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Enter Registration Number MOHFW/R/E/21/01455

Name kamlesh prajapati

Date of filing 13/04/2021

Public Authority Department of Health & Family Welfare
Status REQUEST DISPOSED OF

Date of action 18/04/2021

Reply :- Your queries -

1. India vaccination crosses 10cr doses on 10 april 2021 and MOHFW said that vaccine is given an
emergency use authorizations/permission for restricted use, as in the case of the COVID-19 vaccine,
the trial follow-up continues for one-two years, then why crores of people is being vaccinated ? are
people being informed about EUA before getting vaccination? or are they getting any informed consent

document signed for being part of experimental trial at ground level?

2. how many covid vaccinated people developed adverse reactions till date and including all reasons of

death how many vaccinated people died till date?

3. please provide current and past cycle threshold (CT) value of RTPCR

4. purpose of digital vaccination certificate? Will it be used in future to segregate unvaccinated

population by any manner ? like vaccine passport

Reply -

1. transferred to Central Drugs Standard Control Organisation (CDSCO)

2. For statistics/data, regarding Adverse Events Following Immunization (AEFI) cases, you may visit
the (dashboard.cowin.gov.in ) Aarogya Setu App or visit link
https://main.mohfw.gov.in/Organisation/Departments-of-Health-and-Family-
Welfare/immunization/aefi-reports, which is being updated time to time.

3. transferred to Indian Council of Medical Research.

4. Vaccination certificate is a verifiable proof of vaccination that you can use to establish that have

been vaccinated in cases where any such requirement is specified.
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Satyendra Singh
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Status of RTI Request

Status Remarks
Date (If any)

Document

Name of Public Current
(If any)

S.No. Registration Number
Authory Status
For Point 01: Brief of clinical trial
results/information containing
safety, immunogenicity and
efficacy results of approved
COVID-19 vaccines of M/s Serum,
M/s Bharat biotech and Dr.
Reddys Laboratories are available
in Summary of Product
Characteristics
(SmPC)/Packagelnsert/factsheet
which are publically available on
CDSCO website i.e.
CENTRAL DRUGS www.cd'sco.gov.in. Further, it is
STANDARD REQUEST mentioned that as per the
1 CDSCO/R/X/21/00018 CONTROL DISPOSED 02/06/21  provisions of New Drugs and
ORGANISATION OF Cllnl.cal Trlals Rules, 2019 ar.md
considering COVID pandemic,
CDSCO in consultation with
Subject Expert Committee (SEC)
has approved three COVID-19
vaccines for restricted use in
emergency situation and the
clinical trials are still ongoing for
conclusion of results of complete
safety, immunogenicity and
efficacy. These details are
informed to the beneficiaries
through the package insert and
Factsheet

1. In India, Phase 3 and Phase2
vaccination trial of Covishield and
Covaxin, respectively had been
completed before bringing these
vaccines for emergency utilization

Indian Council of REQUEST for public. Since, the trial phase
2 INCMR/R/T/21/00184  Medical DISPOSED 17/05/21 data for Covaxin was initially not
Research OF available on public domain and its
efficacy was being estimated,
during the first phase of
vaccination, where, the
healthcare workers and frontline
workers were being given the
vaccination, a proper consent



form which required information
regarding the vaccine trial and
side-effects were provided by the
manufacturer Bharat Biotech,
which were duly signed by the
beneficiaries who were
administered Covaxin. 2. The
National AEFI Committee
reported on 31st March, 2021,
that there have been 305 cases of
serious events requiring
hospitalization, 65 cases of
serious events which did not
require hospitalization and 124
deaths after vaccination. In 124
deaths, 63 deaths have been
categorised as being caused due
to acute coronary syndrome (a
range of conditions associated
with sudden, reduced blood flow
to the heart) or heart attack.
Another 11 deaths (12%) of
deaths are due to stroke. 4. Yes,
the digital vaccination certificate
may be used as a validation proof
currently for travel within India to
certain states which require a
negative RT-PCR report or the
final certificate of vaccination
which is available for beneficiaries
who have been administered 2
doses of the vaccines.

1. This information is not available
with the ICMR. 2. This information
is not available with the ICMR. 3.

Indian Council of REQUEST Ct Value cut-offs are prescribed
3 INCMR/R/X/21/00018 Medical DISPOSED 27/04/21 by manufactures globally a Ct
Research OF value cut-off of 35-40 is used;

above which cases are classified
negative. 4. This information is
not available with the ICMR.



