the
_General Couinsel-CMS Division and FDA’S Office of Chief Counsel as well as the ‘Nationai Asscciation of Medlcasd
" Eraud Control Units.

This matter was Investigated by agents from the HHS-OIG; the FDA's Office of Criminal Investigations; the Defense
- Criminal lnves_tigative Service of the Department of Defense; the Office of the inspector General for the Office of
Personnel Management; the Department of Veterans Affairs; the Department of Labor; TRICARE Program Integrity;
the Office of Inspedtor General for the U.S. Postal Service and.the FBI.

This resoluticn is part of the government’s emphasis on combating health care fraud and another step for the
Health Care Fraud Prevention and Enforcement Action Team (HEAT) initiative, which wds announced in May 2009
f by Attorney General Eric Holder and Kathieen Sebelius, Secretary of HHS, The partnership between the two
depariments has focused efforts {o reduce and prevent Medicare and Medicaid financial fraud through enhanced
cooperation. Over the last three years, the depariment has recovered a total of more than $10.2 billion in
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setfiements, judgments, fines, restitution, and forfeiture in health care fraud matters pursued under the False
Ciaims Act and the Food, Drug and Gosmetic Act. '

Court documents related to today's settlernent can be viewed ondine at www.justice.goviopalgsk-docs.htmi |

Related Materials:

Remarks by the Deputy Attorney General James M, Cole at the GEK Press Conference
Remarks by Acting Assistant Attorney Generat for the Civil Division Stuart F, Delery at the GSK Press Confarence
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IN THE HIGH COURT OF JUDICATURE AT BOMBAY
CRIMINAL APPELLATE JURISDICTION
WRIT PETITION NO. OF 2021
DIST. - THANE

Smt. Kiran Yadav

S e N N

...Petitioner

Versus
1. The State of Maharashtra
Through Chief Secretary

‘The Government of Maharashtra

 Mantralaya, Mumbai - 400 023.

B .

N -2....1}irector;G_enerai_ o_f Police
| :__-'Maha}:réshtra State Police Headquarters,
Old Couhcil I-Iali, Shaeed Bhagat Singh
Marg, Mumbai - 400 001.

A A

3. Commissioner of Police

Shanti Gardens Rd, Panchmukhi Marg
Sector 5, Srishti Complex, Mira Road

Bldg No. 9, Ramnagar Development

Corporation, near MBMC Office, Gaurav

Galaxy, Mira Road, Mira Bhayandar,

Maharashtra 401 107,

e e e e e e’ N’

Sor’

4. Central Bureau of Investigation
6" Floor, Lodhi Road, Plot No. 5-B,

b




Jawaharlal Nehru Stadium Marg, )
CGO Complex, New Delhi, Delhi 110 003.)

5. Principal Secretary, ‘ )
Ministry of Health & Family Welfare )
Room No. 346; 'A' Wing, Nirman Bhavan, )

New Delhi- 110 011, ) ...Respondents
VAKALATNAMA

To,

The Registrar,

Criminal Appellate Jurisdiction,

Bombay High Court.

I, Smt. Kiran Yadav, the Petitioner abovenamed, do hereby
appoint Adv. Siddhi A. Dhamnaskar (I-30853) and Adv. Shivam Mehra (I-
23521) Advocate Bombay High Court, to act, appear and plead for me in the

above matter.
In the witness whereof, I have set my hand to this writing.

Dated of November, 2021 ) P

/
Accepted Q‘ﬁw ) e .N“’JJ/
] GrOasmet= \-/

Shivim Mehra & Siddhi Dhamnaskar (Smt. Kiran Yadav)
(I—2352I)MAHISSSSIZO18&(I-30853)MAH/5734/202‘0 Petitioner
Address: 2 & 3, Kothari House,

5/7 Oak Lane, A R Allana Marg,

Near Burma Burma Restaurant,

Fort, Mumbai 400 023.

Email: advsiddhidhamnaskar(@gmail.com
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Smt. Kiran Yadav
‘ ...Petitioner

Versus
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Dated this day of November, 2021

Shivam Mehra & Siddhi Dhanmaskar
(1-23521)MAH/5888/2018&(I~30853)MAH/5734/2020
Address: 2 & 3, Kothari House,

5/7 Qak Lane, A R Allana Marg,

Near Burma Burma Restaurant,

Fort, Mumbai 400 023.

Email: advsiddhidhamnaskar(@gmail.com
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