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S.No. | Central Research Facility Name Weblink

1 Central Synthetic Chemistry Laboratory (CSCL) https://sgtuniversity.ac.in/central-synthetic-chemistry-laboratory-cscl/
2 Central Molecular Biology Lab https://sgtuniversity.ac.in/molecular-biology/

3 Central Soil Testing Lab https://sgtuniversity.ac.in/central-soil-lab/

4 Animal House https://sgtuniversity.ac.in/animal-house/

5 Herbal Garden https://sgtuniversity.ac.in/herbal-garden/

6 Museum https://sgtuniversity.ac.in/museum/

7 Media lab / e-resource Studios https://sgtuniversity.ac.in/media-lab-e-resource-studios/

8 Research/Statistical Databases https://sgtuniversity.ac.in/research-statistical-databases/
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SGTU Library online databases

1. ProQuest: Health & Medical Collection- Online e-Journals

ProQuest Health and Medical Complete ™ combine the clinical research titles available in ProQuest Medical Library™ with
hundreds of additional consumer and health administration titles. ProQuest Health and Medical Complete provides in-depth
coverage from over 1,500 publications with aimost 4000+ available in full text and of these, over 900 include MEDLINE®
indexing.

In addition, the database includes all charts, diagrams, graphs, tables, photos, and other graphical elements essential to
medical research.
Subject coverage
¢ Medicine & Health Sciences
e Dentistry
e  Nursing
e Psychology
¢  Pharmacy
e Allied health Sciences
e  Physiotherapy
e Ayurveda

e Biomedical Sciences

Health & Medical Collection

Basic Search Advanced Search Publications

Publication Search

[‘ ik i

~ 4,099 publications

Al 09 A E 0 EF B9 KL NN P a4
All
[i']»“-muu vilal
Full text coverage
v Citation/Abstract coverage
Publisher.
" ISSN

Place of publication L gele

| Registra
| SGT University
Budhera, Gurugram



2. ProQuest: e-Book Central

e-book Central provides authoritative, full-text e-books in a wide range of subje
tools to find, use, and manage information.

Subject coverage

Medical

Dentistry

Pharmacy

Physiotherapy

Nursing & allied health
Physical sciences
Psychology & social work
Life sciences

ProQuest

Ebook Central

Basic Search Advanced Search

Publication Search
” 756 publications
All
e
All
sbtwibaani CovEn Miersalh: e Jonmer: Bnoseace: 1
Author Pu, L
ISBN
Publisher

¢t areas along with powerful

Select Databases

we swlected dotabanes

wihera, Gurugram




3. Delnet: Subject Coverage (E-Journals)

Agriculture Science E-journals

Architecture E-journals

Arts, Commerce and Science Collection of E-Journals
Dental E-journals

Education E-journals

Engineering and Technology E-journals

Hotel Management E-journals

Law E-journals

Library and Information Technology E-journals
Management E-journals

Medical E-journals

Nursing E-journals

Pharmacy E-journals

Physiotherapy E-journals

o
S o X 64.200.247.30 ~ o @ Ep
fm mEmE
DELNE’ Institution: SGT University
Feedback hkkaul@pma com
\, - Access Millions of Networked Library Resource$ through DELNET

2,50,00.000+ Books available for loan
40,000+ list of Journals

5,000+ Full-text E-journais

1.00.000+ Thesis/Dissertations

Providing Information Support Services to the Scholarly W

orld

[) CELNET - Mome s | el -Gote -~ Largest e Journal Gates: % I . x [} Shodhgengs 4 resenvow of Ind
[ orner x| >-Gate 2 ] 90 B e 20 |- 3 Shentbgaris 0] () ORAREEE 2 @ Searchror L4l FreeBuskit. 3]
' oD 164100247 30
Search the DELNET Digital Library Resources
Al Fiekd v —-Select Format— v

) 210 ACCEINING UNON CataIng Of BOOkS. Journals ele

Full-text Digital Library Resources

E-B00ks. Read and Downioad them online -. . t

Lt

o . L

Learning Portal |

i

Show ait

Registkar
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4. SCC Online:

Law database covers judgments of national and international courts, online e-journals, moot court
resources, dictionaries, Law reports, Bare Acts, treaties and articles etc.

The Surest Way to Legal Research! ™

Q

ReSearch+

.

JiiT

My Library

- .

Home X | -Gote - Largest e-Journal Gate: % [ Kobe s About Kona x [} Shodhgangs:a reservoir oflnd X "
* % -
- % | [Y DELNET-Home X R X  ®G SCCOnline HeipCenter % | 8 Free Book Downloads O Thanks for downloadin, X m
“« > (0 @& hps//wwwscconline.com % . :
SCC“

- Aligarh Law Journal (ALj)

+ 24 AL (201617)

23 AL (2015-16)

L) (2014-15)

i
: |

+ 21 Al (2013-14) H

|

+ 20 AL (2012-13) i

+ 19 AL (2008-09) |

+ 18 AL} (2007-08)
+16-17 ALJ (2001-02)
+ Asian Journal of Air & Space Law (AJASL)
+ Chanakya National Law University journal (CNLU Lj}

. ication Media and gy (CMET)
+ Comp ive C Law and i Law ly (CA..

+ Developing World Review on Trade and Competition (DWRTC)
+ Dhaka University Law Journal (Dk ULJ)

+ Dispute Prevention and Resolution (DPR)

+ Environment Law and Society Journal (ELS))

+ Environmental Law & Practice Review (ELPR)

+ GNLU lournal on I ional Trade and C (GIITC) ’x
v e =

Regist
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5.J- Gate Online database

J-Gate, an electronic gateway to global e-journal literature; is the most efficient comprehensive platform to

access research information from over 55 Million journal articles (with access
coming from 49,000+ journals covering multiple subject domains from all dis

to 10 Million Full Text articles)
ciplines such as; Agriculture &

biological Sciences, Arts & humanities, Basic Sciences, Biomedical Sciences, Sogcial & Management Sciences.

The platform is fronted by simple, intuitive, and easy-to-use interface, and giy

es users complete control over

search filters. J-Gate exponentially increases journal usage through its list of features and its ease of use.

- i Arts and Humanities
o - Architecture, Fine and Decorative Arts
e Current Events & News
. N Education & Careers
s M Fashion & Entertainment
. M General and Others
« ™ History
° v Human Rights, Women's Studies & Child Welfare
Ll Language & Linguistics
. Literature
o WV Performing Arts, Travel and Leisure
. v Philosophy
« ™ Religion
e Society and Culture
o Business, Economy and Management
S Accounting and Auditing
g Actuarial Science, Insurance and Risk Management
.. P Banking and Investment
- Business Management
« ¥ E-Commerce
« ™ Economics
« ™ Finance
. ¥ General and Others
« ™ International Business & Transnational Corporations

Registrar

SGT University
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Marketing and Sales

Material & Supply Chain Management
Multimodal Transport & Logistics
Operations Research '
Organisational Psychology
Organizational change énd Development
Organiztional Communication, Business Writing
Personnel Management & Training
Projects and Consultancies

Public Relations

Quality Management

Stocks and Shares

Strategic Management & Business Policy

Trade and Commerce

Arbitration, Education & Training

Banking Law

Constitution and Judicial System
Corporate laws

Crime, Criminology and Law Enforcement
Domicile and Immigration Laws
Environmental Law & Policy

Foreign Trade & Commercial Transactions
General and Others

Industrial Relations Law

Insurance Law

Intellectual Property

Investment Laws

Policies

Regional and International Law

Taxation Laws

Registrar
SGT University




- W Social Sciences
o e Anthropology
g Archaeology
. Behavioural Science (Psychology)and Counselling
g Communities and Urban Planning
e Community Based Awareness and Relief Service
o ¥ Demographic Studies
s Developmental Issues & Socioeconomic Studies
« ™ Disability Studies & Assistance
g Foreign Policy, Defence and Internal Secutiry
o " Gender Studies
S General and Others
g Journalism, Mass Communication, Media & Publishing
i Museums & Heritage Organizations
¢ Political Science
« ™ Public Policy & Administration
§ow Regional and International Studies
« ¥ Rehabilitation
e Sociology

SGY University

| semrcntorschatmvconene [

ey Joscnst Elndar Adtusim ed Search

Searchable Database of

>

56,870,816

Articles Indexed Tili Date

50,164

Journals Indexed Till Date

2 0D 8’ p

10,000

Articles Addec

Chat Support
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IEEE Xplore, delivering full text access to the world's highest qu

engineering and technology.

The IEEE Xplore digital library is your gateway to trusted resesz

standards, eBooks, and educational courses—with approximately 5 m
fuel imagination, build from previous research, and inspire new ideas.

ality technical literature in

rch—journals, conferences,
llion documents to help you

IEEE Xplore opens a world of knowledge from many industries to enable you to improve or discover

the next breakthrough. With powerful search tools to help you find onl

IEEE Xplore delivers the information your company needs.

ment uploa X, + iTheaticate DocumentViewer ' X K NewTb |« |1

€ (] Q.8

ieee.org

IEEE.org | IEES | 1IEEE-SA | 1EEE Spectrum |

= Access provided b Sign Out
| EEE Xplore Shree Guru Gomm; Singh
Tricentenary University

BIoWwsSeaNe My Settings v Help v
Books
Conferences
Courses . - - S

» el
Ancing Technol
Journals & Magazines

SEARCH
Standards

Recently Published

Popular

Free to Access Now: COVID-19 Related
Research in IEEE Xplore.®

IEEE websites place cookies on your device to give you the best user experience. By using our
agree to the placement of these cookies. To learn more, read our Frivacy Policy.

I Srowrs iovrea

2 Magarine

e 0 W
-...,...m..,u.. o iThenticate Dacument Viewe: % i New Tab

“ (e ] a8 wee.org
By Title By Topic Virtual Journals

Browse Titles @

A B D EF G H 1 KLMNOPGQR ST UV W Al

Displaying Results 1-26 of 296 from entire library

Refine results by IEEE Access

Publisher IEEE Years 2013 - Presant Most Recent lusue
Show
@ Al Results IEEE Aerospace and Electronic Systems Magazine
Publisher: EEE Years: 1986 - Presen Mast Recernt Issue
Mpan Ac i

IEEE Transactions on Aerospace and Electronic Systems

w acttse tithes onl Publisher: ICEL  Ywars: 1965 - Present  Most Recent

-

% || [ iecE xplore x

v the most relevant research,

Cart Create Account |

Sort B:

16:49

34°C AQI204 A~ © T d. ENG . 00 o0

Publication Title A -Zw | Per Page: 26w

THE IEEE APP:

Let’s stay
connected...

| Download Today! |
Y
G IEEE

IEEE websites place cookies on your device to give you the best user experience By using our
agree to the placement of these cookies. To learn more, read our Frivacy Policy.

fou
Accept & Glose
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7. Reaxys Medicinal Chemistry Database:

A chemical database that improves R&D productivity

Chemists in every field search for chemistry literature and bio

activity data with Reaxys.

Query and filter for chemical substances and reactions with an intuitive interface. And

discover more property types than with any other chemistry data

Start with quick search and customize with query builder —
engine in a chemistry database. Reaxys has the largest number
and a transparent query process. You can easily follow your chosg

Designed by chemists, Reaxys is more than a fast and flexible
cheminformatics solution that delivers chemistry facts the way ch

Firewal 1t Authentic X P Inbox (3,818) - = Bicsnalytical 7. = 97BOI2I791962.pai X B Inbox (33) - o % o SOTERP - Reaxys

8 elsevier.com

£ I (5 About Elsevier Products & Solutions Services Shog

base.
the most powerful query
of customization options

:n path through to results.

chemistry database. It’s a
emists need them.

@ ¢

& Discover Search =2

Firewall Authentic: X ™ Inbox (3.818)- - XV Bioanalytical T- X  S780321791962.pdi X M Inbox (3)-onl X @ SGTERP x Reaxys x Reaxys - An e X + - =] X
8 reaxys.com * ¥
Reax yS ick ot Query builde Retrosynthesis  History Register > Sign in @.
Search substances, reactions, documents and bioactivity data Sapokt: ik
in Reaxys, Reaxys Medicinal Chemistry, PubChemn, SigmaAidrich and Commercial Substances
Search Reaxys
Reactions, e.g. preparation of porphyrine
AND
@ﬁ° Draw
Content Overview | Latest update: 0. February 2022 >
$* Substances /A Reactions @ Documents @ Bioactivities
ELSEVIER CLRELX
|
Gotit > |

Bl Welcome to Reaxys. We use cookies to enhance your browsing experience. L earn mors
£ Type here to search i _

Registpar
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8.Shodhganga: a reservoir of Indian Theses

The Shodhganga@INFLIBNET Centre provides a platform for research st
theses and make it available to the entire scholarly community in open 3
ability to capture, index, and store, disseminate and preserve ETDs submitt
380000 theses and dissertations are available for researcher through t

udents to deposit their Ph.D.
ccess. The repository has the
ed by the researchers.

he Shodhganga. Theses and

dissertations are known to be the rich and unique source of informaﬁi

research work that does not find its way into various publication cha
" Shodhganga stands for the reservoir of Indian intellectual output s
and maintained by the INFLIBNET Centre.

¥3 Koha Patrons x @ New Tab X e Shodhd

C O 8 ny
ST
ganga

a reservoir of Indian theses

Firewall Authentication Keepalive | X ™ Re-verify the data - mukesh@: X

< 1ga.infiibnet.acin

ndian €lectronic Theses

B 55

n, often the only source of
els.
tored in a repository hosted

Janga : a reservoir of In.| X + - [= ] X

w @ & =
Dissertations i" : B

i ) (O

WA A )

ABOUT US» SEARCH & BROWSE » MOEMIGE ROTIFICATION » Dow

GUIDE & TUTORIALS

Q Advanced Searc 8 Google Search

/
\

Latest Upd

380755

H L Type here to search

WOAD - LOGIN

dhgar

ses Videos Photos

Firewall Authentication Keepalive 13 Koha . Patrons P4 Re-verdy the data - mukesh@ > W New Tab ~ Shodhganga : a reservoir of | =}
3 a8 mflibnet.acin
‘oligeul Electronic Theses | Dissertotigns > .
< o~ A ) (>
@ reservoir of Indian theses INFLIBNET 3
HOME ABOUT US~  SEARCH & BROWSE ~  MoE/UGC NOTIFICATION - GUIDE & TUTORIALS - DOWILOAD~  LOGIN ~
Top 20 Subgects in Shodhgangs (1.51 Lakhs Theses) /
Theses Added in Apr 21-Mar 22: 50501
6562 - ,‘ v
famil 45/ Jernan 2
Hmdl 12433
Marathi 1647
Bengali 1921
g \
380755
9.NPTEL
>,
R -
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NPTEL has been offering self-study courses across engineering, humanities and science streams for more than a
decade. These are available at: http://nptel.ac.in. From March 2014 NPTEL has b¢en offering online certification
for its courses, the highlight being the certification exam through which the student gets an opportunity to earn
a certificate form the [ITs!

These are available at: https://swayam.gov.in/NPTEL

((w] Q bodrum -Search X | [ Home:NPTEL X | [ tocaiChapterz i x | [ LC-Detads: NPT x | [B Sestistics s NPTEL X [ Statstcs  NPTEL x| [ Home: NPTEL x| = - =] x
(%) nptelacin ° = @ 8
ONPTEL Initiatives « Programs = NPTEL STARS More »
NPTEL > Local Chapter
SPOC Details Course Wise Toppers Details

SGT UNIVERSITY

CHANDU-BUDHERA, GURGAON-BADLI ROAD
Url: https://sgtuniversity.ac.in/

o mage of « SPOC Name - PROF R C SHARMA
U N « Designa i - PROFESSOR, DEAN
professor
« Paftnering since - 2018-06-05
- 1921 Institut ype - ENGINEERING, TECHNOLOGY AND MANAG[NENT
Bl o voerecoscan
O | A bodum-Search X | [J Home:NPTEL x | [) LocaiChapterz® x | [ LC-Detais:NPT x | [ StatisticsuNPTEL x (3 Sutstes:NPTELIx  [3 Home:NPTEL x | + - o X
(5} 3 nptel.acin/ices t 1 ° = @ @
( )NPTEL Initiatives » Programs » NPTEL STARS More »

NPTEL > Local Chapter

SPOC Details Toppers Details

Sr No Course Name Present Gold Elite Bilver Sucessful Participation
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More «

NPTEL > Local Chapter

List of SWAYAM-NPTEL Local Chapter Rating of Local Chapter

Details on SWAYAM-NPTEL Local Chapter

College Name LCid Status Address State
HANDL RGA( .
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DAD

% | [§ rome:NPTEL x | + - a X
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SPOC Name

Co-ordinated by

10. Experimental Pharmacology Series (Ex-Pharma Series)

This is a computer assisted learning package containing various

different animals systems. The package is user friendly, high|
animated sequences which make simulation appear realistic
Experimental Pharmacology Series (Ex-Pharm series) Software consists of various

W

computer simulated exp

programs which simulate
animal experiments in Pharmacology. These programs can be used to demonstrate drug on

ly interactive and full of
The current version of

eriments.

x | B9 Creutero

Experimental Pharmacology Series

 —

o

>,

EY]

velaxant activity with the help of “"Rota Rod Apparatus

00000

“
[

0

¢

o [e7 o
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Virtual Lab Ex-Pharm Series Software

SCOPUS-Indexing Database-https://www.scopus.com/search/form.uri?disp

ay=basic#basic

Scopus uniquely combines a comprehensive, expertly curated abstract and citation database with
enriched data and linked scholarly literature across a wide variety of disciplines.

Scopus quickly finds relevant and authoritative research, identifies experts and provides access

to reliable data, metrics and analytical tools. Be confident in progress

ng research, teaching or

research direction and priorities — all from one database and with ong subscription.

Scopus delivers the broadest coverage of any interdisciplinary abstrad

t and citation database.

Covering 240 disciplines, researchers, instructors, librarians and stud¢nts who rely on Scopus are
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FORM CT-02

(See rules 8, 9, 10 and 14)

GRANT OF REGISTRATION OF ETHICS COMMITTEE RELATING TO CLINICAL
TRIAL OR BIOAVAILABILITY AND BIOEQUIVALNENCE STUDY

Registration No. ECR/1443/Inst/HR/2020

The Central Licencing Authority hereby registers and permits Institutional Ethics Committee , SGT
Medical College Hospital Chandu, Budhera, Gurugram-Badli Road Gurugram Gurugram Gurugram
Haryana - 122505 Contact No.: 01242278183,84 Fax No.: 01242278151 to perform duties of ethics
committee as specified in the New Drugs and Clinical Trials Rules, 2019.

2. The ethics committee shall observe the conditions of registration specified in Chapter Il of the New
Drugs and Clinical Trials Rules, 2019 and the Drugs and Cosmetics Act, 1940.

VENUGOPAL
GIRDHARILA
L SOMANI
Place : New Delhi Central Licencing Authority
St
Date : 20-AUG-2020 amp
se egistrar
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File No. EC/20/000268

Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 20-Aug-2020

To

The Chairman

Institutional Ethics Committee

SGT Medical College Hospital

Chandu, Budhera, Gurugram-Badli Road Gurugram
Gurugram Gurugram Haryana - 122505 India

Subject: Ethics Committee Registration No. ECR/1443/Inst/HR/2020 issued under New Drugs and Clinical
Trials Rules, 2019.

Sir/Madam,

Please refer to your application no. EC/NEW/INST/2020/9188 dated 23-Jul-2020 submitted to this Directorate
for the Registration of Ethics Committee.

Please find enclosed registration of the Ethics Committee in Form CT-02 vide Registration No.
ECR/1443/Inst/HR/2020. The said registration is subject to the conditions as mentioned below:

Yours faithfully

L SOMANI

(Dr. V.G. Somani)
Drugs Controller General (l) &
Central Licensing Authority

Conditions of Registration

1. The registration is valid for a period of five years from the date of its issue, unless suspended or cancelled by
the Central Licencing Authority. Provided that if the application for renewal of registration is received by the
Central Licencing Authority ninety days prior to the date of expiry, the registration shall continue to be in force
until an order is passed by the said authority on such application.

2. This certificate is issued to you on the basis of declaration/submission made by you.
3. Composition of the said Ethics Committee is as per the Annexure.

4. No clinical trial or bioavailability or bioequivalence protocol and related documents shall be reviewed by an
Ethics Committee in meeting unless at least five of its members as detailed below are present in the meeting,
namely:-

(i) medical scientist (preferably a pharmacologist);

(i) clinician;

(iii) legal expert;

(iv) social scientist or representative of non-governmental voluntary agency or philosopher or ethicist or
theologian or a similar person;
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(v) lay person.

5. The Ethics Committee shall have a minimum of seven and maximum of fifteen members from medical, non-
medical, scientific and non-scientific areas with at least,

(i) one lay person;

(if) one woman member;

(iii) one legal expert;

(iv) one independent member from any other related field such as social scientist or representative of non-
governmental voluntary agency or philosopher or ethicist or theologian.

6. One member of the Ethics Committee who is not affiliated with the institute or organization shall be the
Chairperson, and shall be appointed by such institute or organization and one member who is affiliated with the
institute or organization shall be appointed as Member Secretary of the Ethics Committee by such Institute or
organization.

7. The Ethics Committee shall consist of at least fifty percent of its members who are not affiliated with the
institute or organization in which such committee is constituted.

8. The committee shall include at least one member whose primary area of interest or specialisation is non-
scientific and at least one member who is independent of the institution.

9. The Ethics committee can have as its members, individuals from other Institutions or Communities, if
required.

10. Members should be conversant with the provisions of New Drug and Clinical Trials Rules, 2019, Good
Clinical Practice Guidelines for clinical trials in India and other regulatory requirements to safeguard the rights,
safety and well-being of the trial subjects.

11. The members representing medical scientists and clinicians shall possess at least post graduate
qualification in their respective area of specialization, adequate experience in the respective fields and requisite
knowledge and clarity about their role and responsibility as committee members.

12. As far as possible, based on the requirement of research area such as HIV, Genetic disorder, etc., specific
patient group may also be represented in the Ethics Committee.

13. The Ethics Committee may associate such experts who are not its members, in its deliberations but such
experts shall not have voting rights, if any

14. No member of an Ethics Committee, having a conflict of interest, shall be involved in the oversight of the
Clinical trial or bioavailability or bioequivalence study protocol being reviewed by it and all members shall sign a
declaration to the effect that there is no conflict of interest.

15. While considering an application which involves a conflict of interest of any member of the Ethics
Committee, such member may voluntarily withdraw from the Ethics Committee review meeting, by expressing
the same in writing, to the Chairperson. The details in respect of the conflict of interest of the member shall be
duly recorded in the minutes of the meetings of the Ethics Committee.

16. Any change in the membership or the constitution of the registered Ethics Committee shall be intimated
inwriting to the Central Licencing Authority within thirty working days.

17. The Ethics Committee shall review and accord approval to a Clinical trial, Bioavailability and Bioequivalence
study protocol and other related documents, as the case may be, in the format specified in clause (B) of Table 1
of the Third Schedule of New Drugs and Clinical Trials Rules, 2019 and oversee the conduct of clinical trial to
safeguard the rights, safety and wellbeing of trial subjects in accordance with these rules, Good Clinical
Practices Guidelines and other applicable regulations.

18. Where a clinical trial site does not have its own Ethics Committee, clinical trial at that site may be initiated
after obtaining approval of the protocol from the Ethics Committee of another trial site; or an independent Ethics
Committee for clinical trial constituted in accordance with the provisions of rule 7: provided that the approving
Ethics Committee for clinical trial shall in such case be responsible for the study at the trial site or the centre, as
the case may be: provided further that the approving Ethics Committee and the clinical trial site or the
bioavailability and bioequivalence centre, as the case may be, shall be located within the same city or within a
radius of 50 kms of the clinical trial site.
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19. Where a Bioavailability or Bioequivalence study centre does not have its own Ethics
Committee,bioavailability or bioequivalence study at that site may be initiated after obtaining approval of the
protocol from the Ethics Committee registered under rule 8:Provided that the approving Ethics Committee shall
in such case be responsible for the study at the centre:Provided further that both the approving Ethics
Committee and the centre, shall be located within the same city or within a radius of 50kms of the bioavailability
or bioequivalence study centre.

20. Ethics committee shall indicate the reasons that weighed with it while rejecting or asking for a change or
notification in the protocol in writing and a copy of such reasons shall also be made available to the Central
Licencing Authority.

21. Ethics committee shall make, at appropriate intervals, an on-going review of the trials for which they have
reviewed the protocol. Such a review may be based on the periodic study progress reports furnished by the
investigators or monitoring and internal audit reports furnished by the sponsor or by visiting the study sites.

22. Where any serious adverse event occurs to a trial subject or to study subject during clinical trial or
bioavailability or bioequivalence study, the Ethics Committee shall analyse the relevant documents pertaining to
such event and forward its report to the Central Licencing Authority and comply with the provisions of Chapter
VI, New Drugs and Clinical Trials Rules, 2019.

23. The Ethics committee shall undertake proper causality assessment of SAE’s with the help of subject experts
wherever required, for deciding relatedness and quantum of compensation, as per condition no (22) mentioned
above.

24. Where at any stage of a clinical trial, it comes to a conclusion that the trial is likely to compromise the right,
safety or wellbeing of the trial subject, the Ethics committee may order discontinuation or suspension of the
clinical trial and the same shall be intimated to the head of the institution conducting clinical trial and the Central
Licencing Authority.

25. Ethics committee shall comply with the requirements or conditions in addition to the requirements specified
under the Drugs & Cosmetics Act, 1940 and New Drugs and Clinical Trials Rues, 2019, as may be specified by
the Central Licencing Authority with the approval of the Central Government, to safeguard the rights of clinical
trial subject or bioavailability or bioequivalence study subject.

26. Ethics Committee shall review and approve the suitability of the investigator and trial site for the proposed
trial.

27. The Ethics Committee shall maintain data, record, registers and other documents related to the functioning
and review of clinical trial or bioavailability study or bioequivalence study, as the case may be, for a period of
five years after completion of such clinical trial.

28. Funding mechanism for the Ethics Committee to support their operations should be designed and approved
to ensure that the committee and their members have no financial incentive to approve or reject particular
study.

29. SOP’s for funding of the Ethics committee in order to support their operations must be maintained. The
records of income & expenditure of Ethics Committee shall be maintained for review and inspection.

30. The Chairman of Ethics Committee shall enter into MOU with head of institution, that necessary support and
facilities and independence will be provided to Ethics Committee and their records will be maintained.

31. The Ethics Committee shall allow any officer authorized by the Central Licencing Authority to enter, with or
without prior notice, to inspect the premises, any record, or any documents related to clinical trial, furnish
information to any query raised by such authorized person, in relation to the conduct of clinical trial and to verify
compliance with the requirements of these rules, Good Clinical Practices Guidelines and other applicable
regulations for safeguarding the rights, safety and well-being of trial subjects.

32. Where Central Licencing Authority is of the opinion that Ethics Committee fails to comply with any provision
of the Drugs and Cosmetics Act, 1940and New Drugs & Clinical Trials Rules, 2019, it may issue show cause
notice to such Ethics Committee specifying therein such non-compliances and the period within which reply
shall be furnished by such Ethics Committee. After consideration of the facts and reply given by the Ethics
Committee, the Central Licencing Authority may take one or more actions specified under provision of Rule 14,
Chapter Ill of New Drugs and Clinical Trials Rules, 2019.
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File No. EC/20/000268
Government of India

Annexure

Directorate General of Health Services
Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 20-Aug-2020

Composition of the Ethics Committee:-

Qualification

Sr. Name of Member Role/Designation in Ethics Committee
No.

1 Dr. Nudrat Jahan BA (MA - Psychology) Social Scientist

2 Ms. Shraddha Oberoi LLB (Master of Laws (LL.M.)) Legal Expert

3 Ms. Yogita Jain LLB (Master of Laws (LL.M.)) Legal Expert

4 Dr. Mohindar Pal Sawhney MBBS (MD - Dermatology , Clinician

Venereology & Leprosy )
5 Dr. Kapil Hazarika MBBS (MD - Pharmacology Basic Medical Scientist
and Therapeutics )

6 Dr. Nimarpreet Kaur MBBS (MD/MS — Physiology ) Basic Medical Scientist
7 Dr. Sanjiv Kumar Bansal MBBS (MD/MS- Biochemistry) Basic Medical Scientist
8 Dr. Akanksha Yadav BSc (MSc) Scientific Member
9 Ms. Savitri Yadav BA (Not Applicable) Lay Person

10 Dr. Pradeep Garg MBBS (Surgeon) Chair Person

11 Dr. Bindoo Yadav MBBS (Women Clinician

Representative)
12 Dr. Debasish Chattopadhya MBBS (Microbiologist) Member Secretary
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Prof. Shobha Broor, i
{

Professor and Head, Microbiology
SGT Medical College, Hospital & Research Institute, Haryana.

Subs Participation in the seroprevalence study for covid 19 antibodies in
Malcgaon antibodies in malegaon Community, Maharashtra .

Dear professor Broor,

: We are aware of the current need for seroprevalence of the covid 19
antibodies in the community in order to measurc the the degree of prevalence of the
disease and to be able to also plan for and manage the discase spread in the
community. We are privileged to be co-investigators in the study to conduct sero-
surveillance of covid 19 antibodies in the community of malegaon, where we are

currently working. We will willingly work towards the study and participate in the
process. We also look forward to analysing the data and give permission for
reviewed journal for the betterment of

publication of the study data in a peer
understanding the disease and advancing the science in this fight against the current

pandemic.
: Mukesh Sharma will be the principal

We are aware that dr.

investigator.

Thank you
" 1. Dr. Govind Chuadhary = - //’ g:
OLOGIST,HFWTC, Nasik

(M.B.B.S., MDPSM) E@{
2, Dr. Shriram Gosavi -

(MDPSM) ASSOCIATEPR SOR,SBHGMC, Dhule
3, Dr. Hitesh Mabhale - -
(MD Medicine) Medical Officer, GH Malegaon
4. Dr. Sapna Thakre - -~
(BAMS% MOH,Malegaon Mupicipal Corporation- SGR strar
5. Dr. Alka Bhavsar - C i\ﬂ\( Buqh;‘gn év-errsfy,
(MBBS) MediCﬂl Ofﬁccry MMC \¢) T . o) 'ﬂJ_l ugrar
‘ *.Deepak Kasar
(Commisioner) :
egaon Municipal Corportion. |
Scanned with CamScanner o5k
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MALEGAON MUNIGIPAL GORPORATION
OFFICE OF THE MUNICIPAL COMMISSIONER

Phone : 81 2554 231800, Fax : 812554230884
Emgil : mligmmc@gmail.com
Visit us : www.malegaoncorporation.com

4
MMC O. No. |86 /2020 : 229 June 2020

To,

Prof. Shobha Broor,

Professor and Head, Microbiology
SGT Medical College,

Hospital & Research Institute, Haryana.

Subject : Willingness for seroprevalence study of Covid 19 antibodies in Malegaon
antibodies in Malegaon Community, Maharashtra.

Dear Professor Broor,

| am aware of the current need for seroprevalence of the Covid 19 antibodies

in the community in order to measure the degree of prevalence of the disease and to be
able to plan for and manage the disease spread. | am privileged to participate in the study of
the antibodies. Under my guidance, |, Deepak Kasar, as the Municipal Commissioner of
Malegaon, will provide all necessary assistance required by the Malegaon Municipal
Corporation, with prior permission of State Goverment of Maharashtra. We will willingly
 work towards the study. We look forward to analyzing the data and give permission for the

publication of the study data in the peer reviewed journal for the betterment of ‘

understanding the disease and advancing the science in the fight against the pandemic.

| am aware that Dr. Mukesh Sharma will be the principal investigator.

Thanking you. O\}\g
: (Deepak Kasar)
Municipal Commissioner
Malegaon Municipal Corporation.
istrar
SGT University -
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INTEGRATIVE BloLOGY . s
Gt oy P CSIR-Institute of Genomics & Integrative Biology

(Council of Scientific & Industrial Research, Gowt. of India)
Si. IR AT,
WANw A Mites W dw geem XaORE,
o), Tere, e, e, s
s i

Dr. Anurag Agrawal,

MBRS, Diplomate American Boand of Intemal Medicine,
PhD, FNA, FASc, FCCP, ATSF
Director

20 May 2020
Dear Ajay

On behalf of the surveillance verticals of CSIR, the expert taskforce at PSA office, and the
empowered committee for vaccines and other R&D, | acknowledge iSPIRT's help in
conducting seroprevalence studies for Covid-19 in India. To that end, | confirm that the first

i
batch of 10K Rapid Antibody tests have been received and deployed for seroprevalence :
studies in Mumbai, as confirmed by Dr Sudeep Gupta, Director ACTREC. We look forward
to receiving the remaining 20K tests as per your commitment, and these too shall be
deployed towards conducting important seroprevalence studies for Covid-19 in India.

Sincerely,

7

S i -

‘i(kk\’\) ‘

Anurag Agrawal

——
7
Registrar
SGT University
Budhera, Guruoram

-

" North Cammpus, Mall Road, Delhi-110007 « TeL & 91-011-276640777578, Fax : 91-011-27667471 » E-muail : aagrawal@igibresin

South Camgus, Mathura Road, New Delhi- 110025 + Tel. £ 91-011-29879102/03, Fax : 91-011-29879111 « Website : htp/iwww.gib.resin
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MINISTRY OF SCIENCE AND TECHNOLOGY
Department of Sclentilic and Industrial Research

Technology Bhavan

New Mehrauli Road, New Delhi-110 016

O O

No. TU/V/IRG-CDE (1)/2016 Dated: 16-03-2018
To,
The Director

CSIR-Institute of Genomics & Integrative Biology
Mall Road, Near Jubilee Hill,
New Delhi - 110 007

Subject: Renewal of Registration of Public Funded Rescarch Institutions or a University or an
Indian Institute of Technology or Indian Institute of Science, Bangalore or a Regiohal Engg.

College, other than a Hospital*, for purposes of availing Customs Duty exemption in t

erms of

Notfn. No. 51/96-Customs dt. 23.07.1996, Notfn, No. 47/2017-Integrated Tax (Rate) dt.
14.11.2017 and Notfn. No, 45/2017- Central Tax (Rate) dt. 14.11,2017, Notfn. No. 45/2017- Union

Territory Tax (Rate) dt. 14.11.2017, as amended from time to time,

With Reference: Your letter dated 15" March, 2018 on the above subject, this is the certificate of

registration,
CERTIFICATE OF REGISTRATION

This is to certify that, CSIR-Institute of Genomics & Integrative Biology, New Delhi is [registered
with the Department of Scicntific and Industrial Research (DSIR) for purposes of availing Customs
Duty exemptions in terms of Notfn. No. 51/96- Customs dt. 23.07.1996, Notfn. No. 28/2003} Customs
dt. 01.03.2003, Notfn. No. 43/2017- Customs dt. 30.06.2017 & Notfn. No. 47/2017- Integrated Tax

(Rate) dt. 14.11.2017, Notfn. No. 10/2018-Integrated Tax (Rate) dt. 25.01.2018 and No

tfn. No.

45/2017- Central Tax (Rate) dt. 14.11.2017, Notfn. No. 45/2017- Union Territory Tax ]kRate) dt.
14.11.2017 & Notfn. No. 9/2018- Central Tax (Rate) dt. 25.01.2018, Notfn. No. 9/2018- Union
Territory Tax (Rate) dt. 25.01.2018, as amended from time to time for research purposes ﬁmly. This

Registration is subject to terms andgo%nons mentioned overleaf.

This is issued in-lieu of DSIR letter no. TU/V/RG-CDE (1)/2016 dated 26™ August, 2016
cancelled. : .

This Registration is valid upto 31.08.2021.

Please acknowledge the receipt. :

which is

-

Yours faithfully,

ek

Director

S U nWOféH’Yykau of regisiration is not valid for activities falling within the definition of “hospital™ as per notification na. 51/96

Rudhera, ©

W \Cusromy dated 23-07-1996 issued by the Department of Revgm:& The institutions are cautioned to go {
notification before availing duty exemptions under this notification. -

hrough the

Scanned with CamScanner



Terms and conditions for registration of public funded research institutions, etc., other than a hospital

for the purposes of availing Customs Duty exemption in terms of Notfn. N

0. 51/96-Custpms dt.

23.07.1996, Notfn. No. 47/2017-Integrated Tax (Rate) dt. 14.11.2017 and Notfn. No. 45/2017- Central Tax
(Rate) dt. 14.11.2017, Notfn. No. 45/2017- Union Territory Tax (Rate) dt. 14.11.2017, as amended from

time to time.

01.

02.

03.

0s.

06

07.

08.

09.

The institution should acknowledge receipt of the registration letter by stating that they will abide by the ferms and
conditions of registration.

The registration would be valid for the period specified in the registration letter**. Request for renewal of
registration shall be made in the prescribed proforma, at least 3 months before the expiry of the valid registration.
Applications received late may not be considered.

** However, certificate of registration is not valid for activities felling within the definition of ‘hospital’ as per
notification no. 51/96-Customs dated 23.07.1996 issued by the Department of Revenue. The institutions are
cautioned to go through the notification before availing duty exemptions wnder this notification.

Brief summary of the R&D activities, status of on-going projects and achievements of the institution shall be
submitted to the DSIR at the end of 5(five) years, in case of institution where validity of registration is 10(ten)
years. This should include details related to papers published, patents obtained and processes developed, new
products introduced, awards & prizes received and copy of the latest Annual Report. :

The institution should have a broad based research advisory committee (RAC), which should meet at mgular
intervals for approving, guiding and menitoring the ongoing and future research projects.

The institution should have separate budgst for research. The institution should utilise the duty exemption facility as
per the above-mentioned notification, for research purposes only. Non-research requirement such as the¢ one for
service activities, teaching, training, patient care, etc. should not be procured availing the facility. :

DSIR will not be responsible for any misuse of the duty exemption facility using this certificate. The onus that duty
exemption has been availed for research purpose only lies with the institution

The institutions should introduce a chapter in its Annual Report dealing with the research & development work.
This could contain the on-going research projects, achievements during the year, publications, patents ifjany, etc.
The R&D income & expenditure should be separately shown in an annexure/schedule in the statement ofjaccounts

in the Annual Report.

.

The registration will entitle the institutions to avail custom duty exemption on purchase of equipment, insfruments,
spares thereof, consumables etc. used for research & development subject to relevant Government policies in force
from time to time. Such exemption will have to be separately applied for in the prescribed formats. The institutions
should also abide by the terms & conditions of the customs notifications issued/amended from time to time

In case of disposal/sale of R&D equipment, clearance from customs authorities will also be required in vigw of the
applicable notification under which the equipment was imported in India.

The institution should submit details of the imports at the time of renewal in the proforma issued by DSIR.

Any violation of the terms &. conditions mentioned above and/or provisions of taxation in force will uLmke the
institution liable to de-registration.
The institution will also conform to such other conditions for registration stipulated in the Guidelines, a3 may be

specifically . provided in the registration leticr and notices placed on department official | website
(http://www.dsir.gov.in) from ime to time. =i

istrai
SGT University™
. Budhera, Gurugram
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Prof. (Dr. Indian Councli of Medical Research
- b o e ot
FAGE, FAWA, FALS, FNAGG, FASZ. FRA. 08 Mcd Hoath s :(mw“" ‘
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May 6, 2020

To,

iSPIRT FOUNDATION

No.231-236, 2nd Floor, Raheja Arcade,

Koramangala
Bangalore, Karnataka 560095

Thank you for your offer of pro-bono help for helping fight the COVID19 crisis. You have
offered to donate 30,000 Rapid Antibody Test kits for enabling us to conduct
Seroprevalence studies. These tests will help us to better understand the COVID disease
spread, develop better policy formulations, and eventually help the health and economy of

the population.
a—

| head the vertical for molecular and digital surveillance for CSIR COVID19 efforts, and also
co-lead the same for the expert advisory group to the office of the Principal Scientific
Advisor to PM. The work is approved by empowered committee for COVID19 related
research, of the Govt of India, chaired by Dr Vinod Paul and Dr Vijayraghavan. | am
therefore deeply engaged with'sefoprevaleq;e efforts.

We therefore gladly accep ur § ‘nd offerto procure these kits towards this effort, and
donate them as technical forsuch ies to be executed by a consortium of
researchers. CSIR-IGIB will be happy to acoept’and distribute to other members of the

consortium for such efforts

We are grateful for iSPIRT's help in this hour of néti_onal crisis.
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STATEMENT OF COMPLIANCE

The study will be carried out in accordance with Good Clinical Practice (GCP) as required
by the following:

e New Drug and Clinical Trial Rules, 2019 (NDCTR 2019)

All key personnel (all individuals responsible for the design and conduct of this study) have -
completed Human Subjects Protection Training.

SIGNATURE PAGE

The signature below constitutes the approval of this protocol and the attachments, and

provides the necessary assurances that this trial will be conducted according to all
stipulations of the protocol, including all statements regarding confidentiality, and according
to local legal and regulatory requirements (NDCTR 2019) and ICMR and ICH guidelines.

Name of Investigator:

Signed: Date:
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Title
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Type of study:
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Number of Sites:
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Description of
Intervention:

\
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SUMMARY

Protective effect of re-vaccination with BCG against COVID-19
in healthcare workers — A Pilot Study

Randomized controlled Trial

The objective of the trial is to assess the protective and
prophylactic effect of re-vaccination with BCG in healthcare
workers who shall be going for COVID-19 ward duty.

Initially, 400 healthcare workers (200 in each group) shall be
enrolled after fulfilment of inclusion / exclusion criteria of the
study protocol. Since this is a pilot study, additional patients will
be recruited later for detailed analysis.

One
6 months ( 5 months of enrollment and 1 month of follow-up)

1. Freeze dried BCG vaccine reconstituted with Iml of Sodium
Chloride administered in a dose of 0.1 mg in 0.1 ml volume
intra-dermally.

2. Estimation of CD4+T cell counts and CD8+ T cell counts of test
group before the administration of BCG and after 6 weeks.



TABLE 1: STUDY CALENDER

1 week priofOn the 7% day of

End of study@

2aa
Procedure Baseline® - ( after 6 weeks)

Informed consent

Inclusion and Exclusion|
criteria

Demographics

Medical history

Pregnancy test , (if
applicable)

Physical Examination”

Vital signs”
BCG Scar mark]
evaluation
[Enrollment in the
applicable study group
IAssessment of CD4+ T
cell counts & CD8+ T
cell counts
Study medicatio
administration
Development of ne
symptoms

Nasal or oropharyngea
swab*

T T B B B I B B Bl

>

$ Baseline data would be recorded according to the duty roster of the healthcare workers i.e 1 week prior to the COVID-
19 isolation ward duty or as suitable to the Investigator.

% May overlap with Baseline visit.

# Activities to be performed at every visit.

@ End of study ( after 6 weeks from the day of BCG admmlstratlon)

*Will be performed on Day-7 of quarantine post COVID-19 isolation ward duty. If any other investigation performed
will be documented.

Regigtrar
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1. BACKGROUND INFORMATION AND RATIONALE

In 1948, a BCG Vaccine Laboratory was established at King Institute, Guindy, Madras
(Chennai), Tamil Nadu that made India self sufficient for BCG production and vaccination[1].
Bacille Calmetter —Guerin ( BCG) vaccine is recommended to be administered at birth according
to Indian Academy Of Paediatrics (IAP) (2014 Guidelines) and National Immunization
Programme (NIP) for prevention of tuberculosis in children[2]. The aim of BCG vaccination is
to induce a benign, artificial primary infection which will stimulate an acquired resistance to
possible subsequent infection with virulent tubercle bacilli.Till date, BCG is the most widely
used vaccine worldwide and has been administered to approximately more than four billion
individuals with astonishing safety records[3,4].. The WHO has recommended the “Danish
1331 strain for the production of BCG vaccine.

In addition to its specific action against tuberculosis, the BCG vaccine has beneficial immune-
modulator effect on the immune system that protect against a wide range of other infections and
are used routinely to treat bladder cancer andvarious skin disorders[5,6].

Immunological experimental model shave confirmed that a/f T cell receptor expressed by
CD4" and CD8" T cells and MHC I and II are necessary for control of mycobacterial infections
[7,8]. Studies have provided evidence that protective T cell mediated immunity is generated by
BCG. Studies indicate that CD4" T cells are essential to reduce bacterial burden in the lung and
spleen, while CD8" T cells control bacterial burden only in the spleen. These results implicate
that CD4" T cells are the main effector cells generated by BCG in the lung, and also highlight the
importance of CD8" T cells in preventing dissemination [9-12], potentially making them the
main effector cells responsible for preventing miliary TB and TB meningitis.

BCG vaccination followed by Mycobacterium tuberculosis(M.tb) challenge confirms that in the
absence of CD4" T cells, CD8"-specific T cells are able to reduce M.#b bacterial burden in the
lung at later stages postinfection, supporting the importance of CD8" T cells during the late
phases of the disease [9,13]. These results signify that BCG can stimulate protective CD4" and
CD8" T cells.

In the recent times , the world has been struck by an unfortunate pandemic caused by severe
acute respiratory syndrome corona virus 2 (SARS-CoV-2) which .is a single stranded positive-
sense RNA virus that has wreaked havoc globally since its inception in December 2019. The
BCG vaccine has shown to reduce the severity of infections by other viruses with similar
structure as that of SARS CoV2 virus in controlled trials. For example, the BCG vaccine reduced
yellow fever vaccine viraemia by 71% (95% CI 6-91) in volunteers in the Netherlands [14] and
it markedly reduced the severity of mengovirus (encephalomyocarditis virus) infection in two
studies in mice[15,16].

There are several immunomodulators being launched by leading pharmaceuticals during the
COVID-19 pandemic fighting the race against time.Cadila Pharmaceuticals has produced
Sepsivac which is an immunotherapy treatment which is a Mycobacterium w ( heat killed)
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suspension already approved for severe sepsis. Council of Scientific & Industrial Research
(CSIR) is currently testing "Sepsivac" against COVID-19 as a repurposed vaccine and is
presently in Phase-2 trials which are being conducted in All India Institute Of Medical Sciences
(AIIMS) New Delhi , Bhopal and Post graduate institute of medical education and research
(PGIMER) Chandigarh.

This has led to the suggestion that vaccination/ re-vaccination with BCG ( as BCG vaccination is
routinely done in high endemic areas) might have a role in protecting health-care workers and
other vulnerable individuals against severe coronavirus disease 2019 (COVID-19).

1.1 Similar Trials In Progress

Randomised controlled trials are already ongoing in the Netherlands and Australia to assess
whether BCG-Danish strain reduces the incidence and severity of COVID-19 in health-care
workers[17].

Indian Council Of Medical Research (ICMR) has launched a trial which will focus on the
vaccine’s potential in reducing the chance of Covid-19 death among those who are above age 60.
The study will cover 1,450 elderly people in six red and orange zones. Results could be seen as
early as March 2021.

Hence, we intend to study the effect of re-vaccination with BCG vaccine in all healthcare
workers who will be indirect contact of laboratory confirmed COVID-19 cases including
doctors, nursing staff , paramedical staff and sanitization workers in the SGT Hospital which is a
Haryana government designated partial COVID hospital.

Redgistrar
SGT University
Budhara, Gurugram



2. TRIAL OBJECTIVES AND END POINTS
2.1 Study Objectives

Primary Objective

To assess the protective and prophylactic effect of re-vaccination with BCG vaccine in
health care workers who shall be going for COVID-19 isolation ward duty.

Secondary Objective

The secondary objectives of the study are:

1. To study the rate of COVID-19 infection in healthcare workers in direct contact
with laboratory confirmed COVID-19 patients re-vaccinated with BCG vaccine
versus controls.

2. To assess the severity of COVID-19 in healthcare workers re-vaccinated with
BCG vaccine versus controls.

3. To study the change in CD4+ T cell counts and CD8+T cell counts in health care
workers before and after BCG vaccination.

3. TRIAL DESIGN AND TIMELINES

3.1 Design
The study would be randomized , non-blinded ,two arm study.

3.2 Study Duration and timelines
6 months duration which includes 5 months of enrollment and 1 month of follow-up.

SGT Hospital is a Haryana government designated partial COVID hospital with total COVID

bed strength of 180 beds. A team of healthcare workers including 4 doctors, 12 nursing staff, 2

lab technicians , 4 sanitations workers are deployed every week. Till now, no team of
.healthcare workers have repeated the duty.

Written and informed consent shall be obtained from the participants involved in the study.
The study will include all healthcare workers including doctors, nursing staff, para-medical
staff,sweepers and sanitisation workers.

- The study would be randomized , non-blinded ,two arm study and shall be conducted over a
period of 6 months in which enrolment of the participants would be done for 5 months from the
time of approval of the study and 1 month of follow-up.

Health care workers who would be going for COVID-19 ward duties during the period of study

shall be randomly distributed in 2 groups i.e the control group and the test group. Prior to
“enrolment in the study , clinical screening of the healthcare worker would be done and

the scar mark of previous BCG vaccine would be checked which is administered to every

individual at birth as per National Immunization schedule, and the healthcare workers would

be randomly distributed in the study groups. Baseline CD4+ T — cell count &amp; CD8+ T-cell
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count would be recorded for the test group and after that, BCG vaccine would be administered
1 week prior to COVID-19 ward duty as per standard protocol.

Method of Administration

BCG vaccine would be administered in a dose of 0.Img in 0.1 ml volume which shall be
injected intradermally using a “Tuberculin” syringe (Omega microstat syringe fitted with a
lcm steel 26 gauge intradermal needle) just above the insertion of deltoid muscle on the left
upper arm.

All health care workers receiving vaccine would be informed about the complications
associated with vaccination such as ulceration at the site of vaccination ,suppurative
lymphadenitis , local abcess formation etc.

Outcome parameters would be :- rate of infection of COVID-19 in healthcare workers re-
vaccinated with BCG as compared to controls, change in the CD4+ T- cell count and CD8+T-
cell count — before vaccination and after 6 weeks.

There shall be 4 encounters with the participants as described below with the purpose of
encounters :-

Encounter-1

Encounter-2

Encounter-3

Encounter-4

Clinical screening of | Administration of | All healthcare | Follow-up at 6 weeks
the healthcare worker | BCG vaccine 1 week | workers would be | for repeat estimation
prior to COVID-19 | quarantined for a|of CD4+ T cell
Enrollment in the | isolation ward duty. period of 1 week after | counts and CD8+ T
applicable group the COVID-19 | cell counts.
Physical signs and | isolation ward duty :
Scar mark of | vitals of the | and their nose and | All healthcare
previous BCG | healthcare =~ workers | oropharyngeal swab | workers would be
vaccination would be recorded. would be sent for RT- | investigated  about
PCR on Day-7 of |development of any
Estimation of their quarantine. new symptoms.
baseline CD4+ T cell
counts and CD8+ T All healthcare | Physical signs and
cell counts. workers would be | vitals of the
investigated about | healthcare =~ workers
development of any | would be recorded.
new symptoms.
Physical signs and
vitals of the
healthcare ~ workers
would be recorded.
For the estimation of CD4+ T Cell Count and CD8+ T cell count , blood samples would be
11
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analyzed by a commercial laboratory in the SGT campus , as they will bring the FACs scanner
to our laboratory for the purpose of this study. Participants will be followed up after 1 month.
'All the participants who will be re-vaccinated with BCG Vaccine are healthy individuals.
Hence, no clinical performa has been included.

4. SELECTION AND WITHDRAWAL OF PATIENTS

4.1 Number of Participants
Total 400 healthcare workers would be randomized in the study with 200 participants in
each group. A detailed study would be conducted later with increased and adequate sample
size.

4.2 Inclusion Criteria

1. Adult patients more than 18 years of age,

2. Health care workers including doctors, nursing staff, para — medical staff and sanitation
workers who shall be going for the COVID-19 isolation ward duty.

3. Female healthcare workers who are currently using reliable methods of contraception
(barrier methods and intrauterine contraceptive device), with a negative urine pregnancy
test during screening and agree to informed compliance of contraceptive method until at
least 3 months post-revaccination with BCG.

4. The participants must be able and willing to comply with the study protocol, available
and willing to complete all the study assessments and must have signed an Informed
Consent Form. '

4.3 Exclusion Criteria

1. Pregnant and / or lactating female healthcare workers.

2. A family history of congenital or hereditary immunodeficiency.

3. History of dialysis, silicosis, solid organ transplantation such as renal or cardiac
transplants, and disorders of the heart, or nervous system, or other metabolic
inflammatory conditions, psychiatric, occupational problems that make it unlikely that
the patients will comply with the protocol as determined by the investigator.

4. History of administration =~ of any  immunoglobulins, any immunotherapy
(antineoplastic chemotherapy, radiation therapy, immunosuppressants to induce
tolerance to transplants, and corticosteroids use) and/or any blood products within the 3
months preceding study..

5. Presence of any severe systemic/autoimmune disorders as determined by medical
history and/or physical examination at the time of screening, which in the judgment of
the Investigator would compromise the patient’s health or is likely to result in
nonconformance to the protocol or a patient’s ability to give written informed consent.

4.4 Withdrawal Criteria and Premature Termination
The enrolled patient will be withdrawn or prematurely terminated from the study in
the following conditions:

1. Participant withdraws consent.
2. Any intolerable adverse event

12



5. Investigational Product

The investigational product is a vial freeze dried BCG vaccine which shall be reconstituted
with 1ml of sterile 0.9% w/v Sodium Chloride solution at the time of administration.

5.1 Injection Related Adverse Events

All health care workers receiving vaccine would be informed about the complications associated
with vaccination such as ulceration at the site of vaccination ,suppurative lymphadenitis , local
abcess formation etc. which resolves by 2-3 weeks. The participant would be assured of the
harmless nature of the lesion. Appropriate therapy would be given till the adequate resolution of

the lesion, in case it fails to resolve spontaneously.

6. PRECAUTIONS
6.1 Precautions and Warnings

BCG vaccine is not recommended to be administer via Intravenous, subcutaneous, intramuscular
injection.

7. ASSESSMENT

The chronological order and frequency of all required assessments are summarized in the
study calendar (refer Table 1).

7.1 Detailed Description of the Assessments

7.1.1 Baseline
The nature of the study will be explained to the patient and /or his/her legal representative
(s) and a signed and dated written informed consent form will be obtained before any study
related procedures are performed on the patient. ;

These procedures will be performed prior to first dose of study medication (Treatment day

1) to determine the preliminary eligibility of the patient for the study. The following data

need to be recorded in the case report form (CRF):

1. Date of signed informed consent form

2. Serum or urine pregnancy test performed for women of childbearing potential

3. Demographics: patient’s gender, date of birth and ethnic group

4. Medical history and current medical status: Pertinent patient history such as medical condition
predisposing patient to fungal infection (e.g. underlying disease) and existing base line
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conditions

Vital signs (including body temperature, blood pressure and pulse rate)

Physical examination

Laboratory evaluation (estimation of CD4+T cell counts, CD8+T cell counts and nasal or

oropharyngeal swab) as per investigator’s discretion, if available.

8. If the patient complies with inclusion and exclusion criteria, a randomization number will be
assigned and this will be recorded in CRF. ;

9. All concomitant medications taken within two weeks prior to first dose of study medication
will be recorded in the CRF.

10. Clinical assessment

Sy Gvdh

Documentation of COVID-19 by clinical signs and symptoms as per hospital practice.

7.1.2 Assessment at the End of Therapy
The following data should be recorded in the CRF in case of patient completed the study
1. Physical examination & Vital signs
2. Development of any symptoms suggestive of COVID-19 infection.
3. Severity of infection of COVID-19
4. Estimation of CD4+T cell count and CD8+T cell counts after 6 weeks.

Any laboratory investigation shall be documented if performed.

7.2 Efficacy Assessment

Efficacy will be determined by the prevention in development of COVID-19 infection and
increase in the CD4+ T cell counts and CD8+T cell counts.

7.3 Safety Assessment

Safety will be assessed from prevention of development of COVID-19 infection as
compared to control group and change in the CD4+ T cell counts and CD8+T cell counts
after revaccination as compared with the baseline CD4+ T cell counts and CD8+ T cell
counts.

7.4 Laboratory Examination

For the estimation of CD4+ T Cell Count and CD8+ T cell count , blood samples would be
analyzed by a commercial laboratory in the SGT campus , as they will bring the FACs scanner to
our laboratory for the purpose of this study.

7.5 Additional Measurements
Any clinically significant laboratory data measured in the study should be recorded in the
“Unscheduled Laboratory” section in the CRF. The worsening of the underlying disease
has to be recorded in the “Adverse Event”section in the CRF.
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8. ADVERSE EVENT REPORTING

8.1 Adverse Events

Adverse Event: ICHE6 defines an AE as any untoward medical occurrence in a patient
or clinical investigation subject administered a pharmaceutical product regardless of its
causal relationship to the study treatment. An AE can therefore be any unfavorable and
unintended sign (including an abnormal laboratory finding), symptom, or disease
temporally associated with the use of medicinal (investigational) product. The occurrence
of an AE may come to the attention of study personnel during study visits and interviews
of a study recipient presenting for medicalcare, or upon review by a study monitor.

All AEs including local and systemic reactions not meeting the criteria for “serious

. adverse events” should be captured on the appropriate CRF. Information to be collected
includes event description, time of onset, clinician’s assessment of severity, relationship
to study product and time of resolution/ stabilization of the event. All AEs occurring
while on study must be documented appropriately regardless of relationship. All AEs
will be followed to adequate resolution.

Any medical condition that is present at the time that the patient is screened should be
considered as baseline and not reported as an AE. However,if it deteriorates at any time .
during the study, it should be recorded as an AE.

All AEs must be graded for severity and relationship to study product.

Severity of Event: The clinician using a protocol defined grading system will assess all
AEs. For events not included in the protocol defined grading system, then the following -
guidelines will be used to quantify intensity.

\
{ e Mild: events require minimal or no treatment and do not interfere with the patient’s
| . daily activities.
| e Moderate: events result in a low level of inconvenience or concern with the
‘ therapeutic measures. Moderate events may cause some interference with functioning.
e Severe: events interrupt a patient’s usual daily activity and may require systemic drug
therapy or other treatment. Severe events are usually incapacitating.
o Lifethreatening: any adverse drug experience that places the patient or subject, in the
view of the investigator, at immediate risk of death from the reaction as it occurred,
i.e. it does not include a reaction that had it occurred in a more severe form, might
have caused death. ;

Changes in the severity of an AE should be documented to allow an assessment of the
duration of the event at each level of intensity to be performed. Adverse events
characterized as intermittent require documentation of onset and duration of each
episode.
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Relationship to Study Products: The clinician’s assessment of an AE's relationship to
test article (vaccine or study drug) is part of the documentation process, but it is not a
factor in determining what is or is not reported in the study. If there is any doubt as to
whether a clinical observation is an AE, the event should be reported. All AEs must have
their relationship to study product assessed using the terms: associated or not associated.
In a clinical trial, the study product must always be suspect. To help assess, the following
guidelines are used.

Associated-The event is temporally related to the administration of the study
product and no other etiology explains the event.

NotAssociated-The event is temporally independent of study product and/ or the
event appears to be explained by another etiology.

8.2 Serious Adverse Events

Serious Adverse Event (SAE): An SAE is defined as an AE that meets one of the
following conditions:

Death during the period of protocol defined surveillance

Life- threatening event (defined as a subject at immediate risk of death at the time of
the event)

An event requiring in patient hospitalization or prolongation of existing
hospitalization during the period of protocol defined surveillance

Results in congenital anomaly or birth defect

Results in a persistent or significant disability/ incapacity

Any other important medical event that may not result in death, be life threatening, or
require hospitalization, may be considered a serious adverse experience when, based
upon appropriate medical judgment, the event may jeopardize the subject and may
require medical or surgical intervention to prevent one of the outcomes listed above.
Examples of such medical events include allergic bronchospasm requiring intensive
treatment in an emergency room or at home, blood dyscrasias or convulsions that do
not result in inpatient hospitalization, or the development of drug dependency or drug
abuse.

All SAEs will be:

e Recorded on the appropriate SAE CRF
e Followed through to resolution by a study clinician
e Reviewed and evaluated by a study clinician

8.3 Detection, Reporting and Responsibilities

8.3.1 Serious Adverse Events
Any AE considered serious by the Investigator or which meets the aforementioned
criteria must be documented on a Serious Adverse Event Form. The investigator should
ensure that information reported immediately by telephone or other means and
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information entered in the case report form are accurate and consistent. In accordance
with ICH GCP, the investigator is obliged to notify the IEC of any unexpected serious
adverse reactions. This will be followed by a written report that gives additional
information (using SAE report form) including a description of the adverse event, onset,
date and type, duration, severity, cause-effect relationship with the drug, outcome,
measures taken (symptomatic treatment, discontinuation of treatment) and all other
relevant clinical and laboratory data. For all SAEs, the Investigator is obligated to pursue
and provide information as requested by CRO, in addition to that on the CRF. Any SAE
or death must be reported immediately independent of the circumstances or suspected
cause if It occurs or come to the attention of the investigator at any time during the study
through o ut the last follow up visit required by the protocol.

All AEs (including laboratory abnormalities) will be recorded in the Case Report Form.
After the trial has been completed or terminated, all recorded adverse events will be
. listed, evaluated and discussed in the final report.

9. STASTISTICS

All the data will be analyzed using SAS software version 9.4 or higher. Quantitative data
will be expressed as mean and standard deviation whereas, categorical data will be
expressed as number and percentage. Descriptive analysis (Tabulations, graphs & charts,
proportions, percentage etc.) will be performed to obtain the baseline parameters. All the
quantitative variables will be analyzed using paired T test or one way ANOVA. P value of
<0.05 will be considered as significant.

10. STUDY MEDICATION SUPPLY, HANDLING AND STORAGE

10.1 Supply of Investigational Product
‘ The investigational product ( BCG Vaccine) would be supplied by the SGT Hospital.

10.2 Packaging

Presentation: BCG Freeze dried vaccine packaged along with 1ml suspension of 0.9% w/v
Sodium Chloride

10.3 Storage and Stability
The investigational product (BCG Vaccine) should be stored in a secure area according to
institutional and Good Clinical Practice guidelines. It is the Investigator’s responsibility to

ensure that authorized and trained personnel dispense the investigational product.

The product is when stored at 2-8°C (4°C).
The IP should be stored at the temperature between +2°C to +8°C in a refiigerator, care
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should be taken to avoid freezing.
10.4 Drug Accountability

BCG vaccine administration will be recorded in the participant’s medical record and the
CRF.

11. PUBLICATION POLICY

Following completion of the study, the Principal Investigator is expected to publish the
results of this research in a scientific journal. The clinical trial will be registered in Clinical
Trial Registry of India and/ or clinical trial.gov (sponsored by the National Library of
Medicine).

12. ETHICAL CONSIDERATIONS

12.1 Ethical Standards

The Investigator will ensure that this study is conducted in conformity with the principles
set forth in ICMR’s Ethical Guideline for Biomedical Research on Human Subject,
International Ethical Guidelines for Biomedical Research Involving Human Subjects
(2002), The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research of the US National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research (April 18,1979) and codified in 45CFR
Part46 of Federal Regulations 25691 (1997) and/ or the ICHE6; R 2.

12.2 Ethics Committee Approval

Each participating institution/ hospital must get approval of this protocol and the
associated informed consent documents and recruitment material from an appropriate
Independent Ethics Committee or Institutional Ethics Committee (IEC). Any
amendments to the protocol or consent materials must also be approved before they are
placed in to use.

12.3 Informed Consent Process

Informed consent is required for all subjects participating in a clinical study. In obtaining
and documenting informed consent, the Investigator should comply with applicable
regulatory requirements and should adhere to ICMR’s Ethical Guidelines for Biomedical
Research Involving Human Subjects (2002), and/ or ICH-GCP. Prior to the beginning of
the trial, the investigator should have the IEC’s written approval/ favorable opinion of the
written informed consent form(s), and any other written information to be provided to the
subjects.

Informed consent is a process that is initiated prior to the individual’s agreeing to
participate in the study and continuing through out the individual’s study participation.
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Extensive discussion of risks and possible benefits of this therapy will be provided to the

subjects and their families. Consent forms describing in detail the study interventions/ -

products, study procedures, and risks are given to the subject and written documentation
of informed consent is required prior to starting intervention/ administering study
product. Consent forms must be in a local language or a language, which volunteers can
easily understand. Consent form must be IEC- approved and the subject will be asked to

read and review the document. Upon reviewing the document, the Investigator will

explain the research study to the subject and answer any questions that may arise. The
subjects will sign the informed consent document prior to any procedures being done
specifically for the study. The subjects should have the opportunity to discuss the study
with their surrogates or think about it prior to agreeing to participate. The subjects may
withdraw consent at any time through out the course of the trial. A copy of the informed

consent document will be given to the subjects for their records. The rights and welfare .

of the subjects will be protected by emphasizing to them that the quality of their medical
care will not be adversely affected if they decline to participate in this study. Signature of
the subjects will be obtained in the respective consent form prior to the start of any
procedure. In case of illiterate patient, thumb impression of prospective subject and
signature of impartial witness will be taken. The illiterate subject should be informed

about the trial to the extent compatible with the subject’s understanding. To achieve -

uniformity, right hand thumb impression will be taken for female subject and left hand
thumb impression will be taken for male subject.

12.4 Subject Confidentiality

Subject confidentiality is strictly held in trust by the participating investigators, their staff -

and their agents. This confidentiality is extended to cover testing of biological samples
and genetic tests in addition to the clinical information relating to participating subjects.
The study protocol, documentation, data, and all other information generated will be held
in strict confidence.

The study monitor or other authorized representatives of the EC may inspect all -

documents and records required to be maintained by the investigator, including but not
limited to, medical records (office, clinic, or hospital) and pharmacy records for the
subjects in this study. The clinical study site will permit access to such records.

13. QUALITY CONTROL AND QUALITY ASSURANCE

The trial site involved in the study is required to have a plan in place for assuring the
quality of the research being conducted.

The trial site should have standard operating procedures (SOPs) for quality management,

which describes:

e How data will be evaluated for compliance with the protocol and for accuracy in
relation to source documents.

e The documents to be reviewed (eg,CRFs, clinic notes, product accountability), who is
responsible, and the frequency for reviews should be identified, either in a formal
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quality management plan or in site SOPs.

14. REFERENCES
1. Central TB Division. Tuberculosis Control India. Directorate General of Health Services.

[accessed on June 17, 2020]. Available from: http://www.tbcindia.nic.in/history.html

2. Guidelines for vaccinations of a normal child in India.Indian J Nephrol. 2016; 26(Suppl 1): S5-S6.

3. McShane H. Tuberculosis Vaccines: Beyond Bacille Calmette-Guerin. Philos Trans R Soc
Lond B Biol Sci. 2011;366:2782-9 ( Accessed online on June 17, 2020)

4. Ottenhoff THM, Kaufmann SHE. Vaccines against Tuberculosis: Where Are We and Where
Do We Need to Go? Chitnis CE, editor. PLoS Pathog. 2012;8:¢1002607-12.

5. Pollard AJ, Finn A, Curtis N. Non-specific effects of vaccines: plausible and potentially
important, but implications uncertain. Arch Dis Child 2017; 102: 1077-81.

6. Goodridge HS, Ahmed SS, Curtis N, et al. Harnessing the beneficial heterologous effects of
vaccination. Nat Rev Immunol 2016; 16: 392—400.

7. Ladel CH, Hess J, Daugelat S, Mombaerts P, Tonegawa S, Kaufmann SHE. Contribution of
a/b and gamma/d T lymphocytes to immunity against Mycobacterium bovis bacillus Calmette
Guérin: studies with T cell receptor-deficient mutant mice. Eur J Immunol 1995; 25:838—
46.10.1002/¢ji.1830250331

8. Ladel CH, Daugelat S, Kaufmann SHE. Immune response to Mycobacterium bovis bacille
Calmette Guérin infection in major histocompatibility complex class I- and II-deficient knock-
out mice: contribution of CD4 and CD8 T cells to acquired resistance. Eur J
Immunol 1995; 25:377-84.10.1002/¢ji.1830250211

9. Wang J, Santosuosso M, Ngai P, Zganiacz A, Xing Z. Activation of CD8 T cells by
mycobacterial vaccination protects against pulmonary tuberculosis in the absence of CD4 T
cells. J Immunol 2004;173:4590-7.10.4049/jimmunol.173.7.4590

10. Silva CL, Bonato VL, Lima VM, Faccioli LH, Leao SC. Characterization of the
memory/activated T cells that mediate the long-lived host response against tuberculosis after
bacillus Calmette-Guerin or DNA vaccination. Immunology 1999;97:573—-81.10.1046/j.1365-
2567.1999.00840.

11. Perdomo C, Zedler U, Kuhl AA, Lozza L, Saikali P, Sander LE, et al. Mucosal BCG
vaccination induces protective lung-resident memory T cell populations against
tuberculosis. MBio 2016; 7:¢1616-86.10.1128/mBi0.01686-16

12. Feng CG, Britton WJ. CD4+ and CD8+ T cells mediate adoptive immunity to aerosol
infection of Mycobacterium bovis bacillus Calmette-Guerin. J Infect Dis 2000; 181:1846—
9.10.1086/315466.

13. Derrick SC, Repique C, Snoy P, Yang AL, Morris S. Immunization with a DNA vaccine cocktail
protects mice lacking CD4 cells against an aerogenic infection with Mycobacterium tuberculosis. Infect
Immun 2004;72:1685-92.10.1128/1A1.72.3.1685-1692.2004 .

A 20

istrar
University
Budhera, Gurugram



14. Arts RTW, Moorlag S, Novakovic B, et al. BCG vaccination protects against experimental
viral infection in humans through the induction of cytokines associated with trained immunity.
Cell Host Microbe 2018; 23: 89—-100.¢5

15. Old LJ, Benacerraf B, Clarke DA, Carswell EA, Stockert E. The role of the
reticuloendothelial system in the host reaction to neoplasia. Cancer Res 1961; 21: 1281-300.

16. Floc'h F, Werner GH. Increased resistance to virus infections of mice inoculated with BCG
(Bacillus Calmette-Guérin). Ann Immunol 1976; 127: 173-86.

17. Ritz N, Hanekom WA, Robins-Browne R, Britton WJ, Curtis N. Influence of BCG vaccine
strain on the immune response and protection against tuberculosis. FEMS Microbiol Rev 2008;
32:821-41.

Registrar
SGT University
Budhers, Gurugram

21



SUBJECT INFORMATION SHEET

e STUDY TITLE: “To study the protective effect of re-vaccination with BCG against
COVID-19 in health care workers”
e INVESTIGATOR: Dr. DPS Sudan
Professor & Head
Department Of Pulmonary Medicine

e INTRODUCTION:- You are being invited to take part in this study. Before you decide it
is important for you to understand why the study is being done and what it will involve.
Please take time to read the following information carefully and discuss it with friends,
relatives and your treating physician/family doctor if you wish. Ask us if there is
anything that is not clear or if you would like more information. Take time to decide

whether or not you wish to take part.

e PURPOSE OF RESEARCH: The purpose of this research is to study the protective effect
of re-vaccination with BCG in healthcare workers against COVID-19.

e TYPE OF RESEARCH INTERVENTION : This study involves you if you are a doctor/
nursing staff/ paramedical staff/ sanitation worker involved in the care of COVID-19

patients.

e PARTICIPANT SELECTION: You are a part of this study as you are a health care
worker doctor/ nursing staff/ paramedical staff/ sanitation worker involved in the care of

COVID-19 patients.

e VOLUNTARY PARTICIPATION: It is upto you to decide whether or not to take part,
taking part in the study is entirely voluntary. If you do decide to take part you will be
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given this information sheet to keep and be asked to sign a consent form. If you decide to
take part you are still free to withdraw at any timeand without giving a reason. This will

not affect the standard of care you receive.

PROCEDURE: This is an analytical study including healthcare workers doctors/ nursing
staff/ paramedical staff/ sanitation workers who are involved in the care of COVID-19
patients.. You shall be enrolled in this study if you are yet to go for COVID ward duty, ,
your clinical screening would be done and the scar mark of previous BCG vaccinatioﬁ
would be checked assuming that you have been vaccinated with BCG at birth as per
National Immunization Schedule, then you would be randomly distributed in the study
arms. If you have been enrolled in the control group, then you shall not be re-vaccinated
with BCG. If you belong to the test groupyour baseline CD4+ T cell counts and CD8+ T
cell counts shall be estimated prior to BCG administration. You shall be revaccinated
with BCG 1 week prior to the COVID ward duty. There shall be repeat estimation of
your CD4+ T cell counts and CD8+ T cell counts at 6 weeks . You shall be followed up
for the duration of 1 month. There have been ICMR recommendation dated March 20,
2020 about the prophylaxis with hydroxy-chloroquine for asymptomatic healthcare
workers involved in the care of either suspected or laboratory confirmed COVID-19
patients. This study endorses free will of the participant if he/she wants to take the

prophylaxis or not.
DURATION: The study will be conducted over a period of 6 months.

SIDE EFFECTS: There are few minimal side effects associated with administration of
BCG vaccine like local injection site swelling, pain, abscess formation, ulceration.
However, in case the need arises and these minor side effects do not resolve
spontaneously, adequate supportive treatment would be provided by the hospital and free

of cost.
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DISADVANTAGES AND RISKS: There are no possible disadvantages and risks
associated with the study.

BENEFITS OF PARTICIPATION: Thestudy is considered helpful to provide better
knowledge about the prevention of disease which has become a global health emergency.
With the help of this study we would be able to provide an economical solution for the
prevention of disease when the world economy is spending billions of dollars for the
development of vaccine. The study is conducted for advancement of knowledge and

keeping in view the public interest at large.

e REIMBURSEMENTS: There is no cost or time involved in conducting this study, as this study

is based on re-vaccination with BCG if you are a part of test group.

CONFIDENTIALITY: Informed consent shall be obtained and you will be kept fully
appraised of all the consequences. All the information that you provide during the study

will be kept confidential.

SHARING THE RESULTS: The knowledge that we get from doing this study will be
shared with you. We can publish these results and present it in the conferences, so that

people can benefit from this research. Confidential information will not be shared.

RIGHT TO REFUSE OR WITHDRAW:You can refuse to take part in this study or

withdraw your participation in study anytime you want.

RISK OF DISCOVERY OF BIOLOGICALLY SENSITIVE INFORMATION:There is

no risk of disclosing biologically sensitive information in this study.

PUBLICATION, IF ANY, INCLUDING PHOTOGRAPHS AND PEDIGREE
CHARTS:There can be display of results . pedigree charts of research , without

disclosing your personal identity.

/,
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e PAYMENT FOR RESEARCH-RELATED INJURIES:There is minimal risk factor of
study related injuries. If it happens, Institution will provide the compensation and free

treatment for the same.

e ALTERNATIVES TO PARTICIPATION: You reserve the right to opt out at any point
of time during the course of the study without prejudice of your right to undergo further
treatment at SGT Hospital & Research institute.

e RESPONSIBILITY OF INVESTIGATORS: The study will be conducted according to
standard ICMR guidelines.

e CONTACTS: Please contact Dr.DPS Sudan as Principal Investigator at 7042495699 and

email hod.tbchest@sgtuniversity.orgfor all research related matters and any further

information required for study concerned.

Thank You for taking part in the study !

Dr. DPS Sudan . Registrar

SGT Universit
HOD & Professor Buhers Gurugrém

Department of Pulmonary Medicine
SGT Medical College,

Hospital & Research Institute

SGT University

Gurugram, Haryana
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CONSENT FORM

I have read and understood the foregoing information. I have had the opportunity to ask
questions about it and any questions that I have asked have been answered to my satisfaction. I
understand that my participation in the study is voluntary and that I am free to withdraw at any
time, without giving any reason and without my medical care or legal rights being affected. I
understand  that the principal investigator and others working on their behalf, the Ethics
Committee and the regulatory authorities will not need my permission to look at my health
records both in respect of the current study and any further research that may be conducted in
relation to it, even if I withdraw from the trial. However, I understand that my identity will not
be revealed in any information released to third parties or in publication. I agree not to restrict

the use of any data or results that arise from this study provided such a use is only for scientific

purpose.

Name of Participant

Signature of Participant

Date

Witness

Signature

Name: Address:

Statement by the researcher/person taking consent

I have accurately read out the information sheet to the potential participant, and to the best of my

ability made sure that the participant understands that the following will be done:

1.Participant’s blood sample would be withdrawn for the estimation of CD4+ T cell count and

CD 8+ T cell count.

2.Participant would be re-vaccinated with BCG vaccine.
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I confirm that the participant was given an opportunity to ask questions about the study, and all

the questions asked by the participant have been answered correctly and to the best of my ability.

I confirm that the individual has not been coerced into giving consent, and the consent has been

given freely and voluntarily.

A copy of this ICF will be provided to the participant.

Name of Researcher/person taking the consent- Dr.

Signature of Researcher /Person taking the consent

Date
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PROJECT’S ESTIMATED COST
Cost of 1 test =Rs. 1500

No. Of tests for each person = 02

Cost of total 2tests for 1 person = 1500 x 2=Rs. 3000

Cost for 200 participants of study = Rs. 600000

BCG Vaccine and Syringe = Rs. 15/ person 4
BCG Vaccine and syringe for 200 perons = Rs. 15x 200=Rs. 3000

Total Estimated Budget = Rs 6,03,000

Price per Unit Qty
CD4+ T cell count and 1500 400 ( 2 tests / person)
CD 8+t cell counts
BCG Vaccine & Syringe 15 200

Estimated Total Cost

egistrar
SGT University

Total (in Rs.)
6,00,000

3000

6,03,000
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