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INDIAN COUNCIL OF

MEDICAL RESEARCH
Cerving the nation since 11 annﬂmnﬂr:: d“;:ﬂ:ﬁ‘;m\‘l?:ra;:&r:mmgnt of India
: 2021
No.5 /4/5-10/ Diab./20-NCD-III Date: 29.11.20
To,
The Dean .
Mahatma Gandhi Institute of Medical Sciences,
Wardha-442102

‘sub: Sanction and budget allotment for the new scheme project entitled “Study of

mitochondrial DNA polymorphism, mutation and oxidative stress in relation to
susceptibility and severity of Type 2 Diabetes mellitus” submitted Dr. Jwalant Waghmare,

Wardha.

Dear Sir,
d research

The Director-General of the Council sanctions the above mentione 4
scheme initially for a period of one year from 15.12.2021 subject to extension up to the

total duration specified in para 3(3) below.

The Director-General of the Council also sanctions th _
Rs.12,37,813/- (Rupees twelve lakh thirty seven thousand eight hundred thi
only) as detailed in the attached statement for the period ending the 14.12.2022.

e budget allotment of
rteen

The grant-in-aid will be given subject to the following conditions:-

The payment of the grant will be made in lump-sum to the head of the Institution.

The first instalment of the grant will be paid generally as soon as a report regarding
the commencement of the project and appointment of the staff is received by the

Council. The demand for payment of the subsequent instalment of the grant should
be placed with the Council in the prescribed proforma attached.

2. The staff appointed on the project should be paid as indicated in the budget
statement attached.

3. The approved duration of the scheme is 3 (three) years. The annual extension will
be given after review of the work done on the scheme during the previous year.

. ? report on the progress made will be submitted to the Council as and when called
or.

. The Institute will maintain a separate account of the receipts and the expenditure
incurred on the scheme and will furnish a utilization certificate and an audited

statement of account pertaining to the grant.

. The host institute shall utilize the grant after followi {53 : ;
GFRs 2017 and T.A. Rules. ng the provision laid down in
Contd.
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7. The PI is advised to keep the fund in a sep

ensure
research funds received from ICMR so as to
also credited in to the fund account.

aving bank account opengy
that interest earned therg,

2

iy

t o di ' exure-1
8. The other terms and conditions are indicated in Ann

: d.
The receipt of this letter may please be acknowledge

Yours faithfully

et

(Mahesh Chand)
Sr. Admn. Officer
For Director-General

This issues with the concurrence
of Finance Section

on vide RFC No.(P.N.29)NCD/Ad-hoc/144/2021-22 dated
25.11.2021 No. 5/4/5-10/Diab./20-NCD-III




Prafulla Ambulkar <prafullaambulkar@mgims.ac.in>

SERB-Notification

1 message

Dr. Pramod Kumar Prasad <pk.prasad@serbonline.in> Wed, Nov 10, 2021 at 11:20 AM
To: serbinfo1@gmail.com

(C;ERB Science and Engineering Research Board

BLA (Statutory Body Established Through an Act of Parliament : SERB Act 2008)
Department of Science and Technology, Government of India

SCIENCE & ENGINEERING RESEARCH BOARD (SERB)
(Statutory Body Established Through an Act of Parliament : SERB Act 2008)

Science and Engineering Research Board
5 & 5A, Lower Ground Floor

Vasant Square Mall

Sector-B, Pocket-5

Vasant Kunj

New Delhi - 110 070

Approval Letter
File Number: SRG/2021/001919

Dated: 10-Nov-2021

Subject: Project titled "Genetic study of spermatogenesis specific controlling genes related to non-
obstructive azoospermic human male infertility ".

Dear Dr. Prafulla Shriram Ambulkar,

The project cited above has been technically approved by Science and Engineering Research Board
(SERB) as per the following :

The committee recommended the following budget

Manpower : -> Project Assistant - 1
Equipment Details : Rs. 0
Consumables : Rs. 1700000

Travel Cost : As per norms
Contingencies : As per norms
Overhead : As per norms

The final budget to be sanctioned would be based on quotations received, existing norms, funds
availability etc.

Kindly follow the below steps to acknowledge the approval :
1. Go to www.serbonline.in through your credentials
2. Go to Menu --> Proposal submission --> View submitted proposals

3. Click on the link under Status column "Proposal Approved, Acknowledgment pending from PI"


http://www.serbonline.in/

You are requested to upload the Quotations of the approved equipment (if any), and
salary structure for the project staff (including HRA, Medical Benefits, if applicable

etc.) strictly within 15 days from the date of this letter so as to enable us to issue the
financial sanction.

A certificate stating that any visit abroad for a period more than eight weeks would be undertaken after due
permission from SERB, may also be submitted.

SERB has adopted the Scientific Social Responsibility (SSR) Policy which mandates SERB Grantees to
undertake some SSR activities during their project period. You are requested to read the SSR guidelines
available under SSR menu in the online portal and choose the activities according to your preference.
Depending on the activity chosen, additional budget would be provided under separate head to carry out
the chosen activities. It is mandatory to submit SSR details along with RTGS and other relevant
documents.

Kindly upload RTGS details of the implementing institute to facilitate transfer of the fund as per the
template. Kindly quote the reference number in all future correspondence. The project's reference
no. SRG/2021/001919 may also be mentioned in all research communications arising from the above
project.

Please note that the project starts only after it is accorded financial sanction by SERB and the date of start of the
project will be the date on which your host institute receives the first instalment of funds.

Yours sincerely,
(Dr. Pramod Kumar Prasad)
Scientist-D

Email: pk.prasad@serb.gov.in

Dr. Prafulla Shriram Ambulkar
Centre For Genetics And Genomics Department Of Anatomy

Mahatma Gandhi Institute Of Medical Sciences , Sevagram, Wardha, Wardha, Maharashtra-442102

*hkkkkkkkkkkkkkkkkkkkkkkk LEGAL DISCLAI M E R *kkkkkkkkkkkkkkkkkkkkkkkkx

Please do not reply to this mail !!

[ SERB is now on Social-Media. Kindly follow us on Twitter: @serbonline https://www.twitter.com/serbonline]

This is a system generated information and does not require any signature.This E-Mail may contain Confidential
and/or legally privileged Information and is meant for the intendedrecipient(s) only. If you have received this e-mail in
error and are not the intended recipient/s, kindly notify us at info@serbonline.in and then delete this e-mail
immediately from your system. Any unauthorized review, use, disclosure, dissemination, forwarding, printing or
copying of this email or any action taken in reliance on this e-mail is strictly prohibited and may be unlawful. Internet
communications cannot be guaranteed to be timely,secure, error or virus-free. The sender does not accept any
liability for any errors, omissions, viruses or computer problems experienced by any recipient as a result of this e-mail.

'SAVE PAPER - THINK BEFORE YOU PRINT!

* Dongt want to receive such notification anymore?Click here to send a mail to unsubscribe


mailto:pk.prasad@serb.gov.in
https://www.twitter.com/serbonline
mailto:info@serbonline.in
mailto:info@serbonline.in?subject=Unsubscribe
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MEMORANDUM

Reterenee thes office letter of even number dated 2:1.01,2920,

the Divector General, ICMR sanctions the payment of Rs 19,S8,8685/- (Rupees Nineteen Laes Filly
Fuzht Thowsand Eight Mundied Siay Eight anly) as the 1™ instaliment of 1" year: The grant for incurring
expainditere e connection with the above mentioned research scheme. The amount of Rs 19,58,868/- for
the period from 112020 to 31,12.2020

may be debited in the provision of 11$.35,12,736% made for the
above mentioned rescarch seheme for the eurrent financial year 2019.2020.

A fomal bl for Rs. 19,588,868/~ is sent herewith for payment through RTGS 1o the
Down, Nahatma Gandhi lastitute of Medical Sciences, Wardha, (Mandate form cnclosed)

Phis as issuec with the concurrenceol the finance year ICMR-FCRA2019-2020/ I'rn_’nrcl -08"

Copy to :

1. The Dean. . Mahatama Gandhi Institute of Medical Sciences, Sewagram, Wardha 442102

\;__:;,-ﬁr‘ Subodh Sharws Gupta, Professor of Community Medicine, Mahatama Gandhi Institute of Medical

e

Seiences, Sewagrim, Wardha - 42102,

Copy together with copies of the budget statement forwarded 10 the Accounts V Section, 1CMR for
information and necessary action.

Mis. Komal Nagpel, Consultant FCRA, ICMR, New Delhi.

S Dr. Anju Sinba, Scentist F, ICMR, New Delhi,

Admn. OfTicer
I or Divcetor General

Scanned with CamScanmer
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No. STMRCZ09-RBMCH

The DEAN Dated: 14,8.2020

Mahaoe Gandhi lnsumte of Madical Science,

Sevigrun, Wandha-d42 102, Maharashire

Subject: Sanction of Budget Allotment for the UKRI MRC. JGHT (Reference: MR SO0S9121) funded New
Meltidemre Task Force projest emtitied: “Phase 111, Multicentre, Randomized. Double-Blind, Placebo-
Controliad Study o Pvaluate Efficacy of Probiotic Supplementation for Prevention of Neonatal Sepsis in 0-2
Menaths old Low Birth Weight Infants in India® under Dr. Subodh Sharan Gupta, Professor of Dept. of
Comunumity Madicine. Mahatama Gandhi Institure of Medical Sciences, Sewagram, Wardha Maharsshta .

Dear SinvMadan.,

The Director General of the ICMR sanctions the above mentionad research scheme initally for the period of one
aear from 1092020 spject 1o extension vp 1o total duration specified in para 3 below,

The Duwctor General of the ICMR also sanenons the budget allotment of Rs. 3745968~ (Rupees Fifty Seven Lakhs

Fortv Five Thousand Nine Hundred Sivn Eight Onlv) as detailed in the attached  statement for the period from

Q1092020 to 3L.OS. 2021, The grant-in-aid will be given subject 1o the following conditions:

1. The payment o the eant will be paid through RTGS to the head of the Institute. The Statfappointed on the project
paid as indicaied in the Dudiget sttement.
oo the profee will de recruited as per the rules and procedure of the host institute and second part of the

endertaking be obained fom the enyiloyees of the project.

[#%

14
'E

3 The sporoved durstion of the schane is 2 vears 6 months (30 months) and the subject recruitment period is for 18
months . The annual extension will be given after review of the work done on the scheme during the previous vear.

<. The anaual progress cepont as per MRC mincelines should be submitted to the Council, as per the MRC guidelines
SiVIRg complete actua’ details of the research work done.

3. The Iastitute will maintain 2 separate saving account of the receipts and the expenditure incurred on the

research scheme sad will furnish a utilization certificate and an audited statement of the account pertaining to
tae grant. The MRC requires interim expenditure report 1o be compiled by the sponsor and for this you are
requested to comply with the Evidencing Expenditure on UKRI grants (including GCRF) attached herewith
{Flag "A%).
6. The institute shall utilize the Grant as per the provisions laid down in the GFRs 2017 and T.A Rules.
7. The zbove 1enms and conditions are indicatad on ICMR website
ours t‘aizh:‘t‘n}.
\ 4 £
N (RS Sy

{aantet Kaur Baiy)
Administrative Othcer
AL For Director General

Copyrto -

\,‘./ Dr. Subodh Sharan Gupia, rotessor of Dept. of Community Medicine, Mahatama Gandhi institute of
Medical Sciences, Sewagram, Wardha - 442102 Maharashtra.

- Accounts V Section, ICMR for infermation and necessary action.

« Ms. Sacha, Comalian: FCRA. ICMR. New Delhi.

- Dr. Anju Sinba, Scientist F, Div_ ot REMCH, ICMR HQRS, New Dethi.

i b

Ie

Admi, Officer
Feor Director Getteral

Scanned with CamScanmer
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51.No.17024 Date:24-08-2021 E. VENKATESH
Sold to: M. Pandu Ranga Reddy LICENSED STAMP VENDOR
S/0 Late M. Seetharam Reddy R/o Hyd L.No.16-07-08/10,RL.NO.16-07=-03/2019
For Whom: Biological E Ltd. D.No.5-3-856/17,G-17, NANDINI COMPLEX,

M. J.MARKET, HYD-12.CELL :9866313526

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement(the “Agreement”)is made on 08" Sep, 2021 (“Effective Date™)
by and between Biological E. Limited, a company incorporated under the Companies Act, 1956
and having its registered office situated at 18/1&3, Azamabad Hyderabad 500020, Telangana,
! India (“Sponsor”), of the First Part; and Dr. Bishan Swarup Garg , a registered medical
practitioner holding MCI registration number MCI-20851, currently working as Director-
Professor of Community Medicine in Mahatma Gandhi Institute of Medical Sciences, Sewagram,
. Wardha, Maharashtra, India - 442102 (“Principal Investigator™), of the Second Part; and
' Mahatma Gandhi Institute of Medical Sciences. a hospital established registered under the
laws of India, having its place of business at Mahatma Gandhi Institute of Medical Sciences,
' Sewagram 442102 Wardha District, Maharashtra, India represented by its Dean Dr. Nitin
Gangane (“Institution™), of the Third Part.

For biologica! E. Limited hs‘
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WHEREAS,

A. The Sponsor is a biopharmaceutical company, which develops, manufactures and markets
innovative vaccines and biologics. Biological E. Limited has developed CORBEVAX
Vaccine product and is desirous of testing the same in humans through a phase 111 Clinical
Trial to be conducted in 30 study centres;

B. The Institution has its own premises fully equipped to conduct the Study mentioned under
this Agreement;

C. The Sponsor has already identified the Principal Investigator based on his experience and
expertise and also fumished sufficient information regarding the Study drug and the Protocol;

D. 'I'ht_Principal Investigator has, after careful review of the Protocol and other materials
?I:ctlmg to the Clinical Trial conveyed his willingness to the Sponsor to conduct the proposed
tudy;

E. The SPonsor shall provide technical and financial support mentioned in this Agreement to
the Principal Investigator to conduct the Clinical Trial and the Principal Investigator in lieu
of such support has agreed to enter into this Agreement with the Sponsor; and

F. The Principal Investigator has obtained and shall maintain in full force and effect all
permissions, sanctions and approvals from the Institution and relevant governmental and
regulatory authorities to undertake and conduct the Clinical Trial;

NOW, THEREFORE, the Parties herelo, in consideration of the mutual covenants and premises
contained herein, enter into this Agreement and agree as follows:

1. Definitions
L1 “Study” or *Clinical Trial” shall mean study entitled:

“A Prospective, Single-blind, Randomized, Active-controlled Phase [II Clinical Study to
Evaluate the Immunogenicity and Safety of Biological E's CORBEVAX Vaccine for Protection
Against COVID-19 Disease When Administered to RT-PCR Negative Adult Subjects, " and all
the title amendments thereto as the Parties may from time to time agree in writing.

1.2 *“Protocol” shall mean:

The description of the Study mentioned in the Study protocol number BECT/COVID-19-
PHASE-111/074 and all amendments thereto as the Partics may from time to time agree in

writing.

1,3 “Study Drug” or “Investigational Drug” shall mean;
CORBEVAX Vaccine (Manufactured by Biological E. Ltd.).
1.4  “Ethics Committee” shall mean:

An independent body or an Institutional Ethics Committee, constituted and registered with the
licensing authority under the provisions of Drugs and Cosmetic Act, 1945 and rules amended

thereof.
Fer Biological E. Limited

by
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2.1

2.2
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2.3

2.6

For Biological E. Limited

Page - 3 -

Responsibility of the Prineipal Investigator and the Institution

?I‘hc Institution agrees to provide full support to the Principal Investigator who is working
in Department of Community Medicine in the Institution, to conduct the ¢ linical Trial in
Its premises and utilize reasonably the facilities available in the Institution for the Study
and shall allot qualified co-investigators, Co-ordinators and other persons with prior

consent of the Sponsor, for proper conduct of the Study in accordance with the terms of
this Agreement and the Protocol.

The Pr!ncipnl Investigator and Institution shall be joinlly and severally shall be
responsible (a) to conduct and complete the Clinical Trial of the Sponsor strictly in
accordapcc_ with the applicable regulatory requirements and the Protocol as approved by
the lnsl.ltulmnal Ethics Committee; (b) to comply with all applicable rules, regulations
and guidelines, both national and international, including but not limited to, ICH
Harmonised Tripartite Guideline for Good Clinical Practice (CPMP/ICH/135/95), Indian
GCP and New drugs & Clinical Trial Rules 2019 issued by CDSCO, Directorate Gieneral
of Hea]lh Services, Gowt. of India; Drugs and Cosmetics Act 1940 and Rules, gazette
mufic_;:anons made thereunder (as amended from time to time), ethical principles
contained in the current revision of Declaration of Helsinki, Ethical Guidelines for
Biomedical Research on Human Subjects issued by the Indian Council of Medical
Research (“Applicable Laws & Guidelines"); (c) to fulfill all other terms and conditions
stipulated herein and in the Annexures hereto, during the period of, and also afier the
completion of, the Clinical Trial as agreed upon by him; and (d) to provide Sponsor a
copy of registration certificate issued by the licensing authority to Ethics Committee
before initiation of the Clinical Trial.

The Principal Investigator along with any co-investigator employed/assigned in the
Institution shall personally review all case report forms to assure its completeness and
accuracy. A case report form is deemed complete when:

(i) the case report form has been completed by the Principal Investigator in accordance
with Study requirements;

(ii) it relates to a properly qualified subject who participated in and completed the Study
in accordance with all Study requirements and directions from the Sponsor; and

(iii)it can be used in all analyses of the Study results.

The Principal Investigator undertakes that all data shall be submitted in a timely manner
to the Sponsor.

Principal Investigator shall at all-time exercise independent medical judgment as to the
compatibility of each subject with the Study as per Protocol requirements. Principal
Investigator shall notify the Sponsor, Chairman of Ethics Committee and licensing
authority within twenty-four (24) hours of any serious adverse events related to or
unrelated to the Study Drugs and of overdoses and any other event as set forth in detail
in the Protocol.

The Principal Investigator and Sponsor shall provide report of serious adverse events after
due analysis to the Chairman of the Ethics Committee, Head of the Institution and to the
licensing authority of any deviations in the Protocol or serious adverse events
immediately and in any event within fourteen (14) calendar days from the date of
occurrence of such deviation and/or serious adverse events, as the case may be.

The Principal Investigator and Sponsor shall provide report of seriuug. adverse events after
due analysis to the Chairman of Ethics Committee, licensing authority and to the Head of

b
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the Institution within fourteen (14) calendar days of occurrence of such serious adverse
events.

2.7 Inthe event the Principal Investigator becomes unwilling or no longer in the employment
of the Institution or unable to perform the Study, at any latter stuge, the Principal
Investigator/Institution shall provide notice to the Study subjects, Fthics Committee and
Sponsor at least thirty (30) days before Principal Investigator intends to stop/withdraw
from the Clinical Trial. The Principal Investigator and Institution shall endeavor to
promptly recommend a replacement Principal Investigator, from among the consultants
of the Institution. The Sponsor shall have the exclusive right to approve or reject any such
replacement of Principal Investigator. The new principal investigator which is approved
by the Sponsor shall be required to agree to the terms and conditions of this Agreement.
In !hF event Sponsor does not approve such new principal investigator, the Study will be
terminated immediately and no further payment shall be made to Principal Investigator
and the Institution, Upon such termination, Institution shall (i) ensure appropriate therapy
and fo'llow-up for enrolled Study subjects; (i) maintain all Study related documents for
such time as may be required by Sponsor and shall take measures o prevent accidental
or premature destruction of these documents and (jii) undertake to complete the Study on
all the enrolled subjects as per approved Protocol.

3. Conduct of Clinical Tria)

3.1 The Sponsor shall appoint it's employee to monitor the Clinical Trial and also reserves
i’s right to nominate any other person as monitor.

32 Principal Investigator shall enroll the allotted number of subjects in a period of 60
calendar days from the date of study site initiation. It is hereby clarified that no payment

shall be made to the Principal Investigator, if the Study subject is not participating in that
particular visit.

3.3 Principal Investigator and the Institution agrees that if Principal Investigator cannot
conduct and complete the Study to the satisfaction of the Sponsor within the time
prescribed by the Sponsor on the agreed number of subjects as per clause 3.2 above, the
Sponsor may at its sole discretion and without prejudice to its rights under this
Agreement, send a notice to the Principal Investigator and the Institution 1o discontinue
the Study. The Principal Investigator and Institution agrees to cease recruiting subjects
for the Study immediately upon receiving such notice from the Sponsor to stop recruiting
the subjects for the Clinical Trial.

34 Principal Investigator shall ensure that the Audio Visual recording of the informed
consent form signed by or on behalf of the Study subjects have been reviewed and
approved by Ethics Committee prior to initiation of the Study. Upon approval of the
informed consent form by the Ethics Committee, a copy of the approval letter shall be
provided to the Sponsor by the Principal Investigator, who shall further obtain audio
visual informed consent form duly signed by each of the subjects/Legally acceptable
representatives on behalf of the Study subjects enrolled in the Study in accordance with
Applicable Laws and Guidelines. The Principal Investigator shall ensure to maintain for
record an audio-visual recording of the informed consent process of individual subjects
including procedure of providing information to the subjects and their understanding on
such consent. However, at the request of the Sponsor, Principal Investigator shall
handover a copy of such recording for regulatory compliance or any order.

3.5  The Study of the Sponsor is being entrusted to the Principal Investigator and Institution
directly by the Sponsor as a technical assignment, based on the skill, knowledge and

For Biological E. Limited bﬁu
4 \
/ _.'_\_k\____.-
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l:xpcncnlcc ‘?r the Principal Investigator in the specialty arcas related to the Clinical Trial
and Institution's experience as o qualified testing facility in the Clinical Trial. The
F'_n_nm‘pnl Investigator shall be personally obligated to conduct and complete the Clinical
Trial in accordance with the Protocol as well as other terms and conditions specified by
the Slnm'sm_' herein, All items received from the Sponsor, from time o time, (including,
Pu‘ Bt _l'“"“’d 10, Study Drug, documents, Confidential Information, communications,
Instructions etc.), records and registers required to be maintained and all data generated
hcmund'er by the Principal Investigator, shall be under the exclusive care, custody and
responsibility of the Principal Investigator throughout the period of the Clinical Trial and
thereafter for a period of fifieen (15) years afler the Sponsor has discontinued its Study
or such longer period as required by Applicable Laws & Guidelines. At the end of such

period mentioned above, the Institution shall obtain written approval from Sponsor before
destruction of such data,

Principal Investigator agrees to assume all the legal obligations of the Sponsor for the
Study related duties and functions under this Agreement and the Protocol.

Principal Investigator/Institution shall ensure that all the individuals involved in the
conduct of the Study shall strictly adhere to the terms and conditions of this Agreement.
Institution and Principal Investigator represents and warrants that it shall not use in any
capacity, in connection with the Study, any individual who is not duly qualified or has
been debarred pursuant to any Applicable Laws & Guidelines or against whom any
action, suit, claim, investigation or legal or administrative proceeding is pending.
Principal Investigator represents and warrants that no action, suit, claim investigation or
legal or administrative proceeding is pending or threatened relating to Principal
Investigator's debarment and/or debarment of the persons engaged by Principal
Investigator to assist for the Study.

Principal Investigator represents and warrants that he has obtained and shall maintain in
full force and effect all the necessary approvals, permissions and sanctions from the
Institution, Ethics Committee and all the government and regulatory authorities to
conduct the Clinical Trial.

Study Drug

The Sponsor will provide the Study Drug to the Principal Investigator/ Institution free of
cost/charge and in such quantities sufficient to complete the Study, together with
guidelines and descriptions for the safe and proper use, administration, storage and
disposal of the Study Drug. Principal Investigator shall use Study Drug and other items
provided by the Sponsor only to conduct the Study in accordance with the Protocol and
Applicable Laws & Guidelines and instructions of the Sponsor and shall not chemically,

physically or otherwise modify the Study Drug, unless specifically required to do so by

the Sponsor in writing to the Principal Investigator. Principal Investigator and Institution

jointly and severally agrees that they shall administer, handle, use, store, and or dispose

the Study Drug and other items provided by the Sponsor in compliance with Sponsor’s

instructions and all Applicable Laws & Guidelines.

The Parties hereby clearly understand that the subject matter of the Agreement is to

clinically evaluate the safety and tolerability of the Study Drug and that the Clinical Trial
shall not constitute complete treatment to cure any disease.

Visit and Inspection

The Sponsor or its authorized representatives, and regulatory authorities 1o the extent
permitted by law, shall have the absolute right to:

For Biological E. Limited u\“hk
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For Biological E. Limited
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i. examine and inspect the Institution’s facilities whenever Principal [nvestigalor 13

conducting Study;
i, inspect and copy all data and work products relating o the Study. and

iii. audit all reports and data from Principal Investigator 10 ensure compliance with i
terms of this Agreement and Protocol.

Payment

Institution hereby undertakes that in consideration of Principal Investigator's camtmg out
Clinical Trial at the Institution in accordance with the terms of this Agreement, Sponsor
shall make the payment to the Principal Investigator as per the payment schedule as -
forth in Exhibit A. All the payments shall be made directly to the Principal

Investigator/designee.

The Parties agree that the payment of the amount set forth in Exhibit A_wi]l be paid by
the Sponsor to the Principal Investigator to compensate all the expenses 1qcum:d hy' him
in execution and conducting the Clinical Trial at the Institution so that, neither the Study
subject, nor the insurance program nor the public assistance agency shall be liable for the
same. The payment of the amount set forth in Exhibit A is also meant (o compensate
Principal Investigator for the professional and clerical allowances, laboratory
examinations for all the activities as per the Protocol including but not limited to,
preparation of the subject records, medication accountability records and other trial
related documentation.

Institution and Principal Investigator shall not be entitled to any other expenses, benefits,
consideration or fee of co-investigator, whether monetary or otherwise under this
Agreement or elsewhere and it covers all out of pocket expenses incurred by Principal
Investigator in conducting Study at the Institution including but not limited to telephone,
telex, travel and office expenses.

Sponsor shall be entitled to deduct tax at source (if applicable) while making payment to
Principal Investigator on behalf of the Institution under this Agreement.

In case of very slow/no recruitment, after providing stipulated time of recruitment, at any
participating site the competitive recruitment strategy of study subjects would be planned
to achieve the overall study timeline based upon the decision taken by the Biological. E
(Sponsor). The additional supplement payment towards the additional subject’s
recruitment will be made by Biological E to the payee as per the same budget calculation
and payment schedule.

Indemnification and Insurance

The Sponsor agrees that it shall indemnify, defend and hold harmless the Principal
Investigator from and against all suits, claims, losses or damages, arising as a result of (i)
either brcasfh of any representation/warranty made by the Sponsor herein and or (ii) of
per_sonal injury to (including death of) Study subject, which injury is sustained due to
::rmus adverse events of the Study Drug except to the extent such claims are attributable

a) _the failurc_ of the Principal Investigator, any co-investigator or any other personnel
involved in the performance of the Study to adhere to the terms of the Study
Protocol or any written instruction relative to the administration, use, handling,

Mo
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storage of any drugs used in the performance of the Study, of comply with any

Applicable Laws & Guidelines; or

ful malfeasance/ misconduct of
her personnel (including
d in the performance of the

b) Any negligent or wrongful act or omission, or will
the Principal Investigator/ co-investigator/any ot
employees, agents or independent contractors) involve
Study.

It is a condition precedent to the Sponsor’s indemnification obligations under above
mentioned clause 7.1 that:

a) whenever Principal Investigator has information from which_ it may rcaso‘nably
conclude an incident of bodily injury or death has occurred, Principal ln\'FStlSﬂlf-‘;
shall immediately give notice to Sponsor of all pertinent data suerounding suc
incident. In addition, Principal Investigator shall comply with all "f: their
obligations with regard to adverse event reporting procedures as set forth in this

Agreement and the Protocol; and

above must (i) promptly notify the

b) the Principal Investigator under clause 7.1 |
thorize and permit Sponsor 10

Sponsor of the assertion of any such claims (i1) au g i ;
conduct and exercise sole control of the defense and deposition (including all

decisions relative to litigation, appeal or settlement) of such claims and (iii) ‘f‘ully
cooperate with Sponsor regarding any such claims (including access to pertinent
records and documents and provision of relevant testimony) and in dctermu!lng
the scope of Sponsor’s obligations hereunder. Subject to the foregoing, Principal
Investigator may also participate with prior consent of the Sponsor in any such
claims at his own cost and expense. Principal Investigator agrees (o cooperate
with and to authorize Sponsor to carry out sole management and defense of such
claim or action. Principal Investigator shall not compromise or settle any claim or

action without the prior written approval of Sponsor.

The Principal Investigator and the Institution hereby irrevocably agree that they shall
indemnify and hold harmless the Sponsor, its present and future directors, officers and or
employees against any and all consequences, damages, suits, actions, claims, costs and
expenses including reasonable attorney's fees and any cost of medical treatment of any
illness or injury sustained by a Study subject, cost of fresh studies (collectively the
“Claims”) arising out of or in relation to (i) any breach of any of the representations
and/or warranties made/held out by the Principal Investigator and the Institution in this
Agreement; or (ii) breach of any of the terms of this Agreement by the Principal
Investigator, the Institution or any individual engaged by Principal Investigator to support
him in the conduct of the Study; or (iii) intentional deviation or omission or negligence
in conducting the Study by the Principal Investigator, the Institution or any individual
engaged by Principal Investigator to support him in the conduct of the Study; or (iv)
failure to follow the instructions of Sponsor by the Principal Investigator and the
Institution; or (v) failure of the Principal Investigator and the Institution to conduct the
Study in accordance with the Protocol, Applicable Laws & Guidelines.

Insurance

a) The Sponsor undertakes that it will securec and maintain in full force and effect
thrm_:ghoul the performance of the Study (and following termination or early
le_nnu}alipp ot:' the Study and to cover any claims arising from the Study) a clinical
trial liability insurance policy from an Indian insurance company for an amount

&
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appropriate to, and in accordance with, the Sponsor’s activities and obligations
contemplated in this Agreement.

b) The Institution undertakes that it will secure and maintain in full force and effect
throughout the performance of the Study (and following termination or early
termination of the Study and to cover any claims arising from the Study) a clinical
trial liability insurance coverage from an Indian insurance company for the Study for
an amount appropriate to, and in accordance with, the its activities and obligations
contemplated in this Agreement.

Publication of Resu

Itis the general policy of the Sponsor to encourage publication of results of Clinical Trial
on a case to case basis. However, according to good scientific practice no interim data
should be published by the Principal Investigator/ Institution unless agreed by the P artics
in writing. It is further agreed that when the Principal Investigator/ Institution request for
publications, the manuscript shall be based on final report of the Study and before any
publication it shall be sent to the Sponsor for its perusal, comments and approval. The
Sponsor may at its discretion may either refuse the publication or forward it to the
Principal Investigator/ Institution along with its comments or modifications which shall

be final and binding on the Principal Investigator/ Institution.

Publicity and Product Promoting Activity
It is agreed that no Party shall issue any press release or other third party communication
relative to this Agreement without the prior written consent of the other Party except to
the extent that the Sponsor shall have absolute right to issue any press release relating to
the Study related data. Principal Investigator shall not use the name of the Sponsor and/or
its employees in any advertising or sales promotional material or in any other way not
required by law or regulation without the prior writien consent of the Sponsor.

Confidentiality

The Principal Investigator and the Institution agree to keep confidential and secret all
materials, documents and confidential information that the Sponsor discloses to the
Principal Investigator and the Institution pursuant to this Agreement and also all
materials, documents and information’s gathered, generated or developed by Principal
Investigator and the Institution under the Study including but without limitation to results
and discoveries emanated from the Study, regardless of whether such information is
marked as “Confidential,” “Proprietary” or the like, which is furnished to the Principal
Investigator by or on behalf of the Sponsor whether in written, electronic, oral, visual or

other form (“Confidential Information").

The Principal Investigator and the Institution agree, represent and warrant that any
Confidential Information that they receive shall be protected at least, with the same degree
of care and protection in the strictest confidence as of its own and shall take all reasonable
measures to protect it. The Principal Investigator and the Institution shall use such
Confidential Information only for the purpose of fulfilling their obligations mentioned
herein and shall not disclose such Confidential Information without the prior written
consent of the Sponsor to any third party except as required by law provided that the
Principal Investigator and the Institution shall:

(i) first give prompt notice of such disclosure requirement to the Sponsor so as 1o seek
any limitations on or exemptions from such disclosure requirement; and

N &1‘1‘3&\—'-
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(i) reasongpy co-ope
y .
appropriate g n':;‘ the Spansor in any such efforts of defense to be made before

Principa] Investj
i minugﬁg:?mqfnr the Tnstitution may disclose Confidential Information to
required to be invoi Pital authorities, Ethics Committee members and others who are
iy ved in the Study on a need-to-know basis provided that: (i) such
and (ii) all ol e Ways remain liable to maintain the confidentiality in terms hereof

(a) at the time of disclosure or after disclosure to the Principal Investigator /Institution
-omes part of the public domain by publication or otherwise, except by breach of
this Agreement by the Principal Investigator/ Institution or their successors or assigns;

(b) by written records were in the Principal Investigator/ Institution’s possession at the

time of disclosure by the Sponsor were not acquired directly or indirectly from the
Sponsor;

(c) subsequent to disclosure hereunder, the Principal Investigator/ Institution receives
from a third party legally in a position to provide with information to the Principal
Investigator/ Institution, provided, however, that such was not obtained by said third
party directly or indirectly from the Sponsor under an obligation of confidentiality,

All clinical data, including case report forms and other information and discoveries
resulting from the Study (“Inventions”) shall be the sole property of the Sponsor and will
be treated as “Confidential Information™ by the Principal Investigator and the Institution
and may be used by the Sponsor in any manner. Further. Principal Investigator and the
Institution shall assign to the Sponsor all of their rights, title, and interest in such
Inventions.

All Confidential Information disclosed pursuant to this Agreement, together with all
copies thereof, summaries and all information, know-how, data and materials generated
by the use of the Confidential Information, shall be returned to the Sponsor by Principal
Investigator and the Institution forthwith upon written request or upon termination of this
Agreement, whichever is earlier.

Principal Investigator and the Institution agree that the Confidential Information is of a
special and unique kind, the protection of which is essential to the operation of the
Sponsor, and that if there is a breach (either actual or threatened) by the Principal
Investigator/ Institution or co-investigator or a party in receipt of Confidential
[nformation under this Agreement, the Sponsor would have no complete remedy at law.
Therefore, in addition to any other remedies that may be available at law or equity,
Principal Investigator and Institution agree that the Sponsor shall be entitled to seek from
any court of competent jurisdiction, injunctive relief, specific performance or other
equitable relief, for any actual or threatened violation of this Agreement (without the
necessity of posting any bond or other security proving special damages) and that the
Principal Investigator and Institution shall not oppose the granting of such relief. In the
event of any litigation relating to this Agreement, if a court of competent junisdiction
determines that this Agreement has been breached by one Party, then that Party shall
reimburse the non-breaching Party for all its costs and expenses (including, without

For Biological E. Limited
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limitation, attomey fees and other legal expenses) incurred in connection with all such
litigation.

erabili Waiver and Assignment

The invalidity or unenforceability of any term or provision of this Agreement, the
remaining provisions shall stand to the fullest extent permitted by law. The failure of any
Party at any time or times to require performance of any provision hereof shall in no

manner affect the right of such Party at a later time to enforce such provision or any other
provision of this Agreement,

Waiver by either Party or the failure by either Party to claim a breach of any provision of

this Agreement shall not be deemed to constitute a waiver or estoppels with respect to
any subsequent breach of any provision hereof.

This Agreement shall not be assigned as a whole or in part by Principal Investigator
and/or Institution without the prior written consent of the Sponsor.

Validity & Termination

This Agreement shall become effective on the date first set forth above_and shall continue
till the completion of the study thereof or until this Agreement is terminated due to:-

a. Determination by the Sponsor that the Principal Investigator is not performing the
Study as required in the Protocol and/ or is not meeting the agreed upon enrollment;

Failure of the Principal Investigator’s or its associated staff or any other person
engaged in the Study (excluding subjects) to be available, upon reasonable prior
notice by the Sponsor, to meet at mutually convenient time with the Sponsor enabling

it to monitor the course of the Study as necessary and to discuss information relevant
to the Study;

Determination by the Sponsor that business or scientific considerations require
termination;

Case report forms provided to the Principal Investigator by the Sponsor to be used in

the Study, are not legibly completed and forwarded to the Sponsor or its designated
representative;

At the request of either DCGI or Ethics Commitiee;

Notification to the Sponsor from central or state regulatory authorities to terminate
the Study;

Failure of the Principal Investigator/ Institution to provide access by the Sponsor’s

representatives all original medical records necessary to verify entries on the Study
case report forms;

The Sponsor may terminate this Agreement;

a) At any time upon thirty (30) days written notice to the Principal
Investigator/Institution.

b) Immediately for safety reasons relating to the use of the Study Drug.

Either Party may terminate this Agreement by notice in writing to the other Party if the
other Party commits a breach of this Agreement, and which, in the case of a breach

For Biological E. Limited
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capable of remedy, shall not have been remedied by the defaulting Party within thirty
(30) days of receipt of notice identifying the breach and requiring its remedy.

Effect of Termination

Upon receipt of notice of termination, the Principal Investigator shall im".m."mely -
enrolling subjects into the Study and 10 the extent medically pcrmlssnble, ceas;
zlzdministe;ing the Study Drug and conducting Clinical Trial on subjects already entere
into the Study. In case of early termination of this Agreement, due to an e of
Principal Investigator shall request all Study subjects within one month from the b‘:cls
termination notice to attend a follow up visit for proper safety assessmen! o g rs
enrolled. The Principal Investigator shall use all reasonable efforts 10 complete repo o
for all subjects that have been entered into the Study prior to the date of termination
this Agreement.

Upon termination or completion of the Study, the Principal Investigator and Inslmlllltg:;
chall return to the Sponsor all unused Study drugs. case report forms, whether cOTP .

or not and other related materials including but not limited to materials that were
furnished to the Principal [nvestigator/Institution by or on behalf of the Sponsor. In casei
the Sponsor desires destruction of aforementioned malcna-l. the Principa
Investigator/Institution shall destroy such material in front of authorized reprg:senwtwc
of the Sponsor and shall also provide the Sponsor with a certificate of destruction.

Miscellaneous

1t is agreed by the Parties that the Principal Investigator and Institution shall act il:l t}'ie
capacity of independent contractor hereunder and not as employees, agents or joint
ventures of or with Sponsor. Neither Principal Investigator nor Institution shall have any
authority to represent, or bind the Sponsor.

Principal Investigator shall comply with all the terms of the Investigator undertaking
letter he has provided to the Sponsor.

This Agreement contains the entire understanding of the Parties hereto and supersedes all
prior oral and written agreements and understandings of the Parties except confidentiality
agreement, if any, pertaining to the subject matter hereof.

If the terms contained in the Exhibit attached hereto conflict with any provisions
contained in this Agreement, the terms contained in this Agreement shall prevail. Unless
otherwise provided herein, this Agreement may not be amended, supplemented or
otherwise modified except by an instrument in writing signed by the Parties hereto.

The Parties undertake to notify each other of all events that influence the performance of
this Agreement. Notifications shall be made to the following addresses: -

(i) To Sponsor : Biological E. Ltd.
18/1 & 3, Azamabad
Azamabad, Hyderabad — 500020
Telangana, India

(i) To Principal lnvutjgalnr: Dr. Bishan Swarup Garg
Title: Director-Professor of Community Medicine
Address: Mahatma Gandhi Institute of Medical Sciences,
Sewggmm, Wardha, Maharashtra, India - 442102,
Mobile: +91- 9422141693

Email id: gargbs@gmail.com

by
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() To Institution:: Dr, Nigiy M. Gangane
Title: Dean
Address: Mahatma Gandhi Institute of Medical Sciences,
Sewagram, Wardha, Maharashtra, India - 442102.
Mobile: +91- 9422144856
Email id: dean@mgims.ac.in

:E’thlsglil;c or difﬁ.:rence whntsucvef- arising between the Parties out of or rcl:‘ui'ng to the
ek n, meaning, scope, operation or effect of this Agreement or the validity or the

ch thereof shall be exclusively settled by arbitration in Hyderabad, which shall be
go"cmffi by the Arbitration and Conciliation Act, 1996 as amended from time to time.
T'he arbitral tribunal shall comprise of sole arbitrator to be appointed by the managing
director of the Sponsor. The language to be used in the arbitral proceedings shall be

E“EﬁSh. The award rendered by the arbitrator shall be final and binding upon the Parties
ereto.,

14.6 Parlies_agree that for claiming injunctive relief and for the enforcement of arbitral award
courts in Hyderabad shall have exclusive jurisdiction in all matters arising out of or with
this Agreement

IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be duly executed
as of the date first set forth above in triplicate each being legally authentic and binding.

For and on behalf of Principal Investigator For and on behalf of
Biological E Limited s s L Institution
For Blological E. Limited R
Al - s ’

Signature & Date Signature & Date

Name: Mr. N.Eswara Reddy | Name: Dr. Bishan Swarup | Name: Dr. Nitin M

Title: Sr.Vice President-Legal Garg Gangane
Title: Director-Professor of | Title: Dean
Community Medicine

Seal: Proliieor ngal': gﬂ: flVI o
+aTnen of Community M". and § [nstite
H.GImS: SEW’M: Moedical Setences, S;-Au‘ﬂ%

Witness: Witness: Witness:

A .
Qi
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Exhibit - A
BUDGET AND PAYMENT SCHEDULE
The following budget ¥:

will apply for the conduct of the ACTIVIT

T BECTY CORBEVAX STUDY BUDGET _
AR
Description S’:;j::u visits | oo "p’:‘:‘ Amoust
visit | subject :
Investigator Fee 75 71 2000| 14,000] 9,00,000
Co-Investigator 75 7] 1250 8750 6,56,250
Study Co-coordinator /Supporting team 75 B 750 5250 | 393,750
(Phlebotomist etc)
Institutional Overheads (on Investigator 75 20% 4550 | 3,41,250
& Co-Investigator)
Subject Travel Conveyance 75 7 600 4,200 3,15,000
; ; Variable cost* (A)
Unit
Description Qty. | Uom Price Amount
One time Setup Charges (courier, Interet, AV
Recording and others) 1 LS| 50.000 50,000
Study Archival Fee for 15 years 1 LS| 60,000 60.000
Total Fixed Expenses (B) | 1,10,000]
Total Cost without Screen Failure | 27,16,250 |

Total Cost (in Words): Twenty-seven Lakhs sixteen thousand two hundred fifty rupees
only. (GST 18% extra as applicable by government laws, wherever applicable).

Budget Note:
e No charges will be paid for screen failure subjects
e TDS will be deducted on all payments as applicable.

The following ACTIVITY linked Payment Schedule will apply for release of total payment
to the SITE:

S.No Payment Milestone Description of Milestone =
1 5 One time setup charges will be paid upon execution o?
I Milawtc Clinical trial agreement
B 2nd Milestone 30% After completion of subject enrolment
3 3rd Milestone 30% After completion of 56 Days
4 4th Milestone 40% After site close out along with Archival Fee

Payment will be made based on number of visits completed by the enrolled subjects at your site,
which would be paid as per the above mentioned budget proposal + GST as applicable.

All study related payments should be made in favour of The Dean, MGIMS, Sewagram,
Wardha PAN No: AAATK2046G

Bank Account No: 1784800213 Bank Name: Central Bank of India Bank Address-Sewagram,
Wardha

IFSC Code: CBIN0280697.

For Biological E. Limited ‘i@ﬂ"‘
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f
; CLINICAL TRIAL AGREEMENT

® This Clinical Trial Agreement(the “Agreement”)is made on this 26" day of October, 2021
(“Effective Date”) by and between Biological E. Limited, a company incorporated under the
Companies Act, 1956 and having its registered office situated at 18/1&3, Azamabad Hyderabad
500020, Telangana, India (“Spensor”), of the First Part; and Dr. Bishan Swarup Garg , a

 registered medical practitioner holding MCI registration number MCI-20851, currently working
as  Director-Professor of Community Medicine in Mahatma Gandhi Institute of Medical
Sciences, Sewagram, Wardha, Maharashtra, India - 442102 (“Principal Investigator”), of the
Second Part; and Mahatma Gandhi Institute of Medical Sciences, a hospital established

! registered under the laws of India, having its place of business at Mahatma Gandhi Institute of
Medical Sciences, Sewagram 442102 Wardha District, Maharashtra, India represented by its

§ Dean Dr. Nitin Gangane (“Institution”), of the Third Part.

For Blological E. Limited

b,
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WHEREAS,

A. The Sponsor is a biopharmaceutical company, which develops, manufactures and markets
innovative vaccines and biologics. Biological E. Limited has developed CORBEVAX
Vaccine product and is desirous of testing the same in Children and Adolescents through a
phase II & I1I Clinical Trial;

B. The Institution has its own premises fully equipped to conduct the Study mentioned under
this Agreement;

C. The Sponsor has already identified the Principal Investigator based on her experience and
expertise and also furnished sufficient information regarding the Study drug and the Protocol;

D. The Principal Investigator has, after careful review of the Protocol and other materials

relating to the Clinical Trial conveyed her willingness to the Sponsor to conduct the proposed
Study;

E. The Sponsor shall provide technical and financial support mentioned in this Agreement to
the Principal Investigator to conduct the Clinical Trial and the Principal Investigator in lieu
of such support has agreed to enter into this Agreement with the Sponsor; and

F. The Principal Investigator has obtained and shall maintain in full force and effect all
permissions, sanctions and approvals from the Institution and relevant governmental and
regulatory authorities to undertake and conduct the Clinical Trial:

NOW, THEREFORE, the Parties hereto, in consideration of the mutual covenants and premises
contained herein, enter into this Agreement and agree as follows:

1. Definitions

1.1 “Study” or “Clinical Trial” shall mean study entitled:

“A Prospective, Randomised, Double-blind, Placebo controlled, Phase-I1 by I11 Study to Evaluate
Safety, Reactogenicity, Tolerability and Immunogenicity of CORBEVAX Vaccine in Children
and Adolescents. " and all the title amendments thereto as the Parties may from time to time agree
in writing.

1.2 “Protocol” shall mean:

The description of the Study mentioned in the Study protocol number BECT072/Covid-19-
phase-II&III/CTP-01 and all amendments thereto as the Parties may from time to time agree in
writing.

1.3 “Study Drug” or “Investigational Drug” shall mean:

CORBEVAX Vaccine (Manufactured by Biological E. Ltd.),

1.4 “Ethics Committee” shall mean:

An independent body or an Institutional Ethics Committee, constituted and registered with the

licensing authority under the provisions of Drugs and Cosmetic Act, 1945 and rules amended
thereof.

2. Responsibility of the Principal Investigator and the Institution

2.1 The Institution agrees to provide full support to the Principal Investigator who is working
in Department of Community Medicine in the institution, to conduct the Clinical Trial in

For Biological E. Limited
bavy
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its premises and utilize reasonably the facilities available in the Institution for the Study
and shall allot qualified co-investigators, Co-ordinators and other persons with prior
consent of the Sponsor, for proper conduct of the Study in accordance with the terms of
this Agreement and the Protocol.

The Principal Investigator and Institution shall be jointly and severally shall be
responsible (a) to conduct and complete the Clinical Trial of the Sponsor strictly in
accordance with the applicable regulatory requirements and the Protocol as approved by
the Institutional Ethics Committee; (b) to comply with all applicable rules, regulations
and guidelines, both national and international, including but not limited to, ICH
Harmonised Tripartite Guideline for Good Clinical Practice (CPMP/ICH/135/95), Indian
GCP and New drugs & Clinical Trial Rules 2019 issued by CDSCO, Directorate General
of Health Services, Govt. of India; Drugs and Cosmetics Act 1940 and Rules, gazette
notifications made thereunder (as amended from time to time), ethical principles
contained in the current revision of Declaration of Helsinki, Ethical Guidelines for
Biomedical Research on Human Subjects issued by the Indian Council of Medical
Research (“Applicable Laws & Guidelines™); (c) to fulfill all other terms and conditions
stipulated herein and in the Annexures hereto, during the period of, and also after the
completion of, the Clinical Trial as agreed upon by him; and (d) to provide Sponsor a
copy of registration certificate issued by the licensing authority to Ethics Committee
before initiation of the Clinical Trial,

The Principal Investigator along with any co-investigator employed/assigned in the
Institution shall personally review all case report forms to assure its completeness and
accuracy. A case report form is deemed complete when:

(i) the case report form has been completed by the Principal Investigator in accordance
with Study requirements;

(ii) it relates to a properly qualified subject who participated in and completed the Study
in accordance with all Study requirements and directions from the Sponsor; and

(ii1)it can be used in all analyses of the Study results.

The Principal Investigator undertakes that all data shall be submitted in a timely manner
to the Sponsor,

Principal Investigator shall at all-time exercise independent medical judgment as to the
compatibility of each subject with the Study as per Protocol requirements. Principal
Investigator shall notify the Sponsor, Chairman of Ethics Committee and licensing
authority within twenty-four (24) hours of any serious adverse events related to or

unrelated to the Study Drugs and of overdoses and any other event as set forth in detail
in the Protocol.

The Principal Investigator and Sponsor shall provide report of serious adverse events after
due analysis to the Chairman of the Ethics Committee, Head of the Institution and to the
licensing authority of any deviations in the Protocol or serious adverse events
immediately and in any event within fourteen (14) calendar days from the date of
occurrence of such deviation and/or serious adverse events, as the case may be.

The Principal Investigator and Sponsor shall provide report of serious adverse events after
due analysis to the Chairman of Ethics Committee, licensing authority and to the Head of

the Institution within fourteen (14) calendar days of occurrence of such serious adverse
events.

b
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In the event the Principal Investigator becomes unwilling or no longer in the employment
of the Institution or unable to perform the Study, at any latter stage, the Principal
Investigator/Institution shall provide notice to the Study subjects, Ethics Committee and
Sponsor at least thirty (30) days before Principal Investigator intends to stop/withdraw
from the Clinical Trial. The Principal Investigator and Institution shall endeavor to
promptly recommend a replacement Principal Investigator, from among the consultants
of the Institution. The Sponsor shall have the exclusive ri ght to approve or reject any such
replacement of Principal Investigator. The new principal investigator which is approved
by the Sponsor shall be required to agree to the terms and conditions of this Agreement,
In the event Sponsor does not approve such new principal investigator, the Study will be
terminated immediately and no further payment shall be made to Principal Investigator
and the Institution. Upon such termination, Institution shall (i) ensure appropriate therapy
and follow-up for enrolled Study subjects; (i) maintain all Study related documents for
such time as may be required by Sponsor and shall take measures to prevent accidental
or premature destruction of these documents and (jii) undertake to complete the Study on
all the enrolled subjects as per approved Protocol.

nduct of Clinical Tri

The Sponsor shall appoint it's employee to monitor the Clinical Trial and also reserves
it’s right to nominate any other person as monitor,

Principal Investigator shall enroll the allotted number of subjects in a period of 60
calendar days from the date of study site initiation. It is hereby clarified that no payment
shall be made to the Principal Investigator, if the Study subject is not participating in that
particular visit.

Principal Investigator and the Institution agrees that if Principal Investigator cannot
conduct and complete the Study to the satisfaction of the Sponsor within the time
prescribed by the Sponsor on the agreed number of subjects as per clause 3.2 above, the
Sponsor may at its sole discretion and without prejudice to its rights under this
Agreement, send a notice to the Principal Investigator and the Institution to discontinue
the Study. The Principal Investigator and Institution agrees to cease recruiting subjects
for the Study immediately upon receiving such notice from the Sponsor to stop recruiting
the subjects for the Clinical Trial.

Principal Investigator shall ensure that the informed consent form signed by or on behalf
of the Study subjects have been reviewed and approved by Ethics Committee prior to
initiation of the Study. Upon approval of the informed consent form by the Ethics
Committee, a copy of the approval letter shall be provided to the Sponsor by the Principal
Investigator, who shall further obtain informed consent form duly signed by each of the
subjects/Legally acceptable representatives on behalf of the Study subjects enrolled in the
Study in accordance with Applicable Laws and Guidelines, The Principal Investigator
shall ensure to maintain informed consent process of individual subjects including

procedure of providing information to the subjects and their understanding on such
consent,

The Study of the Sponsor is being entrusted to the Principal Investigator and Institution
directly by the Sponsor as a technical assignment, based on the skill, knowledge and
experience of the Principal Investigator in the specialty areas related to the Clinical Trial
and Institution’s experience as a qualified testing facility in the Clinical Trial. The
Principal Investigator shall be personally obligated to conduct and complete the Clinical
Trial in accordance with the Protocol as well as other terms and conditions specified by
the Sponsor herein. All items received from the Sponsor, from time to time, (including,
but not limited to, Study Drug, documents, Confidential Information, communications,

For Biological E. Limited M‘l
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instructions etc.), records and registers required to be maintained and all data generated
hereunder by the Principal Investigator, shall be under the exclusive care, custody and
responsibility of the Principal Investigator throughout the period of the Clinical Trial and
thereafter for a period of fifteen (15) years after the Sponsor has discontinued its Study
or such longer period as required by Applicable Laws & Guidelines. At the end of such
period mentioned above, the Institution shall obtain written approval from Sponsor before
destruction of such data.

Principal Investigator agrees to assume all the legal obligations of the Sponsor for the
Study related duties and functions under this Agreement and the Protocol.

Principal Investigator/Institution shall ensure that all the individuals involved in the
conduct of the Study shall strictly adhere to the terms and conditions of this Agreement.
Institution and Principal Investigator represents and warrants that it shall not use in any
capacity, in connection with the Study, any individual who is not duly qualified or has
been debarred pursuant to any Applicable Laws & Guidelines or against whom any
action, suit, claim, investigation or legal or administrative proceeding is pending.
Principal Investigator represents and warrants that no action, suit, claim investigation or
legal or administrative proceeding is pending or threatened relating to Principal
Investigator's debarment and/or debarment of the persons engaged by Principal
Investigator to assist for the Study.

Principal Investigator represents and warrants that he has obtained and shall maintais in
full force and effect all the necessary approvals, permissions and sanctions from the
Institution, Ethics Committee and all the government and regulatory authorities to
conduct the Clinical Trial.

Study Drug

The Sponsor will provide the Study Drug to the Principal Investigator/ Institution free of
cost/charge and in such quantities sufficient to complete the Study, together with
guidelines and descriptions for the, safe and proper use, administration, storage and
disposal of the Study Drug. Principal Investigator shall use Study Drug and other items
provided by the Sponsor only to conduct the Study in accordance with the Protocol and
Applicable Laws & Guidelines and instructions of the Sponsor and shall not chemically,
physically or otherwise modify the Study Drug, unless specifically required to do so by
the Sponsor in writing to the Principal Investigator. Principal Investigator and Institution
Jointly and severally agrees that they shall administer, handle, use, store, and or dispose
the Study Drug and other items provided by the Sponsor in compliance with Sponsor’s
instructions and all Applicable Laws & Guidelines.

The Parties hereby clearly understand that the subject matter of the Agreement is to
clinically evaluate the safety and tolerability of the Study Drug and that the Clinical Trial
shall not constitute complete treatment to cure any disease.

Visit and Inspection

The Sponsor or its authorized representatives, and regulatory authorities to the extent
permitted by law, shall have the absolute right to:

i. examine and inspect the Institution’s facilities whenever Principal Investigator is
conducting Study;

ii. inspect and copy all data and work products relating to the Study, and

For Biological E. Limited
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iii. audit all reports and data from Principal Investigator to ensure compliance with the
terms of this Agreement and Protocol.

Payment

Institution hereby undertakes that in consideration of Principal Investigator’s carrying out
Clinical Trial at the Institution in accordance with the terms of this Agreement, Sponsor
shall make the payment to the Principal Investigator as per the payment schedule as set
forth in Exhibit A. All the payments shall be made directly to the Principal
Investigator/designee.

The Parties agree that the payment of the amount set forth in Exhibit A will be paid by
the Sponsor to the Principal Investigator to compensate all the expenses incurred by him
in execution and conducting the Clinical Trial at the Institution so that, neither the Study
subject, nor the insurance program nor the public assistance agency shall be liable for the
same, The payment of the amount set forth in Exhibit A is also meant to compensate
Principal Investigator for the professional and clerical allowances, laboratory
examinations for all the activities as per the Protocol including but not limited to,
preparation of the subject records, medication accountability records and other trial
related documentation.

Institution and Principal Investigator shall not be entitled to any other expenses, benefits,
consideration or fee of co-investigator, whether monetary or otherwise under this
Agreement or elsewhere and it covers all out of pocket expenses incurred by Principal
Investigator in conducting Study at the Institution including but not limited to telephone,
telex, travel and office expenses.

Sponsor shall be entitled to deduct tax at source (if applicable) while making payment to
Principal Investigator on behalf of the Institution under this Agreement.

In case of very slow/no recruitment, afier providing stipulated time of recruitment, at any
participating site the competitive recruitment strategy of study subjects would be planned
to achieve the overall study timeline based upon the decision taken by the Biological. E
(Sponsor). The additional supplement payment towards the additional subject’s
recruitment will be made by Biological E to the payee as per the same budget calculation
and payment schedule.

Indemnification and Insurance

The Sponsor agrees that it shall indemnify, defend and hold harmless the Principal
Investigator from and against all suits, claims, losses or damages, arising as a result of (i)
either breach of any representation/warranty made by the Sponsor herein and or (ii) of
personal injury to (including death of) Study subject, which injury is sustained due to
serious adverse events of the Study Drug except to the extent such claims are attributable
to:

a) the failure of the Principal Investigator, any co-investigator or any other personnel
involved in the performance of the Study to adhere to the terms of the Study
Protocol or any written instruction relative to the administration, use, handling,
storage of any drugs used in the performance of the Study, or comply with any
Applicable Laws & Guidelines; or

b) Any negligent or wrongful act or omission, or willful malfeasance/ misconduct of
the Principal Investigator/ co-investigator/any other personnel  (including
employees, agents or independent contractors) involved in the performance of the
Study.

For Biological E. Limited Mﬂﬂ,—
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7.2 Itis a condition precedent to the Sponsor’s indemnification obligations under above
mentioned clause 7.1 that;

a) whenever Principal Investigator has information from which it may reasonably
conclude an incident of bodily injury or death has occurred, Principal Investigator
shall immediately give notice to Sponsor of all pertinent data surrounding such
incident. In addition, Principal Investigator shall comply with all of their

obligations with regard to adverse event reporting procedures as set forth in this
Agreement and the Protocol; and

b) the Principal Investigator under clause 7.1 above must (i) promptly notify the
Sponsor of the assertion of any such claims (ii) authorize and permit Sponsor to
conduct and exercise sole control of the defense and deposition (including all
decisions relative to litigation, appeal or settlement) of such claims and (iii) fully
cooperate with Sponsor regarding any such claims (including access to pertinent
records and documents and provision of relevant testimony) and in determining
the scope of Sponsor’s obligations hereunder. Subject to the foregoing, Principal
Investigator may also participate with prior consent of the Sponsor in any such
claims at her own cost and expense. Principal Investigator agrees to cooperate
with and to authorize Sponsor to carry out sole management and defense of such
claim or action. Principal Investigator shall not compromise or settle any claim or
action without the prior written approval of Sponsor.

7.3 The Principal Investigator and the Institution hereby irrevocably agree that they shall
indemnify and hold harmless the Sponsor, its present and future directors, officers and or
employees against any and all consequences, damages, suits, actions, claims, costs and
expenses including reasonable attorney’s fees and any cost of medical treatment of any
illness or injury sustained by a Study subject, cost of fresh studies (collectively the
“Claims”) arising out of or in relation to (i) any breach of any of the representations
and/or warranties made/held out by the Principal Investigator and the Institution in this
Agreement; or (ii) breach of any of the terms of this Agreement by the Principal
Investigator, the Institution or any individual engaged by Principal Investigator to support
him in the conduct of the Study; or (iii) intentional deviation or omission or negligence
in conducting the Study by the Principal Investigator, the Institution or any individual
engaged by Principal Investigator to support him in the conduct of the Study; or (iv)
failure to follow the instructions of Sponsor by the Principal Investigator and the
Institution; or (v) failure of the Principal Investigator and the Institution to conduct the
Study in accordance with the Protocol, Applicable Laws & Guidelines.

7.4 Insurance

a) The Sponsor undertakes that it will secure and maintain in full force and effect
throughout the performance of the Study (and following termination or early
termination of the Study and to cover any claims arising from the Study) a clinical
trial liability insurance policy from an Indian insurance company for an amount
appropriate to, and in accordance with, the Sponsor’s activities and obligations
contemplated in this Agreement.

b) The Institution undertakes that it will secure and maintain in full force and effect
throughout the performance of the Study (and following termination or early
termination of the Study and to cover any claims arising from the Study) a clinical
trial liability insurance coverage from an Indian insurance company for the Study for
an amount appropriate to, and in accordance with, the its activities and obligations
contemplated in this Agreement.

For Biological E. Limited wm W
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8. Publication of Results

Itis the general policy of the Sponsor to encourage publication of results of Clinical Trial
on a case to case basis. However, according to good scientific practice no interim data
should be published by the Principal Investigator/ Institution unless agreed by the Parties
in writing, It is further agreed that when the Principal Investigator/ Institution request for
publications, the manuscript shall be based on final report of the Study and before any
publication it shall be sent to the Sponsor for its perusal, zomments and approval. The
Sponsor may at its discretion may either refuse the publication or forward it to the
Principal Investigator/ Institution along with its comments or modifications which shall
be final and binding on the Principal Investigator/ Instituticn.

9, Publicity and Product Promoting Activity

It is agreed that no Party shall issue any press release or other third party communication
relative to this Agreement without the prior written consent of the other Party except to
the extent that the Sponsor shall have absolute right to issue any press release relating to
the Study related data. Principal Investigator shall not use tke name of the Sponsor and/or
its employees in any advertising or sales promotional matarial or in any other way not
required by law or regulation without the prior written consent of the Sponsor.

10. Confidentiality

10.1'  The Principal Investigator and the Institution agree to keep confidential and secret all
materials, documents and confidential information that the Sponsor discloses to the
Principal Investigator and the Institution pursuant to this Agreement and also all
materials, documents and information’s gathered, generated or developed by Principal
Investigator and the Institution under the Study including but without limitation to results
and discoveries emanated from the Study, regardless of ‘whether such information is
marked as “Confidential.” “Proprietary” or the like, whick is furnished to the Principal
Investigator by or on behalf of the Sponsor whether in writ-en, electronic, oral, visual or
other form (“Confidential Information™).

102 The Principal Investigator and the Institution agree, represent and warrant that any
Confidential Information that they receive shall be protected at least, with the same degree
of care and protection in the strictest confidence as of its own and shall take all reasonable
measures to protect it. The Principal Investigator and tke Institution shall use such
Confidential Information only for the purpose of fulfilling their obligations mentioned
herein and shall not disclose such Confidential Information without the prior written
consent of the Sponsor to any third party except as required by law provided that the
Principal Investigator and the Institution shall:

(i) first give prompt notice of such disclosure requirement to the Sponsor so as to seek
any limitations on or exemptions from such disclosure requirement; and

(if) reasonably co-operate the Sponsor in any such efforts of defense to be made before
appropriate authority.

103 Principal Investigator and/or the Institution may disclose Confidential Information to
their co-investigator, hospital authorities, Ethics Committee members and others who are
required to be involved in the Study on a need-to-know basis provided that: (i) such
receiving party shall always remain liable to maintain the confidentiality in terms hereof
and (ii) all such receiving party shall be bound by obligations of confidentiality with
respect to such Confidential Information at least as stringent as those provided herein.
Principal Investigator and the Institution shall be liable for eny breach of this Agreement

For Biological E. Limited b%_)l/
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by its representatives. The obligations of confidentiality hereunder shall continue for a
period of fifteen (15) years from the date the Confidential Information is disclosed or
developed. The obligation of confidentiality hereunder shall not apply to information that
Principal Investigator and/or the Institution can prove and produces credible written
evidence to establish that such information or material:

(a) at the time of disclosure or after disclosure to the Principal Investigator /Institution
becomes part of the public domain by publication or otherwise, except by breach of
this Agreement by the Principal Investigator/ Institution or their successors or assigns;

(b) by written records were in the Principal Investigator/ Institution’s possession at the

time of disclosure by the Sponsor were not acquired directly or indirectly from the
Sponsor;

(c) subsequent to disclosure hereunder, the Principal Investigator/ Institution receives
from a third party legally in a position to provide with information to the Principal
Investigator/ Institution, provided, however, that such was not obtained by said third
party directly or indirectly from the Sponsor under an obligation of confidentiality.

10.4  All clinical data, including case report forms and other information and discoveries
resulting from the Study (“Inventions™) shall be the sole property of the Sponsor and will
be treated as “Confidential Information” by the Principal Investigator and the Institution
and may be used by the Sponsor in any manner. Further, Principal Investigator and the
Institution shall assign to the Sponsor all of their rights, title, and interest in such
Inventions,

10.5  All Confidential Information disclosed pursuant to this Agreement, together with all
copies thereof, summaries and all information, know-how, data and materials generated
by the use of the Confidential Information, shall be returned to the Sponsor by Principal
Investigator and the Institution forthwith upon written request or upon termination of this
Agreement, whichever is earlier.

10.6  Principal Investigator and the Institution agree that the Confidential Information is of a
special and unique kind, the protection of which is essential to the operation of the
Sponsor, and that if there is a breach (either actual or threatened) by the Principal
Investigator/ Institution or co-investigator or a party in receipt of Confidential
Information under this Agreement, the Sponsor would have no complete remedy at law,
Therefore, in addition to any other remedies that may be available at law or equity,
Principal Investigator and Institution agree that the Sponsor shall be entitled to seek from
any court of competent jurisdiction, injunctive relief, specific performance or other
equitable relief, for any actual or threatened violation of this Agreement (without the
necessity of posting any bond or other security proving special damages) and that the
Principal Investigator and Institution shall not oppose the granting of such relief. In the
event of any litigation relating to this Agreement, if a court of competent jurisdiction
determines that this Agreement has been breached by one Party, then that Party shall
reimburse the non-breaching Party for all its costs and expenses (including, without
limitation, attorney fees and other legal expenses) incurred in connection with all such
litigation.

11.  Sev ility & Waiver and Assignment

I1.1 The invalidity or unenforceability of any term or provision of this Agreement, the
remaining provisions shall stand to the fullest extent permitted by law. The failure of any
Party at any time or times to require performance of any provision hereof shall in no
manner affect the right of such Party at a later time to enforce such provision or any other
provision of this Agreement.

For Blological E, Limited D%}E\.&\/
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112 Waiver by either Party or the failure by either Party to claim a breach of any provision of
this Agreement shall not be deemed to constitute a waiver or estoppels with respect to
any subsequent breach of any provision hereof,

11.3  This Agreement shall not be assigned as a whole or in part by Principal Investigator
and/or Institution without the prior written consent of the Sponsor.

12.  Validity & Termination

12.1  This Agreement shall become effective on the date first set forth above and shall continue
till the completion of the study thereof or until this Agreement is terminated due to:-

a. Determination by the Sponsor that the Principal Investigator is not performing the
Study as required in the Protocol and/ or is not meeting the agreed upon enrollment;

b. Failure of the Principal Investigator’s or its associated staff or any other person
engaged in the Study (excluding subjects) to be available, upon reasonable prior
notice by the Sponsor, to meet at mutually convenient time with the Sponsor enabling

it to monitor the course of the Study as necessary and to discuss information relevant
to the Study;

¢. Determination by the Sponsor that business or scientific considerations require
termination;

d. Case report forms provided to the Principal Investigator by the Sponsor to be used in
the Study, are not legibly completed and forwarded to the Sponsor or its designated
representative;

e. At the request of either DCGI or Ethics Committee;

f. Notification to the Sponsor from central or state regulatory authorities to terminate
the Study;

g. Failure of the Principal Investigator/ Institution to provide access by the Sponsor’s
representatives all original medical records necessary to verify entries on the Study
case report forms;

12.2  The Sponsor may terminate this Agreement;

a) At any time upon thirty (30) days written notice to the Principal
Investigator/Institution,

b) Immediately for safety reasons relating to the use of the Study Drug.

12.3  Either Party may terminate this Agreement by notice in writing to the other Party if the
other Party commits a breach of this Agreement, and which, in the case of a breach
capable of remedy, shall not have been remedied by the defaulting Party within thirty
(30) days of receipt of notice identifying the breach and requiring its remedy.

13. Effect of Termination

13.1 ~ Upon receipt of notice of termination, the Principal Investigator shall immediately stop
enrolling subjects into the Study and to the extent medically permissible, cease
administering the Study Drug and conducting Clinical Trial on subjects already entered
into the Study. In case of early termination of this Agreement, due to any reason the
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Principal Investigator shall request all Study subjects within one month from the date of
termination notice to attend a follow up visit for proper safety assessment of the subjects
enrolled. The Principal Investigator shall use all reasonable efforts to complete reports
for all subjects that have been entered into the Study prior to the date of termination of
this Agreement.

Upon termination or completion of the Study, the Principal Investigator and Institution
shall return to the Sponsor all unused Study drugs, case report forms, whether completed
or not and other related materials including but not limited to materials that were
furnished to the Principal Investigator/Institution by or on behalf of the Sponsor. In case,
the Sponsor desires destruction of aforementioned material, the Principal
Investigator/Institution shall destroy such material in front of authorized representative
of the Sponsor and shall also provide the Sponsor with a certificate of destruction.

Miscellaneous

It is agreed by the Parties that the Principal Investigator and Institution shall act in the
capacity of independent contractor hereunder and not as employees, agents or joint
ventures of or with Sponsor. Neither Principal Investigator nor Institution shall have any
authority to represent, or bind the Sponsor.

Principal Investigator shall comply with all the terms of the Investigator undertaking
letter he has provided to the Sponsor.

This Agreement contains the entire understanding of the Parties hereto and supersedes all
prior oral and written agreements and understandings of the Parties except confidentiality
agreement, if any, pertaining to the subject matter hereof,

If the terms contained in the Exhibit attached hereto conflict with any provisions
contained in this Agreement, the terms contained in this Agreement shall prevail. Unless
otherwise provided herein, this Agreement may not be amended, supplemented or
otherwise modified except by an instrument in writing signed by the Parties hereto.

The Parties undertake to notify each other of all events that influence the performance of
this Agreement. Notifications shall be made to the following addresses: -

(i) To Sponsor : Biological E. Ltd.
18/1 & 3, Azamabad
Azamabad, Hyderabad — 500020
Telangana, India

(i)  To Principal Investigator: Dr. Bishan Swarup Garg
Title: Director-Professor of Community Medicine
Address: Mahatma Gandhi Institute of Medical Sciences,
Sewagram, Wardha, Maharashtra, India — 442102,
Mobile: +91- 9422141693
Email id: gargbs@gmail.com

(iii)  To Institution:: Dr. Nitin M. Gangane
Title: Dean
Address: Mahatma Gandhi Institute of Medical Sciences,
Sewagram, Wardha, Maharashtra, India — 442102.
Mobile: +91- 9422144856
Email id: dean@mgims.ac.in

a Reddy
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Any dispute or difference whatsoever arising between the Parties out of or relating to the
construction, meaning, scope, operation or effect of this Agreement or the validity or the
breach thereof shall be exclusively settled by arbitration in Hyderabad, which shall be
governed by the Arbitration and Conciliation Act, 1996 as amended from time to time.
The arbitral tribunal shall comprise of sole arbitrator to be appointed by the managing
director of the Sponsor. The language to be used in the arbitral proceedings shall be

English. The award rendered by the arbitrator shall be final and binding upon the Parties
hereto.

14.6  Parties agree that for claiming injunctive relief and for the enforcement of arbitral award

courts in Hyderabad shall have exclusive jurisdiction in all matters arising out of or with
this Agreement,

IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be duly executed
as of the date first set forth above in triplicate each being legally authentic and binding.

For and on behalf of For and on behalf of
Biological E Limited Principal Investigator Institution
For Biological E. Limited %/ '&\AM
- n

Signature & Date Signature & Date

Name: Mr.N.Eswara Reddy | Name: Dr. Bishan Swarup | Name: Dr. Nitin M

Title: Sr. Vice President- | Garg Gangane
Legal Title: Director-Professor of | Title: Dean
Community Medicine
Seal: Seal: pr. B. S. Garg Seal:
Directar

Dy. Bushila Naya: Scrnol of Publie DEAN
PAnhatme Gandhi ostiture or Medéeal S ; of
Sawagiam  as3 woiha Mahatma Gandil { -'I_Slm"m;‘ o,
Seiences, SEVAG

Witness: Witness: -Si-%:" Wim&ﬂ
C&umo Jeslway Htﬂj‘a-j Cﬂq{'zﬂq R.Tiwan)

KHs, kw'-ﬂfau, Kwg, Qevugram
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Exhibit - A

BUDGET AND PAYMENT SCHEDULE

The following budget will apply for the conduct of the ACTIVITY:

For Biological E. Limited

Description Visits U; v Pr ¢ | Per subject cost
cr visit
Investigator Fee 9 1800 16,200
Co-Investigator 9 1000 9000
Study Co-ordinator/Supporting team 9
(Phlebotomist etc) 750 6750
Institutional Overheads (on Investigator
& Co-Investigator) 20% 5040
Subject Travel Conveyance 9 600 5400
Variable cost Per Subject (A) 42,390
Description Qty. Uom
One time Setup Charges (courier,
Internet, AV Recording and others) L e S
Study Archival Fee for 15 years 1 LS 60000
Total Fixed Expenses (B) 1,10,000

(GST 18% extra as applicable by government laws, wherever applicable).
Budget Note:

® INR. 2600 will be paid for each screen failure subject.
¢ TDS will be deducted on all payments as applicable.

The following ACTIVITY linked Payment Schedule will apply for release of total payment
to the SITE:

SNo _ B
! 1st Milestone 50,000 (Setup cost)
2 2nd Milestone 30% After completion of subject enrolment
3 3rd Milestone 30% After completion of 56 Days
4 4th Milestone 40% After site close out along with Archival Fee

Payment will be made based on number of visits completed by the enrolled subjects at your site,
which would be paid as per the above mentioned budget proposal + GST as applicable.

All study related payments should be made in favour of The Dean, MGIMS, Sewagram,
Wardha PAN No: AAATK2046G

Bank Account No: 1784800213 Bank Name: Central Bank of India Bank Address-Sewagram,
Wardha

IFSC Code: CBIN0280697.
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MAH/CDN/2021/117

7t September 2021

Dr. Subodh Gupta,

Professor & Head of Department,

Department of Community Medicine,
Mahatma Gandhi Institute of Medical Sciences
Sewagram

Wardha-442102

Dear Dr. Gupta,

Sub: Revised letter of commitment to Support for project ‘Aarambh’-Nurturing and
Nourishing care for ECD- Scale up phase for the period April to December 2021.

This has reference to your letter No. DSNSPH/ECD/85/2021 dated 6% September 2021 explaining
the change of budget with reasons and detailed proposal and activities budget for supporting the
scale up of ECD project-Aarambh in the state jointly with ICDS Commissionerate and DWCD. We
wish to place it on record that the successful pilot of ECD in Yavatmal and Aurangabad lead by
MGMIS Sewagram team is highly appreciated by the Principal Secretary DWCD, GoM and
Commissioner ICDS. It is encouraging to see the programme being scaled up in the state. We are
committed to support this scale up phase of the programme for taking the agenda of Early
Childhood Development forward. We have reviewed the proposal and confirm our support up to
a maximum of Rs. 1,88,41,800/- (Rupees One Crore, Eighty Eight Lakh, Forty One Thousand and
Eight Hundred only) for the period from April to December 2021 as follows:

Sr.No | Particulars / Outputs Approv(;c:)budget
1 Team building for program implementation 47,47,000
2 Travel of Program staff / Investigators* (To be undertaken based on
government guidance and directives on lockdown and restrictions in 22,42,000
view of COVID pandemic)
3 IT support for scale up 4,85,800
4 Development of ECD package for scale up 15,60,000
5 Orgar.nze batches for Master Trainers, workshops and advocacy 66,06,000
meetings
6 Additional activities in intensive districts 2,00,000
7 Consultancy support for scale up 25,00,000
8 Office management Expenses 5,01,000
Total 188,41,800
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The approved budget is in the attached annex. The expenditure shall be guided as follows:

1. The cash assistance released should be utilized only for those activities indicated above and in

accordance with the approved detailed budget attached that was submitted by your office.

2. The cash assistance released by UNICEF cannot be used for procurement of any supplies and

equipment other than agreed in the proposal and approved budget.

3. The cash assistance released should be utilized within three months from the date of release of

funds.

4. If your department / organization is not in a position to utilize UNICEF’s cash assistance within a
period of four months from the date of release of the funds, the unutilized cash assistance should

be refunded to UNICEF.

5. Deviation in any budget line item should not exceed 20%. Deviations, if any, should be agreed to
in writing by UNICEF prior to expenditure and provided that the total approved budget is not

exceeded.

As per our financial norms, on completion of the project / tranche, we would request you to let us
have the completed FACE form, a budget vs actual expenditure statement (SOE), and an activity

report to enable us to liquidate this amount and release reimbursement, as appropriate.

As a part of our standard operating procedure, we need to undertake the financial assessment of
implementing partners. In this regards, UNICEF operation and finance team may visit your office
on periodic basis, upon mutually convenient dates, and review the financial process and systems

with your accounts and finance staff.
With best wishes,

"A—"m EL_ Kalboyv

OIC for

Rajeshwari Chandrasekar
Chief of Field Office
UNICEF Maharashtra
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MAH/CDN/2021/194

Dr. Subodh Gupta,

Professor & Head of Department,

Department of Community Medicine,
Mahatma Gandhi Institute of Medical Sciences
Sewagram

Wardha-442102

Dear Dr. Gupta,

215t December 2021

Sub: Commitment to Support for project ‘Aarambh’-Nurturing and Nourishing care for ECD-

Scale up phase for the period January to March 2022.

This has reference to your letter No. C/Gen/6792 dated 16™ December 2021 with budget and
detailed proposal and activities budget for supporting the scale up of ECD project-Aarambh in the
state jointly with ICDS Commissionerate and DWCD. We wish to place it on record that the
successful pilot of ECD in Yavatmal and Aurangabad lead by MGMIS Sewagram team is highly
appreciated by the Principal Secretary DWCD, GoM and Commissioner ICDS. It is encouraging to
see the programme being scaled up in the state. We are committed to support this scale up phase
of the programme for taking the agenda of Early Childhood Development forward. We have
reviewed the proposal and confirm our support up to a maximum of Rs. 86,90,800/- (Rupees
Eighty-six Lakh, ninety thousand and eight hundred only) for the period from January to March

2022 as follows:

Sr.No | Particulars / Outputs

Approved budget

(Rs)
1 Team building for program implementation 18,60,800
2 Travel of Program staff / Investigators* (To be undertaken based on
government guidance and directives on lockdown and restrictions in 14,05,000
view of COVID pandemic)
3 IT support for scale up 2,50,000
4 Development of ECD package for scale up 3,92,000
5 Trainings, workshops / review and advocacy meetings 35,98,000
6 Additional activities in intensive districts 1,00,000
7 Consultancy support for scale up 8,90,000
8 Office management Expenses 1,95,000
Total 86,90,800

The approved budget is in the attached annex. The expenditure shall be guided as follows:
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1. The cash assistance released should be utilized only for those activities indicated above
and in accordance with the approved detailed budget attached that was submitted by your
office.

2. The cash assistance released by UNICEF cannot be used for procurement of any supplies
and equipment other than agreed in the proposal and approved budget.

3. The cash assistance released should be utilized within three months from the date of
release of funds.

4. If your department / organization is not in a position to utilize UNICEF’s cash assistance
within a period of four months from the date of release of the funds, the unutilized cash
assistance should be refunded to UNICEF.

5. Deviation in any budget line item should not exceed 20%. Deviations, if any, should be
agreed to in writing by UNICEF prior to expenditure and provided that the total approved
budget is not exceeded.

As per our financial norms, on completion of the project / tranche, we would request you to let us
have the completed FACE form, a budget vs actual expenditure statement (SOE), and an activity
report to enable us to liquidate this amount and release reimbursement, as appropriate.

As a part of our standard operating procedure, we need to undertake the financial assessment of
implementing partners. In this regards, UNICEF operation and finance team may visit your office
on periodic basis, upon mutually convenient dates, and review the financial process and systems
with your accounts and finance staff.

With best wishes,
n wa ks

Rajeshwari Chandrasekar
Chief of Field Office
UNICEF Maharashtra
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Dr Subodh S Gupta
MAHATMA GANDHI INSTITUTE OF
MEDICAL SCIENCES
WARDHA
P.O. Sewagram
WARDHA
MAHARASHTRA
442102
India
AGREEMENT FOR PERFORMANCE OF WORK (APW)

Re: Helping children and adolescents thrive and social inclusion of elderly by implementation of age-integrated

interventions - Sahjeevan
We are enclosing the Agreement for Performance of Work between the World Health Organization and MAHATMA GANDHI
INSTITUTE OF MEDICAL SCIENCES, WARDHA, in the amount of INR 1,806,800.00 (One Million Eight Hundred Six Thousand Eight
Hundred), for conducting the above-mentioned work. We also enclosed two attachment(s) referenced in the Agreement.

Kindly acknowledge your acceptance of this contract by returning the email with a copy of duly signed Purchase Order (all pages).

For any technical questions relating to this Agreement, please contact the responsible technical officer, Rajesh MEHTA, +91-9810034685,
mehtara@who.int.

Invoicing Instructions for Contractors who are legal entities (Company Contractors):
Invoices must be sent via email to accountspayable@who.int. Other than invoices, please do not send any enquiry to this email address. You
may contact the above responsible technical officer for enquiries.

In order to ensure timely and accurate payment, invoices must include:
¢ Invoice number
e Purchase Order number against each invoice line;
¢ Invoice descriptions matching with PO descriptions
¢ Invoice currency same as the Purchase Order Currency also corresponding with the currency of the bank account provided to
WHO;
¢ Supplier name as in the PO

Invoices shall be clearly readable and stamps or any other additional markings should not obscure the original invoice content. Invoices
shall not be handwritten.

On behalf of the World Health Organization, we would like to thank you for your collaboration.

WHO Global Service Centre
cc: WHO India

Concerne: Helping children and adolescents thrive and social inclusion of elderly by implementation of age-
integrated interventions - Sahjeevan

Veuillez trouver ci-joint I' Accord pour Exécution de Travaux entre I'Organisation Mondiale de la Santé et MAHATMA GANDHI
INSTITUTE OF MEDICAL SCIENCES, WARDHA, pour un montant de INR 1,806,800.00, vous permettant de mener a bien le travail
susmentionné. Veuillez également trouver 2 piece(s) jointe(s) mentionnée(s) dans I'Accord.

Merci de confirmer votre acceptation de ce contrat en nous retournant le courriel et une copie diment signee du Bon de Commande (
complet)
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Pour toutes questions a caractére technique ayant trait a cet Accord, veuillez contacter le responsible Rajesh MEHTA, +91-9810034685,

mehtara@who.int.

GLOBAL
PROCUREMENT AND
LOGISTICS

Global Service Centre
Block 3510

Jalan Teknokrat 6
63000 Cyberjaya
MALAYSIA
gsc-procurement@who.int

WHO Reference/ Référence OMS

WHO Registration  2022/1202698-0
Purchase Order 202800501
Unit Reference CAH

Instructions concernant la facturation pour les contractants qui sont des personnes morales.(Personne Morale ):

Les factures doivent étre envoyées par courriel a accountspayable@who.int. Outre les factures, n'envoyez aucune enquéte a cette adresse de
courrier électronique.Vous pouvez contacter le responsable technique responsable ci-dessus pour toute demande de renseignements.

De maniére a garantir un paiement exact et ponctuel, les factures doivent impérativement comporter:

* Le Numéro de facture

*  Le Numéro du bon de commande ,

répété a chaque ligne de facturation

»  Des descriptifs des produits identiques a ceux du Bon de commande

* Une devise de facturation identique a celle du Bon de commande et a celle du compte en banque fourni a 'OMS

e Un intitulé de facture ( nom de fournisseur) identique a celui du Bon de commande.

Les factures doivent étre parfaitement lisibles. Le contenu de la facture ne doit en aucun cas étre masqué par un tampon ou tout autre

marquage. La facture ne doit pas étre manuscrite.

Au nom de I'Organisation mondiale de la Santé, nous vous remercions de votre collaboration.

cc: OMS India

AGREEMENT FOR PERFORMANCE OF WORK

Centre mondial de services de I'OMS

Page 1 of 7
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The WORLD HEALTH ORGANIZATION hereby agrees to provide to
L'ORGANISATION MONDIALE DE LA SANTE s'engage par la présente a fournir

GLOBAL
PROCUREMENT AND
LOGISTICS

Global Service Centre
Block 3510

Jalan Teknokrat 6
63000 Cyberjaya
MALAYSIA
gsc-procurement@who.int

MAHATMA GANDHI INSTITUTE OF MEDICAL SCIENCES

WARDHA

WARDHA
INDIA

WHO Reference/ Référence OMS

WHO Registration
Purchase Order
Unit Reference

2022/1202698-0
202800501
CAH

The Maximum amount of/Un montant Maximum de: INR 1,806,800.00 (One Million Eight Hundred Six Thousand Eight Hundred) in
respect of/en vue de: Helping children and adolescents thrive and social inclusion of elderly by implementation of age-integrated

interventions - Sahjeevan

For the period financed by this Agreement

Période du projet financée par le présent Accord To/A:

From/De: 19-JAN-2022

Summary of work/ Description sommaire des travaux:

18-JAN-2023

Description of work under this Agreement/ Description des travaux faisant I'objet du présent Accord:

Detailed Terms of Reference attached

Financial arrangements/ Dispositions financieres:

Payments will be made as follows/Les versements seront effectués comme suit:

Deliverable/ Résultat Due date/ % Currency amount/

Date remise Montant en devise

1 | Upon counter signed contract 19-JAN-2022 25.00 451,700.00

2 | Upon submission of resource materials 31-MAR-2022 25.00 451,700.00

3 | Upon submission of an interim report of progress 01-JUL-2022 25.00 451,700.00

4 | Upon submission of end line assessment and data analysis | 18-JAN-2023 25.00 451,700.00
report along with a signed statement of expenditure

Annexes

The following annexes form an integral part of this Agreement/ Les annexes listées ci-dessous font partie intégrante de I'Accord:

Annex/Annexes | File Name/ Nom du fichier

1 | 2022/1202698 | Contractual - Terms of Reference | Attached ToRs

2 | 2022/1202698 | Contractual - Budget Breakdown | Attached estimated budget

In the event that the annexes contain any provisions which are contrary to the terms of this Agreement, the terms of
this Agreement shall take precedence/ En cas de contradiction entre les dispositions des annexes et celles de

I'Accord, les dispositions de I'’Accord prévaudront dans tous les cas.

AGREEMENT FOR PERFORMANCE OF WORK

Sensitivity: Internal & Restricted
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The undersigned parties, having read the terms and Les parties soussignées, ayant lu les modalités et les
General Conditions, hereby conclude the present Conditions Générales, ratifient I'Accord et confirment
Agreement and confirm their agreement and acceptance leur acceptation.
thereof.
ON BEHALF OF WHO/ POUR L'OMS CONTRACTOR/ CONTRACTANT
Responsible WHO Technical Officer: Signature
Fonctionnaire technique responsable de I'OMS: [0 4=V L0
Rajesh Mehta DALE. ettt ettt eeetetetet ettt ettt ettt eteteaeteeeretenas

Medical Officer — CAH (Newborn Child & Adolescent Health)
SE/FGL Family Health, Gender and Life Course

Approved by:
Approuvé par:

Neena RAINA
Coordinator
SE/FGL Family Health, Gender and Life Course

Authorized Signatory:
Signataire autorisé:

Santrago- MILLAN

Mr Santiago Millan
Unit Head
Global Procurement and Logistics
(HQ/BOS/SUP/GPL)

Processed by:
Traité par:

Wan Nurul Asyikin Wan Adnan
Procurement Assistant
HQ/BOS Business Operations

PO Approved Date:
PO approuvé le:
21-JAN-22

AGREEMENT FOR PERFORMANCE OF WORK Page 3 of 7
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GENERAL CONDITIONS CONDITIONS GENERALES

1. Relationship of the Parties. It is understood that the execution of the work does not
create any employer/employee relationship. In this respect, the contractor shall be solely
responsible for the manner in which the work is carried out. Thus, WHO shall not be
responsible for any loss, accident, damage or injury suffered by any person whatsoever
arising in or out of the execution of this work, including travel. Insurance coverage for any
such loss, accident, damage or injury will be the contractor's responsibility, including
where appropriate, insurance coverage for persons used by the contractor to carry out the
work.

Without prejudice to the foregoing, WHO may in certain cases provide insurance coverage
for the contractor for travel in WHO vehicles. WHO declines all responsibility for non-
payment by the insurance company of all or part of a claim submitted by or for the
contractor for any accident. In case of such non-payment, the contractor shall be obliged
to immediately reimburse all or part of any advance which WHO may have paid to the
contractor.

2. Rights. All rights in the work, including ownership of the original work and copyright
thereof, shall be vested in WHO, which reserves the right (a) to revise the work, (b) to use
the work in a different way from that originally envisaged, or (c) not to publish or use the
work.

3. Payment and use of funds. If the option, on the face of this agreement, for payment
of a fixed sum applies, that sum is payable in the manner provided, subject to proper
performance of the work.
If the option for payment of a maximum amount applies:
(i) the funds shall be used exclusively for the work specified in this agreement and
any unspent balance shall be refunded to WHO. In this latter case, any financial
statement required shall reflect expenditures according to the relevant main
categories of expenditure; and
(ii) to the extent the contractor is required to purchase any goods and/or services in
connection with its performance of this agreement, the contractor shall ensure that
such goods and/or services shall be procured in accordance with the principle of
best value for money. "Best value for money" means the responsive offer that is the
best combination of technical specifications, quality and price.

Contractors who are legal entities (hereinafter referred to as "Company Contractors") must
submit an invoice to the contracting WHO department or the WHO Gilobal Service Center
in order to receive payment. Invoices are not required from contractors who are
individuals (hereinafter referred to as "Individual Contractors"), who can be paid upon
receipt by the contracting WHO department of the required deliverables (including any
required technical reports and financial statements) in a satisfactory manner.

The invoice from Company Contractors shall reflect any tax exemption to which WHO
may be entitled by reason of the immunity it enjoys. WHO is, as a general rule, exempt
from all direct taxes, custom duties and the like, and the Company Contractor will consult
with WHO so as to avoid the imposition of such charges with respect to this agreement
and the work performed hereunder. As regards excise duties and other taxes imposed on
the provision of goods and services (e.g. value added tax), the Company Contractor
agrees to verify in consultation with WHO whether in the country where the tax would be
payable, WHO is exempt from such tax at the source, or entitled to claim reimbursement
thereof. If WHO is exempt from value added tax, this shall be indicated on the invoice,
whereas if WHO can claim reimbursement thereof, the Company Contractor agrees to list
such charges on its invoices as a separate item and, to the extent required, cooperate
with WHO to enable reimbursement thereof.

WHO shall have no responsibility whatsoever for any taxes, duties or other contributions
payable by contractors. Payment of any taxes, duties and other contributions which a
contractor may be required to pay shall be the sole responsibility of that contractor who
shall not be entitled to any reimbursement thereof by WHO.

4. Satisfactory performance. If the work is not satisfactorily completed (and, where
applicable, delivered) by the date fixed in this agreement and/or if any financial statement
required is not satisfactorily submitted to WHO in accordance with general condition 5
below, WHO may specify an additional period within which this agreement must be
satisfactorily performed. Normally such additional period should be of at least one week's

AGREEMENT FOR PERFORMANCE OF WORK

1. Relation entre les Parties.|l n'est pas institué de relations d'employeur & employé aux fins
de I'exécution des travaux. A cet égard, le contractant est seul responsable de la maniére dont
les travaux sont exécutés. Ainsi, 'OMS ne saurait assumer, a I'égard de quelque personne que
ce soit, aucune responsabilité pour toute perte, tout accident, tout dommage ou toute blessure
subis au cours ou en raison de |'exécution des travaux ou d'un déplacement les concernant. La
mise en place d'une couverture d'assurance pour toute perte, tout accident, tout dommage ou
toute blessure subis au cours ou en raison de l'exécution des travaux sera de la
responsabilité du contractant y compris le cas échéant, toute couverture d'assurance pour les
personnes auxquelles le contractant recourt pour I'exécution des travaux.

Sans préjudice de ce qui précede, 'OMS peut, dans certains cas, fournir une couverture
d'assurance au contractant en cas de déplacement dans un véhicule de | 'OMS. L'OMS décline
toute responsabilité pour le non-paiement par la compagnie d'assurance de la totalité ou d'une
partie d'une demande d'indemnisation soumise par ou pour le contractant suite a un accident.
En cas de non-paiement, le contractant sera obligé d' immédiatement rembourser |a totalité ou
une partie des avances que I'OMS pourrait lui avoir versées.

2. Droits. Tous les droits attachés aux travaux, y compris la propriété des travaux originaux et
le droit d'auteur y afférent, seront dévolus a 'OMS qui se réserve le droit a) de réviser les
travaux, b) d'utiliser les travaux d'une autre maniére que celle initialement envisagée, ou c)
de ne pas publier ni utiliser les travaux.

3. Paiement et utilisation des fonds. Si I'option applicable - prévue au recto du présent
accord - est celle du paiement d'une somme fixe, cette somme est payable dans les conditions
prévues, sous réserve de I'exécution satisfaisante des travaux.

Si I'option applicable est celle du paiement d'un montant maximum :

(i) les fonds seront utilisés exclusivement aux fins des travaux précisés dans I'accord et tout
solde non utilisé sera remboursé a 'OMS. Dans ce dernier cas, les états financiers requis
devront indiquer les montants engagés pour les principaux postes de dépense ; et
(i) dans la mesure ou le contractant doit acheter des biens et/ou des services quelconques
dans le cadre de I'exécution du présent accord, il devra veiller a ce que I'achat de ces biens
et/ou services soit effectué sur la base du principe du meilleur rapport qualité-prix. On entend
par « meilleur rapport qualité-prix » I'offre qui présente la meilleure combinaison du point de
vue des spécifications techniques, de la qualité et du prix.

Afin d'étre payé, les contractants qui sont des personnes morales (ci-aprés
dénommés « Personnes Morales ») doivent présenter une facture au département contractant
de I'OMS ou au centre mondial de services de 'OMS. Les contractants qui sont des personnes
physiques (ci-aprés dénommés « Personnes Physiques ») ne sont pas tenus de présenter de
facture et peuvent étre payés au moment de la réception, sous une forme satisfaisante, des
livrables requis (y compris tout rapport technique et état financier requis) par le département
contractant de 'OMS.

La facture des Personnes Morales devra refléter toute exonération d'impét a laquelle I'OMS
pourrait avoir droit en vertu de l'immunité dont elle jouit. De maniere générale, 'OMS est
exonérée de tout imp6t direct, de tout droit de douane et de tous droits et taxes similaires, et la
Personne Morale devra se mettre en rapport avec 'OMS afin d'éviter I'application des dites
charges en rapport avec le présent accord et les travaux qui en résultent. En ce qui concerne
les impots et autres charges indirects imposés sur la fourniture de biens et de services, (par ex:
taxe a la valeur ajoutée), la Personne Morale accepte de vérifier en consultation avec 'OMS si,
dans le pays ou la charge serait exigible, 'OMS est exonérée de ladite charge a la source ou
est en droit d'en réclamer le remboursement. Si 'OMS est exonérée de la taxe a la valeur
ajoutée, cela devra étre indiqué sur la facture, tandis que si 'OMS est en droit d'en réclamer le
remboursement, la Personne Morale accepte de mentionner cette charge de fagon séparée sur
ses factures et, si nécessaire, de coopérer avec I'OMS afin d'en obtenir le remboursement.

L'OMS n'encourra aucune responsabilité pour quelque taxe, droit ou autre contribution di par
les contractants. Le paiement de quelque taxe, droit ou autre contribution qu'un
contractant pourrait étre tenu de payer sera de I|'entiere responsabilité de celui-ci et il n'aura
droit @ aucun remboursement de la part de 'OMS a ce titre.

4. Exécution satisfaisante. Si les travaux ne sont pas accomplis correctement (et, le cas
échéant, fournis) a la date prévue par I'accord ou si tout état financier requis n'est pas soumis
de fagon satisfaisante a 'OMS conformément a la condition générale 5 ci-dessous, 'OMS peut
accorder un délai supplémentaire a I'expiration duquel I'accord doit étre exécuté de facon
satisfaisante. En regle générale, ce délai supplémentaire est d'une semaine au moins, a moins
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duration, unless it is clear from the agreement that it was particularly important that the
performance be completed on the date specified, in which case WHO may specify a
shorter period or refuse to grant any additional period at all. In the event that the work is
not satisfactorily completed and delivered on the date fixed, or any additional period
granted by WHO and/or if any financial statement required is not satisfactorily submitted
to WHO in accordance with general condition 5 below, WHO may immediately terminate
this agreement (in addition to the other remedies), in accordance with general condition
13 below (without being held to grant the contractor an additional period of thirty (30) days
to perform, complete and deliver the work).

5. Completion and delivery. The contractor shall complete and deliver the work to WHO
(including any technical report that may be required) by the date fixed in this agreement or
any additional period that may be granted by WHO under general condition 4 above. Any
financial statement required shall be submitted within thirty (30) days thereafter at the
latest. If the payment schedule on the face of this agreement provides for a final payment
upon completion of the work, this final payment shall be made only after satisfactory
receipt of all deliverables called for under this agreement, including any technical report
and financial statement.

6. Certification of status of individual contractors. Each Individual Contractor certifies
that he/she does not presently, and will not during the term of this agreement, hold any
form of contractual relationship with WHO (including any WHO regional, country or project
office, as well as any programme, center or other entity where staff is subject to WHO
Staff Regulations and Rules) that confers upon the Individual Contractor the status of a
WHO staff member. The Individual Contractor understands that a false statement may
result in the cancellation of any or all contracts, and/or the withdrawal of any offer of a
contract, with WHO.

7. Research involving human participants. .If and to the extent the work to be
performed under this agreement includes surveys or interviews involving human
participants (hereinafter referred to as "research”), the following shall apply:

7.1 Ethical Aspects

It is the responsibility of the contractor to safeguard the rights and welfare of human
subjects involved in research performed under this agreement, in accordance with the
appropriate national code of ethics or legislation, if any, and in the absence thereof, the
Helsinki Declaration and any subsequent amendments. Prior to commencing any such
research, the contractor shall ensure that (a) the rights and welfare of the subjects
involved in the research are adequately protected, (b) freely given informed consent has
been obtained for all participants, (c) the balance between risk and potential benefits
involved has been assessed and deemed acceptable by a panel of independent experts
appointed by the contractor, and (d) any special national requirements have been met.

7.2 Regulatory Requirements

It is the responsibility of the contractor to comply with the relevant national regulations
pertaining to research involving human subjects.

7.3 Protection of Subjects

Without prejudice to obligations under applicable laws, the contractor shall make
appropriate arrangements to eliminate or mitigate any negative consequences to subjects
or their families resulting from the conduct of the research under this agreement. Such
arrangements shall to the extent feasible include appropriate counseling, medical
treatment and financial relief. The contractor furthermore undertakes to protect the
confidentiality of the information relating to the possible identification of subjects involved
in the research.

8. Compliance with WHO Policies. By entering into this agreement, the contractor
acknowledges that it has read, and hereby accepts and agrees to comply with, the WHO
Policies (as defined below). In connection with the foregoing:

- Company Contractors shall take appropriate measures to prevent and respond to any
violations of the standards of conduct, as described in the WHO Policies, by their
employees and any other persons engaged by them to perform the work under the
agreement; and

- Individual Contractors shall not engage in any conduct that would constitute a violation of
the standards of conduct, as described in the WHO Policies.

Without limiting the foregoing, the contractor shall promptly report to WHO, in accordance
with the terms of the applicable WHO Policies, any actual or suspected violations of any
WHO Policies of which the contractor becomes aware. For purposes of this agreement,
the term "WHO Policies" means collectively: (i) the WHO Code of Ethics and Professional
Conduct; (i) the WHO Policy on Sexual Exploitation and Abuse Prevention and
Response; (iii) the WHO Policy on Preventing and Addressing Abusive Conduct; (iv) the
WHO Code of Conduct for responsible Research; (v) the WHO Policy on Whistleblowing
and Protection Against Retaliation; and (vi) the UN Supplier Code of Conduct, in each
case, as amended from time to time and which are publicly available on the WHO website
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qu'il ne ressorte clairement de I'accord qu'il était particuliérement important d'achever les
travaux a la date initialement prévue, auquel cas I'OMS peut accorder un délai plus court ou
refuser la moindre prorogation. Si les travaux ne sont pas achevés et livrés de fagon
satisfaisante a la date prévue ou a I'expiration de tout délai supplémentaire accordé par 'OMS,
et/ou si tout état financier requis n'est pas soumis de fagon satisfaisante a I'OMS
conformément a la condition générale 5 ci-dessous, 'Organisation peut immédiatement résilier
le présent accord (sans préjudice d'autres recours dont elle peut disposer), conformément a la
condition générale 13 ci-dessous (sans étre tenue d'accorder au contractant une période
supplémentaire de trente (30) jours pour exécuter, achever et livrer les travaux).

5. Achévement et livraison. Le contractant achéve et livre les travaux a I'OMS (y compris tout
rapport technique qui pourrait étre requis) a la date prévue par I'accord ou a I'expiration de tout
délai supplémentaire accordé par I'OMS en application de la condition générale 4 ci-dessus.
Tout état financier requis est soumis au plus tard dans les trente (30) jours qui suivent. Sile
calendrier de paiement prévu au recto de l'accord prévoit le paiement a la fin des travaux,
celui-ci n'est effectué qu'aprés réception, sous une forme satisfaisante, de tous les livrables
exigés aux termes de I'accord, y compris les rapports techniques et les états financiers.

6. Certification du statut des personnes physiques. Toute Personne Physique certifie
qu'elle n'a pas actuellement et n'aura pas pour la durée du présent accord, de relation
contractuelle avec 'OMS (y compris les bureaux régionaux de 'OMS, les bureaux de pays ou
de projet, les programmes, centres ou entités ou le personnel est soumis au Statut et au
Réglement du Personnel de 'OMS) Iui conférant le statut de membre du personnel de I'OMS.
Toute Personne Physique comprend qu'une fausse déclaration de sa part peut entrainer
I'annulation de tous les contrats, et/ou le retrait de toute offre de contrat, avec 'OMS.

7. Recherches impliquant des étres humains. Si et dans la mesure ou les travaux a
effectuer dans le cadre du présent accord incluent des études ou interviews impliquant des
étres humains (ci-aprées dénommés "recherches" ou "étude de sujets humains"), les points
suivants sont applicables:

7.1 Aspects éthiques

Il incombe au contractant de s'assurer qu'au cours des travaux effectués dans le cadre de cet
accord et impliquant I'étude de sujets humains, les droits et la santé de ces derniers soient
protégés conformément au code d'éthique ou a la législation du pays, ou, a défaut, a la
Déclaration d'Helsinki et aux amendements qui pourraient lui étre ultérieurement apportés.
Avant de commencer toute recherche, le contractant doit s'assurer que: a. les droits et le bien-
étre des sujets impliqués sont suffisamment protégés; b. le consentement libre et éclairé a été
obtenu pour tous les participants; c. des experts indépendants désignés par le contractant ont
évalué les risques et les avantages potentiels et ont jugé qu'ils s'équilibrent de maniere
acceptable et; d. toute exigence particuliére de la réglementation nationale a été satisfaite.

7.2 Exigences réglementaires

Il incombe au contractant de respecter la réglementation nationale relative aux recherches
impliquant I'étude de sujets humains.

7.3 Protection des sujets humains

Sans préjudice des obligations lui incombant aux termes des lois en vigueur, le contractant
prendra des mesures appropriées en vue d'éliminer ou d'atténuer toute conséquence négative
pour les sujets ou leur famille résultant de la conduite des recherches dans le cadre de cet
accord. Ces mesures comprendront, dans la mesure du possible, des conseils appropries, un
traitement médical et un dédommagement financier. Le contractant s'engage en outre a
protéger le caractere confidentiel des informations qui pourraient permettre d'identifier les
sujets impliqués dans les études.

8 Respect des politiques de I'OMS. En concluant cet accord, le contractant reconnait qu'il a
lu les Politiques de I'OMS (telles que définies ci-dessous), et qu'il les accepte et convient de s'y
conformer. En lien avec ce qui précéde :

- les Personnes Morales doivent prendre des mesures appropriées afin de prévenir et répondre
a toute violation des normes de conduite, telles que décrites dans les Politiques de I'OMS, par
leurs employés et par toute autre personne qu'elles ont engagées pour exécuter les travaux en
vertu de cet accord; et

- les Personnes Physiques ne doivent pas adopter un comportement pouvant constituer une
violation des normes de conduite, telles que décrites dans les Politiques de 'OMS.

Sans limiter la portée de ce qui précéde, le contractant doit immédiatement signaler a 'OMS,
conformément aux dispositions des Politiques de I'OMS applicables, toute violation réelle ou
présumée dont il a connaissance concernant toute Politique de I'OMS. Aux fins du présent
accord, I'expression « Politiques de 'OMS » signifie collectivement : (i) le Code d'éthique et de
déontologie de I'OMS, ii) la Politique de I'OMS relative a la prévention et a la lutte contre
I'exploitation et les abus sexuels, iii) la Politique de 'OMS relative a la prévention et la lutte
contre les comportements abusifs, iv) le Code de conduite de I'OMS pour une recherche
responsable, v) la Politique de I'OMS sur le signalement des actes répréhensibles et la
protection contre les représailles, et vi) le Code de conduite des fournisseurs des Nations
Unies, y compris leurs modifications éventuelles et qui sont publiquement accessibles sur le
site internet de [I'OMS aux liens suivants http://www.who.int/about/finances-
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at the following links: http://www.who.int/about/finances-accountability/procurement/en/ for
the UN Supplier Code of Conduct and at http://www.who.int/about/ethics/en/ for the other
WHO Policies.

9. Zero tolerance for sexual exploitation and abuse, sexual harassment and other
types of abusive conduct. WHO has zero tolerance towards sexual exploitation and
abuse, sexual harassment and other types of abusive conduct. In this regard, and without
limiting any other provisions contained herein:
- each Company Contractor warrants that it shall: (i) take all reasonable and
appropriate measures to prevent sexual exploitation or abuse as described in
the WHO Policy on Sexual Exploitation and Abuse Prevention and Response
and/or sexual harassment and other types of abusive conduct as described in
the WHO Policy on Preventing and Addressing Abusive Conduct by any of its
employees and any other persons engaged by it to perform any work under the
Contract; and (ii) promptly report to WHO and respond to, in accordance with
the terms of the respective Policies , any actual or suspected violations of
either Policy of which the Contractor becomes aware; and
- each Individual Contractor warrants that he/she shall: (i) not engage in any
conduct that would constitute sexual exploitation or abuse as described in the
WHO Policy on Sexual Exploitation and Abuse Prevention and Response,
and/or sexual harassment and other types of abusive conduct as described in
the WHO Policy on Preventing and Addressing Abusive Conduct; and (i)
promptly report to WHO, in accordance with the terms of the respective
Policies, any actual or suspected violations of either Policy of which the
Individual Contractor becomes aware.

10. Tobacco/Arms Related Disclosure Statement. Company Contractors may be
required to disclose relationships they may have with the tobacco and/or arms industry
through completion of the WHO Tobacco/Arms Disclosure Statement. In the event WHO
requires completion of this Statement, the Company Contractor undertakes not to permit
work on the agreement to commence, until WHO has assessed the disclosed information
and confirmed to the Company Contractor in writing that the work can commence.

11. Anti-terrorism and UN sanctions; Fraud and Corruption. The contractor warrants
for the entire duration of the agreement that:
(i) it is not and will not be involved in, or associated with, any person or entity
associated with terrorism, as designated by any UN Security Council sanctions
regime, that it will not make any payment or provide any other support to any such
person or entity and that it will not enter into any employment or subcontracting
relationship with any such person or entity;
(i) it shall not engage in any illegal, corrupt, fraudulent, collusive or coercive
practices (including bribery, theft and other misuse of funds) in connection with the
execution of the agreement; and
(iii) the contractor shall take all necessary precautions to prevent the financing of
terrorism and/or any illegal corrupt, fraudulent, collusive or coercive practices
(including bribery, theft and other misuse of funds) in connection with the execution
of the agreement.
Any payments used by the contractor for the promotion of any terrorist activity or any
illegal, corrupt, fraudulent, collusive or coercive practice shall be repaid to WHO without
delay.

12. Breach of essential terms. The contractor acknowledges and agrees that each of the
provisions of general conditions 8, 9, 10 and 11 above constitutes an essential term of this
agreement, and that in case of breach of any of these provisions, WHO may, in its sole
discretion, decide to:
(i) terminate this agreement, and/or any other contract concluded by WHO with the
contractor, immediately upon written notice to the contractor, without any liability for
termination charges or any other liability of any kind; and/or
(i) exclude the contractor from participating in any ongoing or future tenders and/or
entering into any future contractual or collaborative relationships with WHO.

WHO shall be entitled to report any violation of such provisions to WHO's governing
bodies, other UN agencies, and/or donors.

13. Termination. WHO may terminate this agreement or any part thereof with immediate
effect (in addition to any other rights or remedies to which WHO may be entitled, including
the right to claim damages), on written notice to the contractor if the contractor is:
(i) in breach of any material obligation(s) under this agreement and, to the extent
such breach is capable of being remedied, fails to correct such breach within a
period of thirty (30) days after having received a written notification to that effect from

AGREEMENT FOR PERFORMANCE OF WORK

PROCUREMENT AND

Global Service Centre

WHO Reference/ Référence OMS

WHO Registration  2022/1202698-0

gsc-procurement@who.int

accountability/procurement/en/ pour ce qui est du Code de conduite des fournisseurs des
Nations Unies, et http:/www.who.int/about/ethics/en/ pour ce qui est des autres Politiques de
I'OMS.

9. Tolérance zéro pour I'exploitation et les abus sexuels, le harcélement sexuel ainsi que
toute autre forme de comportement abusif. L'OMS applique la tolérance zéro en matiére
d'exploitation et d'abus sexuels, de harcélement sexuel et de toute autre forme de
comportement abusif. A cet égard, et sans limiter la portée de toute autre disposition du
présent accord :
- chaque Personne Morale garantit: i) qu'elle prendra toutes les mesures
raisonnables et appropriées pour prévenir tout acte d'exploitation ou d'abus sexuels
tels que décrits dans la Politique de I'OMS relative a la prévention et a la lutte contre
I'exploitation et les abus sexuels, et/ou tout acte de harcélement sexuel ou de toute
autre forme de comportement abusif tels que décrits dans la Politique de I'OMS
relative a la prévention et la lutte contre les comportements abusifs par I'un
quelconque de ses employés et toute autre personne engagée par elle pour
exécuter le travail prévu au titre du Contrat ; et ii) qu'elle signalera immédiatement a
I'OMS et donnera suite a toute violation réelle ou présumée de I'une ou l'autre de
ces Politiques dont elle a connaissance, conformément a leurs dispositions
respectives ; et
- chaque Personne Physique garantit: i) qu'elle n'adoptera aucun comportement qui
reléverait de I'exploitation ou abus sexuels tels que décrits dans la Politique de
I'OMS relative a la prévention et a la lutte contre I'exploitation et les abus sexuels
et/ou du harcelement sexuel ou de toute autre forme de comportement abusif tels
que décrits dans la Politique de I'OMS relative a la prévention et la lutte contre les
comportements abusifs ; et ii) qu'elle signalera immédiatement a I'OMS toute
violation réelle ou présumée de I'une ou l'autre de ces Politiques dont la Personne
Physique a connaissance, conformément a leurs dispositions respectives.

10. Déclaration relative a I'industrie du tabac/de I'armement. Il peut étre demandé aux
Personnes Morales de déclarer leurs éventuelles relations avec l'industrie du tabac et/ou de
I'armement en remplissant la déclaration requise par 'OMS relative a l'industrie du tabac/de
larmement. Dans les cas ou I'OMS demande une telle déclaration, la Personne Morale
s'engage a ne pas autoriser le commencement des travaux au titre de I'accord tant que 'OMS
n'a pas évalué les informations communiquées et confirmé par écrit a la Personne Morale que
ces travaux peuvent commencer.

11. Anti-terrorisme et sanctions de I'ONU; fraude et corruption. Le contractant garantit,
pour toute la durée de l'accord :
(i) qu'il n'est ni ne sera impliqué a I'égard de, ni associé a, aucune personne ou entité que
le régime de sanctions du Conseil de sécurité de 'ONU a désignée comme étant associée
au terrorisme, qu'il ne fera aucun paiement a, ou ne soutiendra d'aucune autre maniere,
une telle personne ou entité, et qu'il ne conclura aucune relation d'emploi ni de sous-
traitance avec une telle personne ou entité ;
(ii) qu'il ne prendra part & aucune pratique illégale, de corruption, de fraude, de collusion ou
de coercition (y compris, pots de vin, vol ou autre utilisation abusive de fonds) en lien avec
I'exécution de I'accord ; et
(i) le contractant prendra toutes les précautions nécessaires pour empécher le
financement du terrorisme et/ou toute pratique illégale, de corruption, de fraude, de
collusion ou de coercition (y compris, pots de vin, vol ou autre utilisation abusive de fonds)
en lien avec I'exécution de I'accord.
Tout paiement utilisé par le contractant pour la promotion de toute activité terroriste ou de toute
pratique illégale, de corruption, de fraude, de collusion ou de coercition doit étre
immédiatement remboursé a 'OMS.

12. Violation de clauses essentielles. Le contractant reconnait et accepte que chacune des
dispositions des conditions générales 8, 9, 10 et 11 ci-dessus constitue une clause essentielle
du présent accord, et qu'en cas de manquement a I'une quelconque de ces dispositions, 'OMS
peut, & sa seule discrétion, décider :
(i) de résilier immédiatement cet accord, et/ou tout autre contrat conclu par I'OMS avec le
contractant, moyennant une notification écrite adressée au contractant, sans étre
redevable d'aucune pénalité au titre d'une telle résiliation et sans que sa responsabilité ne
soit engagée d'une quelconque maniére que ce soit; et/ou
(i) d'exclure le contractant de toute participation a des appels d'offres en cours ou a venir
et/ou de toute relation contractuelle ou de collaboration future avec 'OMS.

L'OMS sera en droit de rapporter toute violation de ces dispositions aux organes directeurs de
I'OMS, aux autres organismes des Nations Unies et/ou aux donateurs.

13. Résiliation. L'OMS peut résilier avec effet immédiat le présent accord ou toute partie de
celui-ci (en plus de tous les autres droits ou recours dont 'OMS peut se prévaloir, y compris
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WHO; or
(ii) adjudicated bankrupt or formally seeks relief of its financial obligations.

14. Use of WHO name and emblem. Without WHO's prior written approval, the
contractor shall not, in any statement or material of an advertising or promotional nature,
refer to this agreement or the contractor's relationship with WHO, or otherwise use the
name (or any abbreviation thereof) and/or emblem of the World Health Organization.

15. Publication of agreement. Subject to considerations of confidentiality, WHO may
acknowledge the existence of this agreement to the public and publish and/or otherwise
publicly disclose the contractor's name and for Company Contractors, the country of
incorporation, general information with respect to the work described herein and the
agreement's value. Such disclosure will be made in accordance with WHO's Information
Disclosure Policy and shall be consistent with the terms of this agreement.

16. Audit. WHO may request a financial and operational review or audit of the work
performed by Company Contractors under this agreement, to be conducted by WHO
and/or parties authorized by WHO, and the Company Contractor undertakes to facilitate
such review or audit. This review or audit may be carried out at any time during the
implementation of the work performed under this agreement, or within five years of
completion of the work. In order to facilitate such financial and operational review or
audit, the Company Contractor shall keep accurate and systematic accounts and records
in respect of the work performed under this agreement.
The Company Contractor shall make available, without restriction, to WHO and/or parties
authorized by WHO:

(i) the Company Contractor's books, records and systems (including all relevant

financial and operational information) relating to this agreement; and

(ii)reasonable access to the Company Contractor's premises and personnel.
The Company Contractor shall provide satisfactory explanations to all queries arising in
connection with the aforementioned audit and access rights.

WHO may request the Company Contractor to provide complementary information about
the work performed under this agreement that is reasonably available, including the
findings and results of an audit (internal or external) conducted by the Company
Contractor and related to the work performed under this agreement.

17. Surviving provisions. Those provisions of this agreement that are intended by their
nature to survive its expiration or earlier termination shall continue to apply.

18. Settlement of disputes. Any matter relating to the interpretation or application of this
agreement which is not covered by its terms shall be resolved by reference to Swiss law.
Any dispute relating to the interpretation or application of this agreement shall, unless
amicably settled, be subject to conciliation. In the event of failure of the latter, the dispute
shall be settled by arbitration. The arbitration shall be conducted in accordance with the
modalities to be agreed upon by the parties or, in the absence of agreement, with the
Rules of Arbitration of the International Chamber of Commerce. The parties shall accept
the arbitral award as final.

19. Privileges and immunities. Nothing contained in or relating to this agreement shall
be deemed to constitute a waiver of any of the privileges and immunities enjoyed by
WHO and/or as submitting WHO to any national court jurisdiction.
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celui de réclamer des dommages-intéréts), moyennant une notification écrite adressée au
contractant, si ce dernier :
(i) est en violation d'une (ou plusieurs) obligation(s) importante(s) du présent accord et,
dans le cas d'une violation susceptible d'étre réparée, manque de remédier a une telle
violation dans les trente (30) jours suivant la réception d'une notification écrite de I'OMS
envoyée a cet effet ; ou
(ii) s'est déclaré en faillite ou a demandé officiellement a étre exonéré de ses obligations
financiéres.

14. Utilisation du nom et de I'embléme de I'OMS. Le contractant n'a pas le droit, dans
aucune déclaration ni aucun support a caractére publicitaire ou promotionnel, de faire
référence au présent accord ou a sa relation avec 'OMS, ni d'utiliser d'une autre maniére le
nom (ou toute abréviation de celui-ci) et/ou I'embléme de I'Organisation mondiale de la Santé,
sans |'autorisation écrite préalable de 'OMS.

15. Publication de I'accord. Sous réserve de considérations relatives a la confidentialité,
I'OMS a le droit de divulguer I'existence de cet accord et de publier, et/ou rendre public d'une
autre maniere, le nom du contractant ainsi que, le pays d'enregistrement si le contractant est
une Personne Morale, des informations générales concernant les travaux décrits dans le
présent accord et la valeur de I'accord. Cette divulgation se fera conformément a la politique de
I'OMS sur la divulgation des informations et aux dispositions du présent accord.

16. Vérification. L'OMS peut demander qu'un examen ou une vérification de type financier et
opérationnel des travaux effectués par les Personnes Morales en vertu du présent accord soit
effectué(e) par 'OMS et/ou par des parties autorisées par 'OMS, et la Personne Morale
s'engage a faciliter cet examen ou cette vérification. Cet examen ou cette vérification peut étre
effectué(e) a tout moment pendant I'exécution des travaux effectués au titre du présent accord,
ou dans les cing ans suivant I'achévement des travaux. Afin de faciliter cet examen ou cette
vérification de type financier et opérationnel, la Personne Morale doit tenir des comptes et des
registres précis et systématiques sur les travaux effectués en vertu du présent accord.
La Personne Morale doit mettre a la disposition de I'OMS et/ou des parties autorisées par
I'OMS, sans restriction:
(i) les livres, les archives et les systémes de la Personne Morale concernant le présent
accord (y compris I'ensemble des informations financiéres et opérationnelles pertinentes);
et
(i) un acces raisonnable aux locaux et au personnel de la Personne Morale.
La Personne Morale doit fournir des explications satisfaisantes en réponse a toutes les
questions découlant de la vérification et des droits d'acces susmentionnés.

L'OMS peut demander a la Personne Morale de lui communiquer des informations
complémentaires concernant les travaux exécutés au titre du présent accord qui sont
raisonnablement a sa disposition, y compris les conclusions et les résultats d'une vérification
(interne ou externe) effectuée par la Personne Morale au sujet des travaux exécutés au titre du
présent accord.

17. Dispositions restant en vigueur apres la fin du contrat. Les dispositions du présent
accord qui sont, de par leur nature, destinées a survivre a l'expiration ou a la résiliation
anticipée dudit accord continueront de s'appliquer.

18. Reglement des différends. Toute question concernant l'interprétation ou I'application du
présent accord que les dispositions de ce dernier ne permettent pas de résoudre doit étre
résolue par référence au droit suisse. Tout différend relatif a I'application ou a l'interprétation du
présent accord qui n'aurait pu étre résolu a I'amiable fera I'objet d'une conciliation. En cas
d'échec de celle-ci, le différend sera réglé par arbitrage. Les modalités de I'arbitrage seront
convenues entre les parties ou, en l'absence d'accord, déterminées selon le Réglement
d'arbitrage de la Chambre de Commerce internationale. Les parties reconnaissent que la
sentence arbitrale sera finale.

19. Priviléges et immunités. Aucun des termes du présent accord ne sera considéré comme

constituant une renonciation a quelque privilege ou immunité que ce soit dont jouit 'OMS en
vertu du droit national ou international et/ou interprété comme une soumission de I'OMS a la
compétence d'une quelconque juridiction nationale.
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Consortium Agreement

This Agreement (“Agreement”) is entered into to specify the terms and conditions under which

The Brigham and Women's Hospital, Inc. (“Hospital”) and Mahatma Gandbhi Institute of Medical Sciences
(“Subrecipient”), each referred to individually as a party (“Party”) and collectively as the parties (“Parties”), will
collaborate in the conduct of a study titled “An individualized approach to promote nurturing care in low and
middle income countries: A hybrid effectiveness/implementation trial of the international Guide for Monitoring
Child Development (MPI)” (“Project”) under an award from NIH-National Institutes of Health (“Sponsor”) Grant
Number 1R01HD100984-01A1 (“Prime Award”), awarded to Hospital effective April 01, 2021 with Peter Rohloff
as Principal Investigator for Hospital (“Hospital Investigator”) and Subodh Gupta as Principal Investigator for

Subrecipient (“Subrecipient Investigator”).

Insofar as they are applicable to Subrecipient and the Statement of Work performed hereunder, the Federal
Acquisition Regulations (“FAR”) and related Supplements as referenced in the Prime Award are incorporated
into the following terms and conditions of this Agreement, either directly or by reference. The following
documents are attached and parts of this Agreement:

Appendix A: Statement of Work and Protocol

Appendix B: Budget

Appendix C: Format for Invoices

Appendix D: Prime Award

Appendix E: FFATA Contact Information

Appendix F: Telecommunications Certification

1. Term
This Agreement will begin on April 01, 2021 (“Effective Date”) and will not extend beyond March 31, 2022
(“Term”), unless the Term is extended by Hospital or terminated in accordance with the terms of this

Agreement.

2.  Principal Investigators
2.1. Hospital Investigator: The Hospital Investigator is responsible for the overall direction of the
Project and for reviewing, evaluating, and monitoring Subrecipient’s technical, scientific,

programmatic, and financial performance under this Agreement.

2.2.  Subrecipient Investigator: The Subrecipient Investigator will direct the portion of the Project
funded under this Agreement and is responsible to Hospital for proper management, conduct, and



reporting of the work. Subrecipient Investigator is responsible for all the technical, scientific,
programmatic, and financial performance consistent with the terms of this Agreement.

3. Statement of Work and Protocol
3.1.  Subrecipient will provide all the necessary qualified personnel, equipment, materials, and facilities
to accomplish the research described in the statement of work (“Statement of Work”) and
protocol (“Protocol”), which are incorporated to this Agreement as Appendix A, for the amount
outlined in the approved budget, which is incorporated to this Agreement as Appendix B
(“Budget”).

3.2.  Subrecipient represents and warrants that in performance of this Study it will:

a. obtain necessary approvals of the Protocol and signed consent forms (“ICF”) from
Hospital and the appropriate Institutional Review Board (“IRB”); or obtain a Waiver of
Authorization from the appropriate IRB (“Waiver Authorization”) prior to any activities
involving human subjects under this Agreement;

b. assume all responsibility to enroll and follow subjects according to the most recent
approved version of the Protocol;

c. comply with all institutional and U.S. federal regulations concerning informed consent
and the participation of human subjects; and

d. ensure regulatory compliance outlined by the Food and Drug Administration (“FDA”)
regulations.

3.3.  Subrecipient will not make any change to the Statement of Work or Protocol without obtaining the
prior written approval of the Hospital Investigator, identified in Appendix E, and the appropriate
IRB. No provision in this Agreement may override the obligations of this Article 3.3.

4. Notification

4.1. Both Parties will promptly notify the other in writing of all information that could significantly
affect the safety or medical care of current or former subjects, or significantly affect current
subjects’ willingness to continue participation, materially influence the conduct of the Study, or
alter IRB approval.

4.2.  The Parties, through their respective Investigators or IRB, as appropriate, are responsible for
informing subjects of all information learned through this Article that could significantly affect the
safety or medical care provided to the subjects. Notifications should be made in accordance with
the ICF or Waiver Authorization and Protocol. Hospital will not contact Subrecipient’s Study
subjects unless authorized to in the ICF.

5. Technical Reporting Requirements
5.1. Continuation Proposals: If Sponsor requires a continuation proposal, Subrecipient will obtain
appropriate institutional approval and submit a progress report and any additional required
documents describing accomplishments and significant research findings derived from the work

under this Agreement to the Hospital Grant Administrator not later than seventy-five (75) days

The Brigham and Women's Hospital, Inc.
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5.2.

5.3.

5.4.

5.5.

prior to the last day of the Term for this Agreement, for inclusion in Hospital’s continuation
proposal.

Interim Progress Report: Upon reasonable advance notice from Hospital, Subrecipient may be
required to submit interim progress reports as these may be necessary for Hospital to fulfill its
obligations under the Prime Award.

Final Progress Report: Subrecipient will submit a final progress report describing accomplishments
and significant research findings derived from the work under this Agreement, and any other
documentation or information required by the Prime Award, to the Hospital Investigator within
sixty (60) days of the close of the Term, or from the effective date of early termination, for
inclusion in Hospital's final progress report to Sponsor.

Final Invention Report: No later than sixty (60) days following the conclusion or early termination
of this Agreement, Subrecipient must submit Form HHS-568 to the Hospital Grant Administrator
detailing any Inventions developed under this Agreement, defined in accordance with Article 0. In

the event no Inventions were developed, a negative report is required.

Other Reports: Subrecipient is required to assist Hospital in fulfilling its obligations for reporting
requirements to the Sponsor, which are incorporated by reference in Appendix D. Accordingly, in
addition to those requirements listed in this Agreement, Hospital may be required to fulfill
additional reporting requirements at Sponsor’s request. Subject to the nature of Sponsor’s request
for additional reporting, Hospital will provide Subrecipient advance notice and will be afforded
time for its submission.

6. Financial Reporting Requirements

6.1.

6.2.

Annual Financial Report: Subrecipient will submit an annual final financial report of expenditures,
in the form of an annual final invoice, to the Hospital Financial Contact, listed in Appendix E within
sixty (60) days of the close of each Year or from the effective date of early termination, using a
format substantially similar to Appendix C and indicating that the invoice is “Final.”

In the event that Subrecipient seeks carry forward of an unobligated balance into the next Year
and carry forward is not automatic per Article 13 below, the amount must be specified on the final
invoice and a separate request must be submitted to the Hospital Grant Administrator.

7. Change of Investigators

7.1.

Subrecipient must promptly notify the Hospital Grant Administrator and Hospital Investigator if
the Subrecipient Investigator is unable to serve as Subrecipient Investigator under this Agreement
or becomes unavailable to the Project for a period exceeding three (3) consecutive months.
Subrecipient may submit a written request to replace the Subrecipient Investigator to the Hospital
Investigator and Hospital Grant Administrator, identified in Appendix E. If neither Party can agree
on a replacement, this Agreement will be terminated in accordance with Article 8.

The Brigham and Women's Hospital, Inc.
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7.2.

An authorized official of Hospital must approve the appointment of a new Subrecipient
Investigator. Hospital will amend this Agreement to authorize a change of Investigators. Approval
will not be unreasonably withheld.

8. Termination

8.1.

8.2.

8.3.

8.4.

8.5.

This Agreement may be terminated for any of the following cases:
a. by either Party with thirty (30) days prior notice to the other;
b. by either Party immediately and with prompt notification when such action is necessary
to protect the health, safety or welfare of human subjects; or
c. immediately in the event that the Sponsor terminates the Prime Award.

In all cases, written notice must be provided to the other Party’s contacts identified in Appendix E.

In the event of an early termination, Subrecipient will be reimbursed for allowable costs and non-
cancellable obligations, defined in Article Error! Reference source not found., for work
satisfactorily completed in accordance with the Protocol and the terms of this Agreement, and
accepted by Hospital up to the date of termination. As applicable, Subrecipient must promptly
furnish to Hospital all data and reports required under this Agreement up to the effective date of
termination. If this Agreement is terminated due to a deviation from the Protocol, payment will
only be made for activities completed in accordance with the Protocol prior to the date of
deviation.

At any time, and only when necessary to protect the health and safety of human subjects or the
scientific integrity of the Study, an authorized official of Hospital will issue a stop-work order in
accordance with this Article. Upon receipt, Subrecipient must immediately cease all or part of the
work performed under this Agreement, unless such actions are reasonable and necessary to
protect the health and safety of the human subjects. During the stop work order, Subrecipient will
take all reasonable steps to minimize the incurrence of costs.

If the Sponsor issues a stop-work order, Hospital will promptly notify Subrecipient and provide any
instructions issued by the Prime Sponsor. Subrecipient will take all necessary action as required by
Prime Sponsor’s direction.

9. Contacts

The individuals identified in the incorporated Appendix E are the designated representatives for Hospital

and Subrecipient. The Investigators for both Parties will be contacted for resolution of technical questions.

The Authorized Officials for both Parties have the authority described throughout this Agreement.

9.1.

Hospital Contacts. The Hospital Grant Administrator will be the primary point of contact for
resolution of administrative questions with a copy to the Hospital Financial Contact. The Hospital
Financial Contact is the primary contact for invoices and questions concerning payments.
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10.

11.

12,

9.2.

Subrecipient Contacts. The Subrecipient Grant Administrator will be the primary point of contact
for resolution of administrative questions. The Subrecipient Financial Contact will be contacted for

resolution financial questions.

Disputes

10.1.

10.2.

10.3.

The Parties will attempt to amicably settle any controversy or claim arising out of this Agreement
between themselves before seeking any other kind of resolution or available remedy under

applicable law.

Only if agreed by both Parties, any conflict which the Parties are unable to resolve independently
may be settled through arbitration conducted in accordance with the rules of the American
Arbitration Association. A demand for arbitration must be filed within a reasonable time after the
controversy or claim has arisen, and in no event after the applicable statute of limitations has

expired.

Subrecipient will provide reasonable assistance and cooperation to Hospital if a dispute arises with
the Sponsor.

Consideration

11.1.

11.2.

For the budget period April 01, 2021 to March 31, 2022 (“Year 1”), Subrecipient’s Budget is
110,808, U.S. Dollars (“USD”) in total costs, inclusive of 8.00% in Facilities and Administration costs
(“F&A”), apportioned in accordance with the Budget in Appendix B. The allowability of costs is

determined in accordance with the Prime Award, the FAR, and the approved Budget.

Once enrollment is initiated under the project, Subrecipient is expected to enroll at least 10-15
subjects each month. Subrecipient must submit quarterly progress reports detailing the number of
subjects enrolled and the progress achieved on the aims outlined in Appendix A. If enrollment
targets are not met, Subrecipient must provide a detailed justification in the quarterly progress

report.

Invoicing

12.1.

12.2.

Payments will be made within the total authorized amount in USD upon Hospital’s receipt and
approval of invoices for costs incurred. Invoices must be submitted, no more often than monthly,
to Hospital’s Financial Contact listed in Appendix E in a format substantially similar to Appendix C.
All invoices from Subrecipient must be submitted in USD and include:

a. Hospital’s Agreement reference number: #125594;

b. current and cumulative costs, including cost sharing, as applicable;

c. the signature of an authorized fiscal officer, and

d. a certification as required in 2 CFR § 200.415(a).

Subrecipient will not be reimbursed for fluctuations in the currency exchange rate. Invoices that

do not contain all of the required information may be returned to Subrecipient.
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13. Payment
13.1. Payment to Subrecipient is contingent on Subrecipient’s compliance with this Agreement and the
Prime Award. All payments are considered provisional, and subject to adjustment within the total
authorized amount, in the event such adjustment is necessary as a result of an adverse audit
finding against Subrecipient, or a finding of non-compliance with the terms of this Agreement, or
any applicable law or regulation. Acceptance of final payment from Hospital releases and forever

discharges Hospital of and from all financial claims for research performed under this Agreement.
13.2. Payments will be submitted to Subrecipient via the address provided in Appendix E.

14. Prior Approvals
14.1. Subrecipient shall not re-budget between cost categories or add new cost categories to the
Budget without prior approval from Hospital.

14.2. Requests for re-budgeting that require prior approval, requests for carry-forward of unspent
balances from one budget period to the next, if carry forward is not automatic as determined
below, and requests for no-cost extensions must be directed to the Hospital Investigator and
Hospital Grant Administrator. Such requests will be reviewed and, as appropriate, approved by
Hospital in accordance with Sponsor policy, or, if applicable, forwarded to Sponsor for action.

14.3. Automatic Carry Forward: Prior approval required

15. Audit and Records
15.1. Technical Record Retention: Any pertinent books, documents, papers, records, notebooks and data
related to the Project provided by Subrecipient under this Agreement, including subject records,
and other technical records pertinent to this Agreement, must be retained by Subrecipient for a
period of seven (7) years from Subrecipient’s receipt of its final payment under this Agreement.
This retention period is required pursuant to Accounting of Disclosures of Protected Health
Information, HIPAA § 164.528, so that Hospital may fulfill its obligations to the Sponsor under the

Prime Award.

15.2. Technical Audit: The Sponsor, the Comptroller General of the United States, Hospital, or any of
their duly authorized representatives, upon reasonable advance notice and during normal
business hours, will have access to and the rights to examine such technical records in accordance
with the requirements of this Agreement and as related to this Agreement. Such technical audit

may include an audit of Subrecipient’s data security plan as applicable.

15.3.  Financial Record Retention: Subrecipient will maintain a systematic accounting record of the
receipt and disbursement of funds and expenditures incurred under the terms of this Agreement
and retain the substantiating documents, such as bills, invoices, cancelled checks, and receipts, for
a period not less than three (3) years after Subrecipient’s receipt of its final payment under this

Agreement.
15.4. Financial Audit: The Sponsor, the Comptroller General of the United States, Hospital, or any of

their duly authorized representatives, upon reasonable advance notice and during normal
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business hours, will have access to and the rights to examine such financial records as described in
Article 15.3.

16. Data
16.1. Subrecipient must record all data elements required to be delivered to Hospital through this
Agreement’s Statement of Work and Protocol (“Project Data”) in accordance with the IRB,
Protocol, and ICF or Waiver Authorization. Subrecipient must record all Project Data in a timely,
accurate, complete, and legible manner in a format or database as required by the Protocol.
Subrecipient will take reasonable and customary precautions, including periodic backup of
computer files, to prevent the loss or alteration of any Project Data.

16.2. Hospital will use the Project Data consistent with the appropriate ICF or Waiver Authorization,
Hospital’s Protocol and all applicable U.S. federal, state or local government laws or regulations.
Both Parties may use Project Data for their own non-commercial research and educational
purposes, in accordance with the restrictions outlined in this Agreement, and consistent with the
IRB, Protocol, and ICF or Waiver Authorization, and all applicable U.S. federal, state or local
government laws or regulations.

17. RESERVED
18. Human Materials

No human materials will be exchanged under this Agreement.

19. Publications and Copyrights
The Investigators are encouraged to publish or otherwise publicly present the results of the research
conducted under this Agreement.

19.1. Subject to any applicable terms of the Prime Award and generally accepted academic standards,
the Investigators will together make the decision regarding the authorship on jointly-authored
publications and other public presentations arising out of this Agreement. Subrecipient must
provide drafts of all publications or presentations arising out of this Agreement to the Hospital
Investigator for review and comment within a reasonable time prior to submission for publication
or presentation. Thereafter, Subrecipient will submit finalized copies to Hospital following its
submission.

19.2. Subrecipient must acknowledge the support of the Prime Sponsor whenever publicizing the work
based on, or developed under this Agreement, in any media, whether copyrighted or not, by
including the following acknowledgement:

“Research reported in this publication was supported by the Eunice Kennedy
Shriver National Institute Of Child Health & Human Development of the
National Institutes of Health under Award Number RO1HD100984. The content
is solely the responsibility of the authors and does not necessarily represent the
official views of the National Institutes of Health.”
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19.3. Subject to any third party rights of a publishing journal, Subrecipient grants to Hospital an
irrevocable, royalty-free, non-transferable, non-exclusive world-wide right and license to use,
reproduce, make derivative works, display, and perform publicly any copyrights or copyrighted
material (including any computer software and its documentation and databases) first developed
and delivered under this Agreement for the purpose of and to the extent required to meet
Hospital’s obligations to the U.S. federal government under its Prime Award and for non-
commercial educational and research-related purposes, which includes the creation of derivative

works.

20. Inventions and Patents
Subrecipient must ensure that this Article and policy are applicable to all persons who perform any part of
the work under this Agreement and who may be reasonably expected to create an Invention.

20.1. The determination of the rights of ownership and disposition of any inventions resulting from the
performance of the Project under this Agreement (“Inventions”), is in accordance with Sponsor’s
policy and will be governed by Rights to Inventions Made by Nonprofit Organizations and Small
Business Firms Under Government Grants, Contracts, and Cooperative Agreements, 37 CFR § 401.

20.2. Subrecipient will notify Hospital’s Grant Administrator in writing within sixty (60) days of
Subrecipient’s disclosure of any Inventions to Subrecipient personnel responsible for patent
matters. A final report of Inventions developed under this Agreement is required no later than
sixty (60) days following the conclusion or early termination of this Agreement. Negative reports

are required. Subrecipient will use form HHS 568 for its report to Hospital.

20.3. Title to any Inventions made by Subrecipient will vest with Subrecipient. Subrecipient grants to
Hospital an irrevocable, world-wide, royalty-free, non-exclusive license to practice any Inventions
only to the extent required for Hospital to meet its obligations under the Prime Award.
Subrecipient shall grant to Hospital an irrevocable, world-wide, royalty-free, non-exclusive license
to practice any Inventions for non-commercial educational and research related purposes, which
license shall include terms that are reasonable and customary as between academic/non-profit

and for-profit collaborators.

20.4. Subrecipient’s assignment of Invention rights to a third party does not require Sponsor approval,
but ongoing reporting remains a requirement for each Invention pursuant to the Sponsor policy.

20.5. The Parties will mutually agree in writing to the management of joint Inventions.

21. Confidentiality
21.1. Confidential information (“Confidential Information”) will mean any business or proprietary
information provided by one Party to the other and clearly identified in writing as “Confidential”
by the transmitting Party at the time of disclosure. If such transmittal occurs orally, the
transmitting Party will within thirty (30) days reduce such transmittal to written form, mark and

identify it as “Confidential”, and provide such record to the other Party.
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21.2. If a Party discloses Confidential Information to the other Party during the Project, the receiving
Party will disclose the Confidential Information only on a need-to-know basis to its employees,
directors or other advisors or representatives who are subject to these confidentiality obligations.
Each Party will use the Confidential Information only for the purposes contemplated by this

Agreement and will use reasonable efforts to prevent its disclosure to third parties.

21.3. Notwithstanding, the receiving Party may disclose the Confidential Information if such
information:

a. was already in the public domain or becomes publicly available through no wrongful act
of receiving Party;

b. was previously known or developed by the receiving Party without any violation of
existing confidentiality obligations;

c. was known by the receiving Party prior to its disclosure by the disclosing Party, as
evidenced by tangible records;

d. becomes known to receiving Party after disclosure from a third party having an apparent
bona fide right to disclose it;

e. isindependently developed or discovered by receiving Party without use of disclosing
Party’s Confidential Information, as evidenced by tangible records; or

f. isrequired to be disclosed by operation of law.

21.4. Each Party retains ownership of the Confidential Information it provides to the other. The receiving
Party will promptly return the disclosing Party’s Confidential Information upon request but
receiving Party may retain one copy in a secure location solely for record-keeping and compliance-
related purposes.

21.5. The obligations of this Article will survive for a period of five (5) years following termination of this
Agreement. Notwithstanding, all Protected Health Information will be considered Confidential
Information in accordance with HIPAA.

22. Protection of Human Subjects
22.1. Inaccordance with laws and regulations for the protection of human subjects, which includes but
is not limited to 45 CFR § 46, and specifically 45 CFR § 46.107, the Protocol incorporated through
Appendix A of this Agreement, as updated or revised, has been approved by the appropriate IRB
at Hospital. Both Parties must maintain compliance with all applicable laws and regulations related

to the protection of human subjects for the duration of this Agreement.

22.2. Subrecipient will promptly report to the Hospital Investigator and to the appropriate IRB:
a. any adverse events or unexpected problems;
b. any proposed changes to the Protocol or IFC or Waiver Authorization; and
c. any otherinformation required to be reported pursuant to the Protocol.

22.3. Subject to the regulations Protection of Human Subjects, 45 CFR § 46, Subpart A, and 45 CFR §
46.107, Subrecipient must not conduct any work under this Agreement using human subjects

without first obtaining approval from the appropriate IRB. Subrecipient will monitor this Project as
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appropriate and will submit reports to Hospital documenting current and ongoing review and
approval of the Protocol or a copy of Subrecipient’s current IRB approval. Subrecipient certifies
that it has been assigned an assurance of compliance number by the Office for Human Research
Protections (“OHRP”) and will comply with the terms of its OHRP-approved assurance.

22.4. Inaddition, Subrecipient certifies that all its key personnel involved in human subject research as
part of this Project have been certified in accordance with the policies outlined in the Prime
Award concerning Education in the Protection of Human Research Participants, as further updated
or revised. Upon request, Subrecipient will provide documentation of this certification to Hospital.

22.5. All human subjects research funded wholly or in part by NIH, that collects or uses identifiable,
sensitive information, including but not limited to identifiable biospecimens or individual-level
genomic data (“ISI”), as defined by the NIH Policy for Issuing Certificates of Confidentiality, NOT-
0OD-17-109 (2017) (the “Policy”), and which was commenced or ongoing on or after December 13,
2016, is deemed under the Policy to be issued a Certificate of Confidentiality (“Certificate”). All
institutions and investigators collecting or receiving ISI under a Project that has been issued a
Certificate are required to protect the privacy of individuals who are subjects of such research and
must do so in accordance with the Policy.

22.6. Accordingly, Subrecipient certifies that if a Certificate has been issued for this Project and
Subrecipient collects or receives ISl under this Agreement, Subrecipient and Subrecipient
Investigator and its staff will comply with the Policy and the Prime Award when using or disclosing
ISI.

22.7. This Article will survive the expiration and early termination of this Agreement.

23. Privacy Laws
23.1. To the extent applicable, Subrecipient will comply with HIPAA PL 104-191 et al., and its
accompanying regulations, including but not limited to the Standards for Privacy of Individually
Identifiable Health Information (Privacy Rule), codified at 45 CFR §§ 160—-164 (“Privacy Rule”) and
will amend this Agreement, as appropriate, to comply with any federal modifications or additions
to HIPAA requirements.

23.2. If Protected Health Information (“PHI”), as defined by the HIPAA Privacy Rule, is generated, used,
or disclosed as a result of this Agreement, the Parties certify that the storage, use and disclosure
of PHI is in compliance with IRB approval, the Protocol, the ICF or Waiver Authorization, HIPAA and
its accompanying regulations, and all applicable laws and regulations.

23.3. If Subrecipient is not a HIPAA covered entity, as defined by HIPAA PL 104-191 et al., Subrecipient
must still take all reasonable and customary precautions, including periodic backup of computer
files, to prevent the loss or alteration of any data or information related human subjects. In
addition, Subrecipient will comply with any applicable laws of Subrecipient’s home country that
are equivalent in nature to HIPAA regulations. Subrecipient may use its data for its own non-
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24.

25.

26.

27.

28.

commercial, internal, research and educational purposes, subject to the limitations listed in this
Agreement.

Protection of Animal Welfare
No animal research may be conducted under this Agreement.

Research Misconduct

Subrecipient certifies that it has established administrative policies and will comply with Public Health
Service Policies on Research Misconduct, 42 CFR § 93. Subrecipient certifies that it has in place and will
enforce written policies and procedures for addressing allegations of research misconduct and has filed an
Assurance of Compliance with the DHHS Office of Research Integrity.

Debarment and Suspension

Subrecipient certifies that none of its officers, directors, employees, agents and students currently
assigned to this Project are presently debarred, suspended, proposed for debarment, or declared
ineligible for the award of funds by any U.S. federal agency, in accordance with 45 CFR § 76.

Representations and Certifications

27.1. Subrecipient shall complete electronic annual representations and certifications at
https://www.sam.gov (“SAM”) (see FAR 4.1102). Subrecipient shall update the representations
and certifications submitted to SAM as necessary, but at least annually, to ensure they are kept
current, accurate, and complete. The representations and certifications are effective until one year
from date of submission or update to SAM.

27.2.  When any of the conditions in paragraph (b) of the clause at 52.219-28, Post-Award Small Business
Program Representation, apply, if Subrecipient represented that it was a small business prior to
award of this Agreement, it must update the representations and certifications in SAM as directed
by the clause. If Subrecipient represented that it was other than a small business prior to
execution of this Agreement, it may update the representations and certifications in SAM as
directed by the clause, if its size status has changed since the date of execution.

Independent Contractor
28.1. Subrecipient acknowledges that all employees hired by it, under it, or as a result of this Agreement
and for the term of this Agreement, are deemed to be employees of Subrecipient and are not

entitled to any retirement or other fringe benefits from Hospital.

28.2. Neither Party has the authority to make any statements, representations, or commitments of any
kind, nor will take any action which is binding on the other Party, except as may be explicitly

provided for in this Agreement or authorized by the other Party in writing.

28.3. Subrecipient will pay all debts for labor and materials contracted for by it, and for the rental of
appliances and equipment hired by it both for and on account of the work to be performed.
Subrecipient will conform to all requirements of law and all other public authorities, state or local,
relating to the methods or materials to be used or to the persons to be employed in performance
of the Project.
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29.

30.

31.

32.

33.

Use of Name

29.1. Neither Party may use the name of the other Party, nor any adaptation of its name, nor the name
of any staff member, employee, agent or student of the other Party in any advertising,
promotional materials, sales literature or publicity without obtaining prior written approval of the
Party whose name is to be used. For Hospital, approval must be obtained from its Department of
Communication & Public Affairs, which may be found by visiting:
https://www.brighamandwomens.org/about-bwh/newsroom/contact-bwh-communications-and-
public-affairs

29.2. Notwithstanding, a Party may, without prior consent, use or disclose the other Party’s name as

required by law, court order, regulation or for its own internal purposes.

29.3. The Sponsor may, at its discretion, publish information regarding this Project and identify
Subrecipient Investigator and their affiliation. In any such statement, the relationship must be

accurately and appropriately described.

Indemnification

o the extent allowed by law, Subrecipient will indemnify and hold Hospital and its employees harmless
from any and all liability of every nature and description arising out of this Agreement including, but not
limited to, all third party claims, liabilities, judgments, costs, damages, damage to property or personal
injuries including death, and expenses (collectively referred to as the “Losses”), resulting from and to the
extent caused by Subrecipient or its employees’ or agents’ negligent and unlawful acts or omissions in the
performance of this Project. Subrecipient will be financially and legally responsible for all such Losses
except to the extent where the Losses are the direct result of Hospital and its employees’ or agents’

negligent acts or omissions.

Liability

Each Party will be responsible for its own negligent acts or omissions and the negligent acts or omissions
of its employees, officers, or directors in the performance of this Project and the administration of this
Agreement, to the extent allowed by law. Neither Party is liable to the other for any special, incidental, or
consequential damages that may arise in connection with the execution and performance of this
Agreement.

Insurance
For the duration of this Agreement each Party will maintain insurance, or a program of self-insurance, in
an amount that will be adequate to cover its obligations under this Agreement. The Parties will provide

each other proof of insurance upon request.

Conflict of Interest

Financial Conflict of Interest (“FCOI”) regulations, implemented by the Office of the Secretary of the U.S.
Department of Health and Human Services and the Public Health Service, entitled Responsibility of
Applicants for Promoting Objectivity in Research for which PHS Funding is Sought, and codified at 42 CFR §
50, Subpart F (2011), collectively referred to as COI regulations (“COI Regulations”), require Hospital to
ensure that Subrecipient has policies in place for management of financial conflicts of interest.
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33.1. Subrecipient certifies that it has in effect an up-to-date, written and enforced conflicts of interest
policy which complies with the COI Regulations. At the time of execution of this Agreement,
Subrecipient certifies that there is no FCOI related to the work contemplated by this Agreement. If
Subrecipient has identified an FCOI related to the work contemplated by this Agreement,
Subrecipient certifies that it has implemented an appropriate management plan and notified
Hospital of the existence of the FCOI and submitted all information as required by 42 CFR §
50.605(b)(3) (“FCOI Report”).

33.2. Inthe event that an FCOIl is identified by Subrecipient during the term of this Agreement,
Subrecipient must submit an FCOI Report to Hospital within forty-five (45) days of Subrecipient
Investigator disclosing the significant financial interest. Furthermore, annual updates of reported
FCOIs must be provided to Hospital as required by 42 CFR § 50.605(b)(4). FCOI Reports must be
submitted to Hospital’s Office for Interactions with Industry at: PHSOll@partners.org.

34. Whistleblower Protection
Subrecipient is subject to the requirements of A Pilot Program for the Enhancement of Employee
Protection from Reprisal for Disclosure of Certain Information, 41 USC § 4712 (2013). Subrecipient will
inform its employees working on any U.S. federal award that they are subject to the whistleblower rights
and remedies of the pilot program; and will inform their employees in writing of employee whistleblower
protections under 41 USC § 4712 in the predominant native language of the workforce; and will include

such requirements in any agreement made with a permitted subcontractor or subgrantee.

35. Tax Exempt Status
Subrecipient certifies that it is considered a non-profit organization under the laws of its home country
and will immediately notify Hospital should this status change.

36. Export Control
The export of goods or technical data from the United States may require some form of export control
license from the U.S. government in accordance with Export Administration Regulations, 15 CFR §§ 730
774. Neither Party will disclose, export or re-export any materials or technical data received under this
Agreement to any countries for which the U.S. government requires an export license, unless it has: a)
obtained prior written authorization from the appropriate governmental agency responsible for such
matters; and b) provided written prior notice to the receiving Party including the applicable export control
designation (e.g. ECCN or Munitions List category) giving receiving Party the right to decline the receipt of
such export controlled materials or technical data. In the event an export license is required, the Party
requiring such a license will be responsible for the cost of obtaining such license.

37. Anti-Terrorist Compliance
Subrecipient warrants that all funds issued under this Agreement will be used in compliance with all
applicable United States anti-terrorist financing and asset control laws, regulations, rules and executive
orders.
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38.

39.

40.

41.

42,

43.

Profit or Fee
No profit or fee will be provided to Subrecipient under this Agreement. A profit or fee is not a cost but is
an amount in excess of actual allowable direct and indirect costs.

Equipment
39.1. Subrecipient may not purchase equipment, other than as listed in the Budget, without prior

written approval from the Hospital Investigator and Hospital Grant Administrator.

39.2. If equipment is purchased under this Agreement, Subrecipient must submit a final report of
equipment to the Hospital Grant Administrator within sixty (60) days from the close of the Term.
Equipment purchased with funds under this Agreement is for the use of Subrecipient Investigator
in furtherance of the work outlined in Appendix A.

39.3. By signing this Agreement, Subrecipient represents and certifies compliance with 52.204-25
Prohibition on Contracting for Certain Telecommunications and Video Surveillance Services or
Equipment (“Telecommunications Clause”) as further described in Appendix F.

Amendment

This Agreement may be amended only by a written instrument signed by both Parties. Notwithstanding,
Hospital reserves the right to issue unilateral amendments authorizing administrative and non-substantive
updates only, such as extensions of the Term and increases to Subrecipient’s Budget. Unilateral
acceptance does not bypass the internal approval process of Subrecipient. Unless indicated otherwise by

Subrecipient, unilateral amendments may be considered valid fourteen (14) days after receipt.

Assignment

Neither Party to this Agreement may assign its obligations without the prior written consent of the other
Party. Subrecipient may not transfer or assign, by subcontract or other means, any portion of the
programmatic effort required under this Agreement without prior written approval from Hospital. Such
requests must be submitted to the Hospital Investigator and Hospital Grant Administrator identified in
Appendix E.

Meeting with Technical Representatives
Subrecipient may be required to meet with technical representatives of Hospital or the Sponsor regarding
the Protocol and progress of the Project. Such meeting will take place at mutually agreeable times and

during Subrecipient’s normal business hours.

Force Majeure

Neither Party will be liable to the other Party for any failure or delay in the performance of its obligations
to the extent such failure or delay is caused by fire, flood, earthquakes, other elements of nature, acts of
war, terrorism, riots, civil disorders, rebellions or revolutions, epidemics, quarantines, delays in visas,
changes in laws and governmental policies, or other conditions beyond its reasonable control following
execution of this Agreement, and provided such Party continues to follow all laws and regulations
applicable to its performance under this Agreement. If the performance by either Party of any of its
obligations under this Agreement (including making a payment) shall be prevented by any such
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44,

45.

46.

47.

48.

49.

50.

circumstances, then such Party shall communicate the situation to the other Party as soon as possible,
and the Parties shall endeavor to limit the impact to the Project. The Parties agree to mitigate risks to the
Project and personnel, and to amend the period of performance and milestones if possible. Nothing
herein shall limit the rights of either Party to terminate this Agreement as indicated in Article 8 of this

Agreement.

Compliance
Both Parties warrant that throughout the term of this Agreement they will be and will remain compliant

with all U.S. federal, state, national, provincial, and local laws and regulations, as applicable.

Waiver

The failure of a Party in any instance to insist upon the strict performance of the terms of this Agreement
is not construed to be a waiver or relinquishment of any of the terms of the Agreement, whether at the
time of the Party’s failure to insist upon strict performance or at any time in the future, and such terms
will continue in full force and effect.

Severability

Each clause of this Agreement is distinct and severable. If any clause is deemed illegal, void, or
unenforceable by any court of competent jurisdiction or are otherwise deemed unenforceable under the
current applicable law, the remainder of this Agreement will not be affected. For each provision deemed
unenforceable, a provision as similar as possible in its economic and business objectives will be intended.

Titles
All the titles and headings contained in the Agreement are inserted only as a matter of convenience and
reference and do not define, limit, extend, or describe the scope of this Agreement or the intent of any of

its provisions.

Counterpart Signatures
This Agreement may be executed in one or more counterparts, each of which counterpart is deemed an
original Agreement, and all of which constitute one Agreement.

Governing Law
This Agreement is governed in all respects by the laws of the Commonwealth of Massachusetts, without
giving effect to principles of conflicts of law thereunder.

Notwithstanding, this Article will not apply if Subrecipient is a state, state-related, or public institution
that is afforded sovereign immunity or if Subrecipient is unable to comply with this Article due to

restrictions on governing law under Subrecipient’s applicable state or national law.

Governing Language

In the event that a translation of this Agreement is prepared and signed by the Parties, this English
language version will be the official version and will govern if there is a conflict between this English
language version and the translation. All disputes under this Agreement must be resolved and conducted
in the English language, regardless of the means or authority.
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51. Terms and Conditions from Prime Award
The terms and conditions from the Prime Award are in Appendix D and are incorporated into this
Agreement. To the extent applicable, the conditions and regulations given in the Prime Award from

Sponsor to Hospital are binding upon Subrecipient. Wherever the terms "Government" or "" are used,
"Hospital" shall be substituted. Wherever the terms "Contracting Officer" are used, “Hospital Authorized
Official” shall be substituted. Wherever the terms "CTO" or "COTR" are used, the "Hospital Principal
Investigator" shall be substituted. Wherever the word "Contract" is used, the word “Agreement" shall be
substituted. Wherever the word "Contractor" is used, the word “Subrecipient" shall be substituted. Such
substitutions shall not be made in clauses addressing intellectual property, such as 52.227-14, or where it
is clear, by the context of the provision itself or the conditions under which it is being applied, that the
reference is intended to refer to the Government, its officers or agents, or Hospital specifically. References
in any provision incorporated by reference herein to the “Disputes” clause shall be construed as
references to the “Disputes” provision contained elsewhere in this Subrecipient. No provision herein shall
be taken to imply any direct access on the part of the Subrecipient to the Disputes process as defined in
the terms of the Prime Award.

52. Order of Precedence
52.1. The order of precedence for interpreting any inconsistencies with respect to the legal and financial
administration obligations of Subrecipient will be as follows: 1) the Prime Award; 2) this
Agreement; and 3) Appendix A and B.

52.2. The order of precedence for interpreting any inconsistencies with respect to the reporting and
technical obligations of Subrecipient will be as follows: 1) this Agreement; 2) Appendix A and B;
and 3) the Prime Award.

53. Entire Agreement
This Agreement constitutes the entire understanding between the Parties, and supersedes and replaces
all prior agreements, understandings, writings and discussions between them, with respect to the subject
matter of this Agreement.

54. Survival
The following Articles will survive the expiration or early termination of this Agreement, as allowed by
law: Articles 2 through 6; 8, Termination; 14.1, Audit and Records; 16, Data; 18, Human Materials; 19,
Publications and Copyrights; 0, Inventions and Patents; 21, Confidentiality; 22, Protection of Human
Subjects; 23, Privacy Laws; 25, Research Misconduct; and 29 through 54 in their entirety. Additionally, any
provision that by its nature is intended to survive termination or expiration of this Agreement will survive
termination of expiration of this Agreement.

Remainder of page is intentionally left blank.
Signature of the Parties appear on the following page.

The Brigham and Women's Hospital, Inc.
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IN WITNESS WHEREQF, the Authorized Officials of the Parties have caused this Agreement to be duly executed
as of the Effective Date.

The Brigham and Women's Haspital, Inc. Mahatma Gandhi Institute of Medical Sciences

Digitally signed by Joseph Beard

DN: cn=Joseph Beard, o, ou,
JUSEph Be ar Imaflr:jhra:dlﬂﬂ::!f';hmﬂ =S (,S}( 'J\/\l\ /‘-
Date: 2021,10.01 09:22:28 -04'00°

Name: Joseph Beard Name: _'-3’ _ l\) 11] v ﬂl (;[I Wl a2
Title: Senior Grant and Contract Administrator Title: D Eah m (_I ﬂ’ "> g h y il
y 1 9, ol V& 1
a-\ :
10/01/2021 \q,—\ Ns\ ¥
oate oxe 1) Ocf 2021

Thil Brigham and Woimen s Hospital ing
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Appendix A: Statement of Work

Dr. Subodh Gupta at MGIMS will serve as site Pl for this subcontract. Dr. Chetna Maliye and Dr. Abhishek Raut
will serve as additional Key Persons. For this subcontract, MGIMS will cost-share the FTE commitment of Drs.

Gupta, Maliye, and Raut, which is expected to be at a rate of 0.1 FTE for each.

Under this subcontract, MGIMS will perform the following important tasks:

-MGIMS will serve as the primary coordinator for the majority of local research staff on this project in India.
This will include a primary study coordinator, a study psychologist, two study recruitment experts, and an
informatics specialist.

-MGIMS staff mentioned above will be primarily responsible for subject enrollment and for data
collection at the India site.

-The site Pl Gupta will coordinate closely with the overall project PI/PD Rohloff to ensure that
Deliverables related to data collection and storage are managed appropriately.

-Key deliverables related to completion of these aims will include:

1. We will engage in timely recruitment and informed consent of eligible institutions and subjects.

2. We will coordinate, train, and supervise community health workers delivering the intervention

3. We will process and store locally in a secure fashion on paper enrollment and consent forms

4. MGIMS will securely store identifiable human subjects’ data locally in paper or electronic form

as appropriate. Subsequently, all data necessary for project analysis will be transferred in fully
deidentified form to BWH using BWH Dropbox.

5. The project will be reviewed by our IRB.

The Brigham and Women's Hospital, Inc.
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Appendix B: Budget

For the budget period of April 01, 2021 to March 31, 2022

Personnel USD $64,100.00
Supplies/Other USD $20,500.00
Travel USD $18,000.00
Direct Costs USD $102,600.00
F&A Costs (8.00%)* UsD $8,208
Total Costs USD $110,808

*F&A applied on Total Direct Cost (TDC) base

The Brigham and Women's Hospital, Inc.

Agmt Ref. # 125594
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Appendix C: Format for Invoices

TO: Subcontract Invoice Coordinator
Partners Research Management
399 Revolution Drive, Suite 745
Somerville, MA 02145
bwhsubinvoices@partners.org
Date:

Reimbursable Costs for the Period:

Category
Salaries and Wages

Applicable Fringe Benefits

Equipment

Supplies

Travel

Other Expenses

Total Direct Cost

Indirect Cost

Total Billed/Expended

Less Amount Previously Billed/Expended

Total Billed/Expended Current Period

By signing this invoice, | certify to the best of my knowledge and belief that the invoice is true, complete, and accurate, and
the expenditures, disbursements and cash receipts are for the purposes and objectives set forth in the terms and conditions
of the Federal award. | am aware that any false, fictitious, or fraudulent information, or the omission of any material fact,
may subject me to criminal, civil or administrative penalties for fraud, false statements, false claims or otherwise. (U.S. Code

Total Allocation: $
Agreement number: 125594

To

Current Period To Date

s S

Title 18, Section 1001 and Title 31, Sections 3729-3730 and 3801-3812).

Name:
Title:

The Brigham and Women's Hospital, Inc.

Agmt Ref. # 125594

Date:
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Appendix D: Prime Award

See attached pages

The Brigham and Women's Hospital, Inc.
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%, Department of Health and Human Services

& k)

§ -/ National Institutes of Health

?‘a“ C EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE OF CHILD
g HEALTH & HUMAN DEVELOPMENT

Notice of Award
FAIN# RO1HD100984

Federal Award Date

03/25/2021

Recipient Information

1. Recipient Name
BRIGHAM AND WOMEN'S HOSPITAL, INC.,
THE
75 FRANCIS ST

BOSTON, MA 02115

2. Congressional District of Recipient
07

3. Payment System Identifier (ID)
1042312909A1

4. Employer Identification Number (EIN)
042312909

5. Data Universal Numbering System (DUNS)

030811269

6. Recipient’s Unique Entity Identifier

7. Project Director or Principal Investigator
Peter Rohloff, MD

prohloff@bwh.harvard.edu
617-732-5500

8. Authorized Official
Ms. Helen M. Wong

Federal Agency Information
9. Awarding Agency Contact Information
Kelly Fritz

EUNICE KENNEDY SHRIVER NATIONAL
INSTITUTE OF CHILD HEALTH & HUMAN
DEVELOPMENT
kelly.fritz@nih.gov
301-827-5429

10. Program Official Contact Information
Sujata Bardhan

EUNICE KENNEDY SHRIVER NATIONAL
INSTITUTE OF CHILD HEALTH & HUMAN
DEVELOPMENT
sujata.bardhan@nih.gov

301-496-1383

Federal Award Information

11. Award Number
1R01HD100984-01A1

12. Unique Federal Award Identification Number (FAIN)
RO1HD100984

13. Statutory Authority
42 USC 241 42 CFR 52

14. Federal Award Project Title

An Individualized Approach to Promote Nurturing Care in Low and Middle Income
Countries: A Hybrid Effectiveness/Implementation Trial of the International Guide for

Monitoring Child Development

15. Assistance Listing Number
93.865

16. Assistance Listing Program Title
Child Health and Human Development Extramural Research

17. Award Action Type
New Competing

18. Is the Award R&D?
Yes

Summary Federal Award Financial Information
19. Budget Period Start Date 04/01/2021 — End Date 03/31/2022

22. Offset

Sharing or Matching this Project Period

20. Total Amount of Federal Funds Obligated by this Action $557,110

20 a. Direct Cost Amount $491,790

20 b. Indirect Cost Amount $65,320

21. Authorized Carryover S0

$0

23. Total Amount of Federal Funds Obligated this budget period $557,110

24. Total Approved Cost Sharing or Matching, where applicable S0

25. Total Federal and Non-Federal Approved this Budget Period $557,110
26. Project Period Start Date 04/01/2021 — End Date 03/31/2026

27. Total Amount of the Federal Award including Approved Cost $557,110

28. Authorized Treatment of Program Income
Additional Costs

29. Grants Management Officer - Signature
Kelly Fritz

30. Remarks

Acceptance of this award, including the "Terms and Conditions," is acknowledged by the recipient when funds are drawn down or otherwise
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requested from the grant payment system.
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S OFHEALT

Notice of Award
oy, RESEARCH

-/C_ Department of Health and Human Services
%}5 National Institutes of Health

EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE OF CHILD HEALTH & HUMAN DEVELOPMENT

SECTION | - AWARD DATA - 1R01HD100984-01A1

Principal Investigator(s):
Peter Rohloff, MD

Award e-mailed to: bwhgc@partners.org

Dear Authorized Official:

The National Institutes of Health hereby awards a grant in the amount of $557,110 (see “Award
Calculation” in Section | and “Terms and Conditions” in Section Ill) to Brigham and Women's
Hospital in support of the above referenced project. This award is pursuant to the authority of 42
USC 241 42 CFR 52 and is subject to the requirements of this statute and regulation and of
other referenced, incorporated or attached terms and conditions.

Acceptance of this award, including the "Terms and Conditions," is acknowledged by the recipient
when funds are drawn down or otherwise requested from the grant payment system.

Each publication, press release, or other document about research supported by an NIH award
must include an acknowledgment of NIH award support and a disclaimer such as “Research
reported in this publication was supported by the Eunice Kennedy Shriver National Institute Of
Child Health & Human Development of the National Institutes of Health under Award Number
RO1HD100984. The content is solely the responsibility of the authors and does not necessarily
represent the official views of the National Institutes of Health.” Prior to issuing a press release
concerning the outcome of this research, please notify the NIH awarding IC in advance to allow
for coordination.

Award recipients must promote objectivity in research by establishing standards that provide a
reasonable expectation that the design, conduct and reporting of research funded under NIH
awards will be free from bias resulting from an Investigator’s Financial Conflict of Interest (FCOI),
in accordance with the 2011 revised regulation at 42 CFR Part 50 Subpart F. The Institution
shall submit all FCOI reports to the NIH through the eRA Commons FCOI Module. The regulation
does not apply to Phase | Small Business Innovative Research (SBIR) and Small Business
Technology Transfer (STTR) awards. Consult the NIH website
http://grants.nih.gov/grants/policy/coi/ for a link to the regulation and additional important
information.

If you have any questions about this award, please direct questions to the Federal Agency
contacts.

Sincerely yours,

Kelly Fritz

Grants Management Officer

EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE OF CHILD HEALTH & HUMAN
DEVELOPMENT

Additional information follows
Page 3 of 7



Cumulative Award Calculations for this Budget Period (U.S. Dollars)

Salaries and Wages $47,029
Fringe Benefits $15,570
Personnel Costs (Subtotal) $62,599
Materials & Supplies $2,580
Travel $8,600
Other $1,461
Subawards/Consortium/Contractual Costs $416,550
Federal Direct Costs $491,790
Federal F&A Costs $65,320
Approved Budget $557,110
Total Amount of Federal Funds Authorized (Federal Share) $557,110
TOTAL FEDERAL AWARD AMOUNT $557,110
AMOUNT OF THIS ACTION (FEDERAL SHARE) $557,110

SUMMARY TOTALS FOR ALL YEARS (for this Document Number)

YR THIS AWARD CUMULATIVE TOTALS

1 $557,110 $557,110

2 $503,171 $503,171

3 $483,975 $483,975

4 $480,273 $480,273

5 $444,233 $444,233

Recommended future year total cost support, subject to the availability of funds and satisfactory
progress of the project

Fiscal Information:
Payment System Identifier: 1042312909A1

Document Number: RHD100984A

PMS Account Type: P (Subaccount)

Fiscal Year: 2021

IC CAN 2021 2022 2023 2024 2025

HD 8014702 $557,110 $503,171 $483,975 $480,273 $444,233

Recommended future year total cost support, subject to the availability of funds and satisfactory
progress of the project

NIH Administrative Data:
PCC: IDDB -SB / OC: 41021 / Released: Fritz, Kelly 03/18/2021
Award Processed: 03/25/2021 12:04:32 AM

SECTION Il - PAYMENT/HOTLINE INFORMATION - 1R01HD100984-01A1

For payment and HHS Office of Inspector General Hotline information, see the NIH Home Page
at http://grants.nih.gov/grants/policy/awardconditions.htm

SECTION Il - STANDARD TERMS AND CONDITIONS - 1R01HD100984-01A1

This award is based on the application submitted to, and as approved by, NIH on the above-titled
project and is subject to the terms and conditions incorporated either directly or by reference in
the following:

a. The grant program legislation and program regulation cited in this Notice of Award.

b. Conditions on activities and expenditure of funds in other statutory requirements, such as
those included in appropriations acts.

c. 45 CFR Part 75.

Page 4 of 7




d. National Policy Requirements and all other requirements described in the NIH Grants
Policy Statement, including addenda in effect as of the beginning date of the budget
period.

e. Federal Award Performance Goals: As required by the periodic report in the RPPR or in
the final progress report when applicable.

f.  This award notice, INCLUDING THE TERMS AND CONDITIONS CITED BELOW.

(See NIH Home Page at http://grants.nih.gov/grants/policy/awardconditions.htm for certain
references cited above.)

Research and Development (R&D): All awards issued by the National Institutes of Health (NIH)
meet the definition of “Research and Development” at 45 CFR Part§ 75.2. As such, auditees
should identify NIH awards as part of the R&D cluster on the Schedule of Expenditures of Federal
Awards (SEFA). The auditor should test NIH awards for compliance as instructed in Part V,
Clusters of Programs. NIH recognizes that some awards may have another classification for
purposes of indirect costs. The auditor is not required to report the disconnect (i.e., the award is
classified as R&D for Federal Audit Requirement purposes but non-research for indirect cost rate
purposes), unless the auditee is charging indirect costs at a rate other than the rate(s) specified in
the award document(s).

An unobligated balance may be carried over into the next budget period without Grants
Management Officer prior approval.

This grant is subject to Streamlined Noncompeting Award Procedures (SNAP).

This award is subject to the requirements of 2 CFR Part 25 for institutions to receive a Dun &
Bradstreet Universal Numbering System (DUNS) number and maintain an active registration in
the System for Award Management (SAM). Should a consortium/subaward be issued under this
award, a DUNS requirement must be included. See
http://grants.nih.gov/grants/policy/awardconditions.htm for the full NIH award term implementing
this requirement and other additional information.

This award has been assigned the Federal Award Identification Number (FAIN) RO1HD100984.
Recipients must document the assigned FAIN on each consortium/subaward issued under this
award.

Based on the project period start date of this project, this award is likely subject to the
Transparency Act subaward and executive compensation reporting requirement of 2 CFR Part
170. There are conditions that may exclude this award; see
http://grants.nih.gov/grants/policy/awardconditions.htm for additional award applicability
information.

In accordance with P.L. 110-161, compliance with the NIH Public Access Policy is now
mandatory. For more information, see NOT-OD-08-033 and the Public Access website:
http://publicaccess.nih.gov/.

This award provides support for one or more clinical trials. By law (Title VIII, Section 801 of Public
Law 110-85), the “responsible party” must register “applicable clinical trials” on the
ClinicalTrials.gov Protocol Registration System Information Website. NIH encourages registration
of all trials whether required under the law or not. For more information, see
http://grants.nih.gov/ClinicalTrials_fdaaa/

In accordance with the regulatory requirements provided at 45 CFR 75.113 and Appendix XII to
45 CFR Part 75, recipients that have currently active Federal grants, cooperative agreements,
and procurement contracts with cumulative total value greater than $10,000,000 must report and
maintain information in the System for Award Management (SAM) about civil, criminal, and
administrative proceedings in connection with the award or performance of a Federal award that
reached final disposition within the most recent five-year period. The recipient must also make
semiannual disclosures regarding such proceedings. Proceedings information will be made
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publicly available in the designated integrity and performance system (currently the Federal
Awardee Performance and Integrity Information System (FAPIIS)). Full reporting requirements
and procedures are found in Appendix Xll to 45 CFR Part 75. This term does not apply to NIH
fellowships.

Treatment of Program Income:

Additional Costs

SECTION IV — HD SPECIFIC AWARD CONDITIONS - 1R01HD100984-01A1

Clinical Trial Indicator: Yes
This award supports one or more NIH-defined Clinical Trials. See the NIH Grants Policy Statement
Section 1.2 for NIH definition of Clinical Trial.

Due to the impact of the Coronavirus disease 2019 (COVID-19) outbreak, NIH is providing all
award recipients with greater flexibilities in meeting administrative, financial management and
audit requirements. See OMB Memo M 20-26 (https://www.whitehouse.gov/wp-
content/uploads/2020/06/M-20-26.pdf).

*kkk

The clinical trial(s) supported by this award are subject to the Dissemination Plan specified in the
application/correspondence dated 11/7/2019 and the NIH policy on Dissemination of NIH-
Funded Clinical Trial Information. The policy states that the clinical trial(s) funded by this award
will be registered in ClinicalTrials.gov not later than 21 calendar days after enroliment of the first
participant and that primary summary results will be reported in ClinicalTrials.gov not later than
one year after the trial completion date. The reporting of summary results is required even if the
primary trial completion date occurs after the period of performance.

This award is subject to additional certification requirements with submission of the Annual,
Interim and Final Research Performance Progress Reports (RPPR). The recipient must agree to
the following annual certification when submitting each RPPR. By submitting the RPPR, the
Signing Official (SO) signifies compliance, as follows:

In submitting this RPPR, the SO (or PD/PI with delegated authority), certifies to the best of his/her
knowledge that, for all clinical trials funded under this NIH award, the recipient and all
investigators conducting NIH-funded clinical trials are in compliance with the recipient’s plan
addressing compliance with the NIH Policy on Dissemination of NIH-Funded Clinical Trial
Information. Any clinical trial funded in whole or in part under this award has been registered in
ClinicalTrials.gov or will be registered not later than 21 calendar days after enrollment of the first
participant. Summary results have been submitted to ClinicalTrials.gov or will be submitted not
later than one year after the trial completion date, even if the trial completion date occurs after the
period of performance.

*kkkkkkk

Clinical Trial Study/Studies:
STUDY NUMBER(S) 308835

The Clinical Trial Study or Studies listed above have been determined by NICHD to be
considered MEDIUM risk requiring increased oversight by NICHD. An update on the status of the
milestones included in Section 6 of the eRA Human Subjects System (HSS) and any additional
agreed-upon milestones will be due once a year (generally halfway through the budget period) as
well as being included in the annual RPPR. The update cycle due date is based on the budget
period start date referenced in this Notice of Award. Information and procedures concerning these
requirements are available at https://www.nichd.nih.gov/grants-contracts/process-
strategies/policies/clinical-research. Updates must be provided through the eRA HSS accessible
through the eRA Commons.
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*kkkkkkkkkkkkk

In accordance with the NICHD FY2021 fiscal policy, escalation on recurring costs has been
removed.

This award includes foreign component at the following site(s):

Wuqu' Kawog/Maya Health Alliance in Guatemala

Ummeed Child Development Center in India

Mahatma Gandhi Institute in India

Ankara University in Turkey

This award is subject to the requirements indicated in PAR18-835, which are hereby incorporated

by reference. This Funding Opportunity Announcement is available at
http://grants.nih.gov/grants/quide/index.html.

In order to meet NICHD program objectives within FY2021 budget constraints, this grant is
reduced 14 percent below the level recommended by the Integrated Review Group. Future year
levels of support are determined by applying the same administrative reduction.

SPREADSHEET SUMMARY
AWARD NUMBER: 1R01HD100984-01A1

INSTITUTION: Brigham and Women's Hospital

Budget Year 1 Year 2 Year 3 Year 4 Year 5
Salaries and Wages $47,029 $44,134 $44,134 $44,134 $47,029
Fringe Benefits $15,570 $14,557 $14,557 $14,557 $15,570
Personnel Costs $62,599 $58,691 $58,691 $58,691 $62,599
(Subtotal)

Materials & Supplies $2,580 $2,580 $2,580
Travel $8,600 $6,450 $8,600 $6,450 $8,600
Other $1,461 $1,402

Subawards/Consortium/C | $416,550 $419,139 $393,841 $396,241 $330,609
ontractual Costs

Publication Costs $12,900

TOTAL FEDERAL DC $491,790 $484,280 $463,712 $461,382 $418,690

TOTAL FEDERAL F&A $65,320 $18,891 $20,263 $18,891 $25,543

TOTAL COST $557,110 $503,171 $483,975 $480,273 $444,233
Facilities and Year 1 Year 2 Year 3 Year 4 Year 5
Administrative Costs

F&A Cost Rate 1 29% 29% 29% 29% 29%
F&A Cost Base 1 $225,240 $65,141 $69,871 $65,141 $88,081
F&A Costs 1 $65,320 $18,891 $20,263 $18,891 $25,543
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Appendix E: FFATA Contact Information

See attached pages
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Consortium Agreement

Appendix E: Contact Information

Agreement Reference Number:

125594

Hospital Contact Information

Legal Name:

Address:

The Brigham and Women's Hospital, Inc.

75 Francis Street
Boston, MA 02115-6110

More information on Hospital can be found under Resources for Collaborators and Sponsors at partners.org

Hospital Grant Administrator

Name:

Address:

City:

Telephone:

Lewis Seton

75 Francis Street
BC-3-030-A

| Boston

[ 617-278-0936

|State: Zip Code: |02115

|Email: {LSETON@BWH.HARVARD.EDU

COI Contact email (if different to above): I PHSOll@partners.org

Hospital Investigator

Name:

Address:

City:

Telephone:

Peter Rohloff, MD, PhD

75 Francis Street
PBB-B-4

I Boston

Email:

| state: Zip Code: |02115 |

prohloff@bwh.harvard.edu

Hospital Financial Contact

Name:

Address:

City:

Telephone:

BWH Subcontracts Invoice Coordinator

399 Revolution Drive, Suite 745

Partners Research Management — Research Finance

|Somervi|le

857-282-5689

Email:

Copy To:

|State: Zip Code: |02145-‘I446

BWHSublnvoices@partners.org

Hospital Authorized Official

Name:

Address:

City:

Central Email:

Paul Anderson, MD, PhD Senior Vice President of Research, Chief Academic Officer c/o Grants Analyst, Post Award

399 Revolution Drive, Suite 740

Partners Research Management — Post Award

|Somervi|le

|State: Zip Code: |02‘I45-1446

BWHSubs@partners.org




Consortium Agreement

Appendix E: Contact Information

Agreement Reference Number:

125594

Subrecipient Contact Information

Legal Name:

Address:

Mahatma Gandhi Institute of Medical Sciences

Mahatma Gandhi Institute of Medical Sciences, Sevagram
Wardha - 442102; Maharashtra; India

Subrecipient Grant Administrator

Name:

Address:

City:

Telephone:

Dr Subodh Sharan Gupta

Department of Community Medicine
Mahatma Gandhi Institute of Medical Sciences, Sevagram

Wardha - 442102: Maharashtra: India

IWardha |State: Maharashtra Zip Code: |442102

|+91 -9822926934 |Emai|: I subodh@mgims.ac.in

COlI Contact email (if different to above): I

Subrecipient Investigator

Name:

Address:

City:

Telephone:

Dr Subodh Sharan Gupta

Department of Community Medicine
Mahatma Gandhi Institute of Medical Sciences, Sevagram
Wardha - 442102; Maharashtra: India

IWardha

| state: Zip Code: |4421oz |

+91-9822926934 Email: | subodh@mgims.ac.in

Subrecipient Financial Contact

Name:

Address:

City:

Telephone:

Mr Ashok Honale, Chief Accountant

Accounts Section
Mahatma Gandhi Institute of Medical Sciences, Sevagram
Wardha - 442102; Maharashtra; India

[ wardha | state: Zip Code:  [442102
+91-7152-284345 ext 299 Email: | chiefaccountant@mgims.ac.in

Copy To: subodh@mgims.ac.in

Subrecipient Authorized Official

Name:

Address:

City:

Dr Nitin M Gangane, Dean

Mahatma Gandhi Institute of Medical Sciences, Sevagram
Wardha - 442102; Maharashtra; India

IWardha

|State: Zip Code: |442102

Central Email: | dean@mgims.ac.in




Appendix F: Telecommunications Clause

52.204-25 Prohibition on Contracting for Certain Telecommunications and Video Surveillance Services or
Equipment (Aug 2020)

(a) Definitions. As used in this clause—

Backhaul means intermediate links between the core network, or backbone network, and the small
subnetworks at the edge of the network (e.g., connecting cell phones/towers to the core telephone network).
Backhaul can be wireless (e.g., microwave) or wired (e.g., fiber optic, coaxial cable, Ethernet).

Covered foreign country means The People’s Republic of China.
Covered telecommunications equipment or services means—

(1) Telecommunications equipment produced by Huawei Technologies Company or ZTE Corporation
(or any subsidiary or affiliate of such entities);

(2) For the purpose of public safety, security of Government facilities, physical security surveillance of
critical infrastructure, and other national security purposes, video surveillance and telecommunications
equipment produced by Hytera Communications Corporation, Hangzhou Hikvision Digital Technology
Company, or Dahua Technology Company (or any subsidiary or affiliate of such entities);

(3) Telecommunications or video surveillance services provided by such entities or using such
equipment; or

(4) Telecommunications or video surveillance equipment or services produced or provided by an
entity that the Secretary of Defense, in consultation with the Director of National Intelligence or the Director of
the Federal Bureau of Investigation, reasonably believes to be an entity owned or controlled by, or otherwise
connected to, the government of a covered foreign country.

Critical technology means—

(1) Defense articles or defense services included on the United States Munitions List set forth in the
International Traffic in Arms Regulations under subchapter M of chapter | of title 22, Code of Federal
Regulations;

(2) Items included on the Commerce Control List set forth in Supplement No. 1 to part 774 of the
Export Administration Regulations under subchapter C of chapter VIl of title 15, Code of Federal Regulations,
and controlled-

(i) Pursuant to multilateral regimes, including for reasons relating to national security, chemical and
biological weapons proliferation, nuclear nonproliferation, or missile technology; or

(i) For reasons relating to regional stability or surreptitious listening;

The Brigham and Women's Hospital, Inc.
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(3) Specially designed and prepared nuclear equipment, parts and components, materials, software,
and technology covered by part 810 of title 10, Code of Federal Regulations (relating to assistance to foreign
atomic energy activities);

(4) Nuclear facilities, equipment, and material covered by part 110 of title 10, Code of Federal
Regulations (relating to export and import of nuclear equipment and material);

(5) Select agents and toxins covered by part 331 of title 7, Code of Federal Regulations, part 121 of
title 9 of such Code, or part 73 of title 42 of such Code; or

(6) Emerging and foundational technologies controlled pursuant to section 1758 of the Export Control
Reform Act of 2018 (50 U.S.C. 4817).

Interconnection arrangements means arrangements governing the physical connection of two or more
networks to allow the use of another's network to hand off traffic where it is ultimately delivered (e.g.,
connection of a customer of telephone provider A to a customer of telephone company B) or sharing data and
other information resources.

Reasonable inquiry means an inquiry designed to uncover any information in the entity's possession
about the identity of the producer or provider of covered telecommunications equipment or services used by
the entity that excludes the need to include an internal or third-party audit.

Roaming means cellular communications services (e.g., voice, video, data) received from a visited
network when unable to connect to the facilities of the home network either because signal coverage is too
weak or because traffic is too high.

Substantial or essential component means any component necessary for the proper function or
performance of a piece of equipment, system, or service.

(b) Prohibition.

(1) Section 889(a)(1)(A) of the John S. McCain National Defense Authorization Act for Fiscal Year 2019
(Pub. L. 115-232) prohibits the head of an executive agency on or after August 13, 2019, from
procuring or obtaining, or extending or renewing a contract to procure or obtain, any equipment,
system, or service that uses covered telecommunications equipment or services as a substantial or
essential component of any system, or as critical technology as part of any system. The Subrecipient is
prohibited from providing to the Government any equipment, system, or service that uses covered
telecommunications equipment or services as a substantial or essential component of any system, or
as critical technology as part of any system, unless an exception at paragraph (c) of this clause applies
or the covered telecommunication equipment or services are covered by a waiver described in

FAR 4.2104.

(c) Exceptions. This clause does not prohibit contractors from providing—

(1) A service that connects to the facilities of a third-party, such as backhaul, roaming, or
interconnection arrangements; or

(2) Telecommunications equipment that cannot route or redirect user data traffic or permit visibility

into any user data or packets that such equipment transmits or otherwise handles.

The Brigham and Women's Hospital, Inc.
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(d) Reporting requirement.

(1) In the event the Contractor identifies covered telecommunications equipment or services used as a
substantial or essential component of any system, or as critical technology as part of any system, during
contract performance, or the Contractor is notified of such by a subcontractor at any tier or by any other
source, the Contractor shall report the information in paragraph (d)(2) of this clause to the Hospital.

(2) The Contractor shall report the following information pursuant to paragraph (d)(1) of this clause

(i) Within one business day from the date of such identification or notification: the Agreement
number; the order number(s), if applicable; supplier name; supplier unique entity identifier (if known); supplier
Commercial and Government Entity (CAGE) code (if known); brand; model number (original equipment
manufacturer number, manufacturer part number, or wholesaler number); item description; and any readily
available information about mitigation actions undertaken or recommended.

(i) Within 10 business days of submitting the information in paragraph (d)(2)(i) of this clause: any
further available information about mitigation actions undertaken or recommended. In addition, the
Subrecipient shall describe the efforts it undertook to prevent use or submission of covered
telecommunications equipment or services, and any additional efforts that will be incorporated to prevent
future use or submission of covered telecommunications equipment or services.

(e) Subcontracts. The Contractor shall insert the substance of this clause, including this paragraph (e) and
excluding paragraph (b)(2), in all subcontracts and other contractual instruments, including subcontracts for
the acquisition of commercial items.

Representation. By signing this Agreement, Subrecipient represents that:

(1) it does not provide covered telecommunications equipment or services, as defined above, as a part of its
offered products or services to the United States Government in the performance of any contract, subcontract,
or other contractual instrument, including this Agreement; and

(2) After conducting a reasonable inquiry for purposes of this representation, the Subrecipient represents
that it does not use covered telecommunications equipment or services, or any equipment, system, or service
that uses covered telecommunications equipment or services, as defined above.

The Brigham and Women's Hospital, Inc.

Agmt Ref. # 125594 Page 25 of 25



Coworks, Coworking Spaces Pvt. Lid-RMZ Eco world.
Ground floor, Bay Aren - Adjacent to Building 6A,
Outer Ring Road, Devarabeesanahalli Village,
BENGALURLU, INDIA-560703

in capacity of the suthorized agent of
(2) Serum Institute of India Private Limited,

21272, OfF Soli Poonawalla Road, Hadapsar, Pune 411 028, India
(hereinafter SPONYOR)
and

(3) Mahatma Ganchi Institue of Medical Sciences (MGIMS) Sewagram, Wardha, 422102, Maharashtra, Indis
(hereinafier Institution)

and

(4)  Dr, Bishan Swarup Garg, :

Dr. Sushita Nayar School of Public Health, Department of Community Medicine,

Mahatma Gandhi Institute of Medical Sciences- MGIMS, Sewagram, Wardhs, 442102, Mabarashirs, Tndia
thercinafter Existing Investightor)

(5) Dr.Abishek.V Raut. Mshatma Gandhi Institte of Medical Sciences, Sewagram, Wardha (M.S,), INDIA —
442102, India (hereinafier New Investigator)

Protocol No: VPM1002-IN-3 01 TBR (hercinafler Protocol)

A MULTICENTER PHASE [l DOUBLE-BLIND, RANDOMIZED, PLACEBO CONTROLLED STUDY TO EVALUATE THE
FFFICACY AND SAFETY OF VPM1002 IN THE PREVENTION OF TUBERCULOSIS (18) RECURRENCE IN PULMONARY TB
PATIENTS A¥TER SUCCESSFUL TB TREATMENT IN INDIA” (hereinatter Study)

VPM 1002 (hereinafter Study Drug)
WHEREAS, SPONSOR is the sponsor of the multi-center/multi-centre Study to clinically evaluate the Study Drug:

WHEREAS, SPONSOR and PAREXE!. International Clinical Rescarch Private Limited (hercinafier CRO) or an Affiliate have agreed
(under a separate written agreement) that CRQ will act on behalf of SPONSOR as its authorized represenative and agent;

WHEREAS, the parties have entered inin the above-referred Agreement dated 29 July 2017,
WHEREAS, the purpose of this Amendsnent is to address the following subjects:

a) Revised Protocol Title : b

b} Revised Section 15.1 Payment Terms and Conditions

) Replacement of the Investigator .

d) Revised Fxhibit A-section 2 Drsbursement of Study/Research Grant and per completed subject cost
€} Revised Section 6 & 7 of the Fhibit A-Encolment and Payment Schedule

Now, therefore the above-referred Agreument shall be amended, and the following amended wordings shall be effective as of 30 Jan
2020

a) Protocal Title:

A MULTICENTER PHASE IVl DOUBLE-BLIND, RANDOMIZED, PLACEBO CONTROLLED STUDY TO
EVALUATE THE EFFICACY AND SAFETY OF VPMI002 IN THE PREVENTION OF TUBERCULOSIS (IB)
RECURRENCE IN PULMONARY TH PATIENTS AFTER SUCCESSFUL TB TREATMENT

b) Revised section 15.1 Payment Terms and Conditions:

IS.1 In full consideration for the Services of Institution, Investigator and Study Personnel rendered in compliance with the Protocol,
SPONSOR agrees 1o pay the fees and expenses set forth on Exhibit A s a research grant. Such fees and expenses will be paid solely 1o the

230751 VPMIOS2-IN-3 01 TBR IND 10MGI CSAAI (PI Chingo) Raut English 20200311 1.0
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€8]

(2)

3

C)]

%)

PAREXEL Iniernational Clinical Research Private Limited

{Slgmtz anﬂtlwnud Official)

L1 Mar 2020

(Typed or Primed Name)

Date

M Gandhi Institute of Medical Sciences (MGIMS)
lﬁ:nv\/

(Signature of Authorized Official)
DY Mk M Gakqone

| & | Mty | 2.0 20

(Typed or Printed Name) N

Investigator: Dr. Bishan Swarup
Garg

Date

12| mamen | 20V

Investigator: Dr. Abishek.V.Raut

Sl

{Signature of New Investigator)
Dr._Abishek.V Raut

Date

12\ Mmaklec2e

Serum Wu of India Private Limited
VA \W"""ﬁ»—

(Signatireof Authorized Official)

Yx - QW_'"F":&' cw] }(w-é\- Kanpn

Date

\"’p[fi’lﬁl 2408

Date

230751 VEMUMIIN-3OTTBRIND HIMGECSAAL (P Clumge) Raut English 20200311 1.0
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Um.meed cm!d.r’)evelopment Center, having its registerad office 5t Groun

Pride, N.M. Joshi Marg, Subhash Nagar, Lower Parel, Mumbai - 4004‘32;"& kaar,.l—B. 1/62, Mantri

“Ummeed”, 3 non-profit organization incorporated under section 25 fheremarter ﬂ?fem e

lcorresponding to Section 2 of Companies Act 2013), and which l;ct d u‘ o Em-“pames A-ctlg-ﬁﬁ

asffiliztes, successors, permitted assigns and adminis'trat o el
3 or of the SECOND PART.

Hereinafter, KHS-MGIMS and Ummeed will be collectively referred to as “Parties” and separately as
“Party”.
AND WHEREAS Ummeed is 3 Mumbai based NGO that promotes child development and provides

<ervices to children with, and at risk of, developmental disabilities, and runs various training and
s, including the Early Childhood

capacity building programs for individuals and organization
Development and Disabilities (ECDD) program for community health workers.

Ummeed has received a grant from Stiftung Auxilium for its oroject titled “Inclusive early childhood

referred to as “Project”. e
be its implementation partner for this Project,

Ummeed has approached KHS-MGIMS, Wardha to : L
..e., support th:.'J lci,mple'ementaticm of Ummeed’s inclusive ECD progra$ S\.:t:; : ggr::;pt: p :Earne.
workers from one block of Wardha district in Maharashtra. KHS-MGI
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Dr BS Garg

Secretary

Kasturba Health Society
Sevagram

442102 Wardha

India

Amsterdam, February 16, 2022

Project No. GR-075113

GRANT AGREEMENT

Dear Dr. Garg,

We are pleased to inform you that the Stichting Benevolentia (hereinafter: “the Foundation”) has agreed to provide Kasturba
Health Society (hereinafter: “the Grantee”) with a grant of EUR 50,000.00 to support the project, Community Resilience during

Covid, pursuant to the terms and conditions set out in Annexes A throu

“Grant Agreement”).

gh D of this letter agreement (hereafter: the

This Grant Agreement is subject to your signature. Please have this Grant Agreement duly signed and returned to us to
confirm your agreement with the terms and conditions of the Grant Agreement.

We look forward to working with your organisation and wish you every success with this project.

Yours sincerely,
DocuSigned by

e e e it

-_——

426 1048DFF 44z
Name: Niels Levitus
Authorised signatory
Date: 18/02/2022

Annex A:  Grant Summary

AnnexB: General Terms & Conditions
AnnexC: Grantee Privacy Statement
AnnexD: Grant Information

DecuSigned by:

linda tun Brocke

41032487 1579448

Name: Linda ten Broeke
Authorised Signatory
Date: 18/02/2022

by

—
Name: N ’ <
Kasturba '?ealthé:ciegty Cidonﬂ
Date: 2) Fe":)\';'bzz__
Secretary
Kasturba Health Society
P, O. Sevagram, Wardha,
Fip 442 1

Stichting Benevolentia

P.0. Box 7867 — 1008 Amsterdam — the Netherlands

Stichtingenregister nr. 41 2012 41
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GRANTEE:

PROJECT NO.:

PURPOSE OF GRANT:

DURATION:

AMOUNT:

DISBURSEMENT:

CORRESPONDENCE:

ANNEX A: GRANT SUMMARY

Kasturba Health Society
GR-075113

Community Resilience duri ng Covid
(hereinafter: the “Project”)

The grant is to be used for the Project implemented from March 1, 2022 to February 28,
2023,

EUR 50,000.00

The disbursements pursuant to this Grant Agreement are subject to receipt by the
Foundation of the Grantee’s complete banking information and will be made within
thirty (30) business days of the Foundation’s payment schedule or acceptance/approval
of Project milestones, as set forth in Annex D. The Grantee waives any right to late
payment interest in case of the Foundation’s default and no claim to such interest will
accrue to the Grantee under any circumstances.

The grant and this Grant Agreement are managed on behalf of the Foundation by the
Porticus organisation (www.porticus.com). Any communication or notice which either
party sends to the other shall be sent by regular or electronic mail as per the details
below. For any communication, please include the project number given at the head of
this Grant Agresment.

On behalf of the Foundation:
Vrinda Kapur
Porticus Asia Ltd.
15058B,15/F, Sino Plaza
255-257, Gloucester Road
Causeway Bay, Hong Kong
porticusasia@porticus.com
The Grantee:
DrB S Garg
Kasturba Health Society
Sevagram
442102 Wardha
India

Page 2 of 10




ANNEX B: GENERAL TERMS AND CONDITIONS

GENERAL: These general terms and conditions
("General Terms”) apply to the offering,
announcement and provision of all donations
by or on behalf of the Foundation.

In these General Terms a reference to the
Foundation shall as applicable be construed as
to include its grant adviser and manager
operating under the name Porticus. -

The General Terms supersede any and all prior
oral and written communications, negot iations,
agreements and understandings of the parties
and shall apply in preference to and supersede
any and all terms and conditions applied or
submitted by the Grantee. Any terms in the
Grantee’s communications, including pre-
printed terms, additional to or contrary to
these General Terms are not effective.

All annexes to the Grant Agreement, as may be
modified from time to time, ("Annexes”) form
an integral part of the Grant Agreement. In case
of conflict between these General Terms and
the other Annexes, the latter will prevail.

ADDITIONAL FUNDING: Any request for
additional funding beyond the amount
committed to the Project will only be
considered after the Grantee’s submission to
the Foundation of documents as requested by
the Foundation (at its sole discretion). The
Foundation is by no means required to grant
additional funding beyond the amount
committed to the Project.

DISSEMINATION OF RESULTS: Subject to the
conditions of this Grant Agreement (including
confidentiality), in case of a research grant, the
Grantee shall make the outcomes of the
Project, including the methodology, scholarly
results or research findings (the Results),
publicly available within a reasonable time
period for the purpose of advancing knowledge
and research to the benefit of the public. The
Grantee explicitly authorizes the Foundation to
share lessons learned from its project and any
other project information with the public.

INTELLECTUAL PROPERTY AND LICENSING: The
Grantee shall own the entire right, title and
interest, including all copyrights and other
intellectual property rights, in and to all
materials, inventions, works of authorship,
software, information and data conceived or
developed by the Grantee in the performance
of this Grant Agreement.

The Grantee acknowledges that the
Foundation strives to be a learning organisation
and wishes to disseminate the Project’s lessons
learned, subject to the restrictions set out in
this Grant Agreement. To accommodate this,

Version January 2020

the Grantee hereby grants the Foundation, and
for the avoidance of doubt Porticus, an
irrevocable, worldwide, royalty-free  and
unlimited license to use, reproduce, edit and
publish for the purpose of the Foundation's
internal and external communication activities:

1. the contents of the Grantee’s reports;

2. all images and videos relating to the
Grantee’s activities under this Grant
Agreement; and

3. all other materials provided by the Grantee
to the Foundation in connection with the
Grant Agreement

(1. 2. and 3. collectively hereinafter: the

"Materials").

For the avoidance of doubt, the Results shall
not be included in the scope of the license
issued to the Foundation unless the Results are
contained in the Materials,

The Grantee guarantees and represents that it
has obtained all intellectual property rights
(including, but not limited to, the copyrights) in
respect of all Materials, or has obtained all the
necessary licenses and consents to license all
Materials to the Foundation in this Grant
Agreement.

CONFIDENTIALITY: Both during the term of the
Grant Agreement and after its suspension or
termination, the Grantee shall duly protect all
information of whatever nature relating to the
Foundation or Porticus or any of their affiliated
or related entities or persons, which the
Grantee has become aware of or has (had)
access to as a result (whether directly or
indirectly) of the Grant Agreement (the Grant
Information).

The Grantee may disclose Grant Information to
third parties 1n accordance with this Grant
Agreement if such disclosure serves a
Legitimate Business Purpose in respect of the
Project. For the purposes of this clause,
Legitimate Business Purpose means: (i)
compliance with all present and future
applicable laws and regulations; (i) internal
reporting requirements; (jii) KYC requirements;
(iv) non-public means of securing additional
funding for a project relating to this Grant
Agreement, or (v) sharing learnings about the
Project with peer organisations.

In the event the Grantee is unclear as to
whether an intended disclosure of Grant-
related Information is permitted under this
Grant Agreement, the Grantee shall first clarify
with Porticus or the Foundation whether the
Grant Information can be freely disclosed.

The Grantee may not disclose Grant
Information for any purpose other than a

Legitimate Business Purpose, and shall not use
the Foundation’s’ or Porticus' brand for
external  communication, without prior
approval of the Foundation, To the extent
permissible under applicable law, the Grantee
hereby agrees to provide all reasonable
cooperation to limit a disclosure, or to ensure
that the recipient of the Grant Information is
bound by an obligation of confidentiality,
should the Foundation require that such
measures are taken.

For the avoidance of doubt, this confidentiality
provision does not prohibit the Grantee from
publishing, disseminating or otherwise
disclosing the Results unless the Results
contain Grant Information.

The Foundation agrees to keep confidential
information that the Grantee has explicitly
marked as being confidential.

REPRESENTATIONS: The Grantee represents to
the Foundation that:

(a) Legal capacity and necessary power: The
persons entering into the Grant Agreement
and any related documents have full
power, authority and legal capacity to
execute and deliver the Grant Agreement
and any related documents and to conduct
the activities contemplated under the
Project on behalf of the Grantee.
Compliance with laws: The Grant
Agreement constitutes a legal, valid and
binding obligation of the Grantee,
enforceable against it in accordance with its
terms. The activities under the Project are
operated in compliance with applicable
laws.

No claims or investigations: Except as
disclosed in writing to the Foundation prior
to the date of the Grant Agreement, there
are no claims, investigations or proceedings
in progress, pending or (to its knowledge)
threatened against the Grantee, officials or
individuals in charge of or working on the
Project which, if determined adversely,
would have a material adverse impact on
the implementation of the Project.
Accuracy of information: All information
that is provided to the Foundation
including, its applications, progress reports,
any supporting documentation, and other
related  operational and financial
information or reports, is accurate and
correct as of the date of the provision of
such information.

Absence of certain events: Except as
disclosed in writing to the Foundation prior
to the date of the Grant Agreement, no
actual or suspected breach of obligations
by the Grantee under the Grant Agreement
has occurred and is continuing,

(b

(c

(d

(e

—
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The representations by the Grantee set out
above shall be deemed to be repeated on the
date of any disbursement of funds under the
Grant Agreement by reference to the facts and
circumstances then existing.

COMPLIANCE WITH LAWS AND POLICIES: The
Grantee shall comply, and shall ensure that its
affiliated and related entities, officers and
employees comply, with all present and future
applicable laws and regulations, including, but
not limited to, laws and regulations concerning
(1) child protection and the protection of
vulnerable adults; (2) bribery and corruption;
(3) conflicts of interest; (4) antitrust and fair
dealing; (5) labour and labour conditions,
including anti-modern slavery regulations; (6)
discrimination and harassment, (7) local
financial and tax, and (8) anti-terrorism.

In particular, the Grantee shall not, and shall
ensure that its affiliated and related entities,
officers and employees do not:

1. do anything in the delivery of the Project
which may put children or vulnerable
adults at risk of harm or exploitation;

2. offer, give or authorize any payment, gift or
other advantage, directly or indirectly, to
any third party which could act as an
inducement or a reward for any act or
failure to act in connection with this Grant
Agreement, or any other agreement, or in
any other way act in violation of applicable
anti-bribery and anti-corruption laws and
regulations;

3. use any grant moneys or funding received
from the Foundation directly or indirectly in
support of any activities (a) prohibited by
any laws combatting terrorism; (b) with or
related to parties on any applicable
International Sanctions List; or (c) with or
related to countries against which there are
comprehensive embargos; and

4. pursue any business, professional,
personal, private or other interest that
would in any manner conflict with the
performance of the Grantee's obligations
under the Grant Agreement or with the
execution of the Project,

For the purposes of this clause, International
Sanctions List means (1) the Specially
Designated Nationals and Blocked Persons List
(SDN List) of the U.S. Department of Treasury
Office of Foreign Asset Control (OFAC); (2) the
Consolidated List of Persons, Groups and
Entities Subject to EU Financial Sanctions (CFSP
List) of the European Union (EU); (3) the
Consolidated United Nations Security Council
Sanction List of the United Nations (UN); and
(4) the List of Subjects of Sanctions of the State
Secretariat for Economic Affairs (SECO) of
Switzerland (any person listed on any such list
hereinafter: a "Prohibited Persen"). The

Grantee shall at all times ensure that any
necessary licenses and approvals have been
obtained and are in place during the term of
this Grant Agreement.

TAX: The Foundation has qualified the
disbursement of funds under this Grant
Agreement as a charitable donation. The
Grantee guarantees that it is qualified to
receive the charitable funds in accordance with
the laws that apply to it. The Parties
acknowledge and agree that any gift tax
payable or chargeable in connection with this
Grant Agreement shall be for the account of the
Grantee.

PRIVACY: The Grantee shall inform its
employees and any other persons involved
with the performance of this Grant Agreement
that their personal data, if and to the extent
provided to the Foundation and/or Porticus,
may be (i) processed by the Foundation and/or
Porticus (as the case may be) in connection
with the performance of this Grant Agreement;
(i) transferred to countries that do not provide
an adequate level of protection; and (iii) shared
with third parties affiliated with the Foundation
and/or Porticus (as the case may be), each in
accordance with the Grantee Privacy
Statement attached hereto as Annex C.

SAFEGUARDING: In so far as the Project
involves work with children, young people or
vulnerable  adults (hereinafter:  jointly
"Vulnerable Persons" or individually a
"Vulnerable Person"), the Grantee will take all
steps reasonably necessary to ensure their
safety including compliance with any local laws
and regulations in this respect.

The Grantee will have and will comply with an
appropriate written policy and set of
procedures to safeguard Vulnerable Persons.
Such policy and procedures shall comply with
the minimum standards set by the Foundation
from time to time. The Foundation reserves the
right to review and recommend amendments
to the Grantee's safeguarding policy and
procedures to ensure it meets the minimum
standards.

To the extent permitted under applicable law,
the Grantee shall notify Porticus (on behalf of
the Foundation) of all serious incidents in which
a Vulnerable Person is harmed or placed at risk
of harm (including any breach of laws) and shall
provide such details as the Foundation shall
reasonably require. The Grantee shall comply
with all local (safeguarding) reporting
requirements in addition to notifying the
Foundation.

The Foundation shall, upon giving reasonable
notice, be entitled to receive information on

the Grantee’s safeguarding practices and to
visit the Project, while taking into account
relevant privacy considerations.

MODIFICATIONS: The Foundation may
reasonably add Annexes or modify the terms in
the existing Annexes (excluding annexes to
which the Grantee has provided input) and
such additions and modifications shall apply to
the Grantee as of the date of notification to it
of such changes. If the Grantee does not agree
with any of the changes proposed by the
Foundation in the Annexes, it shall notify the
Foundation in writing of any disagreements
within thirty (30) calendar days of notice of
such changes. If the Parties fail to resolve any
disagreements about such proposed changes,
either party shall have the right to terminate
the Grant Agreement.

SUSPENSION/TERMINATION: The support to
the Grantee may be suspended or terminated

the Foundation at any time, with immediate
effect, in whole or in part, if, to be determined
at the sole discretion of the Foundation:

1. the Grantee has materially failed to comply
with any term or provision of this Grant
Agreement;

2. the Grantee has used the grant in whole or
in part for any other purpose than the
Project as set forth in the Grant Agreement;

3. the Grantee has made any material
misrepresentation of any nature with
respect to any information or statements
furnished to the Foundation in connection
with the Grant Agreement.

4. the Grantee, the Project, or any of the
Grantee’s affiliated or related entities,
officers or employees are involved in any
activity that
does not or may not conform to the
Foundation’s charitable purposes;

5. the Grantee or any of its affiliated or
related entities, officers or employees
becomes subject to a criminal investigation
into, or is found guilty of, bribery,
corruption, misappropriation,
embezzlement, fraud, forgery or any other
criminal offence;

6. the Grantee becomes subject to a change
of control that exposes the Foundation to
reputational risks or materially threatens
the execution of the Project;

7. the Grantee or any of its affiliated or
related entities, officers or employees
becomes a Prohibited Person;

8. The financial performance of the Project
materially deviates from the budget or
results set forth in the Grant Agreement.

In addition, the Foundation may, at its sole
discretion, suspend performance of the Grant
Agreement for the above grounds 1. to 8. and
request the Grantee to take any action
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necessary or advisable to remedy the Grantee’s
default. For the sake of clarity, any suspension
under the preceding sentence will be without
prejudice to termination and the Foundation
will be entitled to terminate the Grant
Agreement on the above grounds 1. to8.atany
time during such suspension.

UNUSED FUNDS: The Foundation may request,
and the Grantee will be obliged to the extent
permissible under applicable law, to return or
re-allocate any unexpended grant funds
remaining at the time of termination of the
Grant Agreement or at the end of the Project
period.

INFORMATION: The Grantee shall keep proper
record of all reports, files, accounts and
documents related to the grant or the Project.
The Grantee shall provide promptly such
information, reports, files, accounts or
documents as the Foundation may request.

EXCLUSION OF LIABILITY: To the extent
permitted under applicable law, the
Foundation, its board members, officers,
employees and affiliates cannot be held liable
in connection with this Grant Agreement,
except in case of gross negligence, wilful
misconduct or default and fraud. In particular,
the Foundation will not be liable to the Grantee
for any damages, costs, losses, liabilities or
other detriments caused by the lawful
suspension or termination of this Grant
Agreement.

COUNTERPARTS AND EXECUTION: The Grant
Agreement and all other documents may be
executed in one or more counterparts, each of
which will constitute an original and all of which
taken together will constitute one and the
same Grant Agreement or document.
Electronic or digital signatures by duly
authorized representatives will be of equal
effect and validity as handwritten signatures on
original copies.

SEVERABILITY: If a provision of the Grant

Agreement is or becomes illegal, invalid or

unenforceable in any jurisdiction, that shall not

affect: .

1. The validity or enforceability in that
jurisdiction of any other provision of the
Grant Agreement: or

2. The validity or enforceability in other
Jurisdictions of that or any other provision
of the Grant Agreement.

Each party agrees that it will negotiate in good
faith to replace any provision of the Grant
Agreement which may be held unenforceable
with a provision which is enforceable and which
is as similar as possible in substance to the
unenforceable provision.

MISCELLANEQUS: Without prejudice to the
Modifications provision set out above, any
amendment to the Grant Agreement will not be
valid unless agreed upon in writing and duly
signed by both parties. This also applies to any
amendment to this written form requirement.

The Grantee shall not have the right to assign,
transfer or pledge the Grant Agreement or any
rights or obligations under the Grant
Agreement without the Foundation’s prior
written consent. Any assignment, transfer or
pledge in violation of the preceding sentence
shall be deemed null and void.

Unless expressly stated to the contrary, no part
of the Grant Agreement shall create any rights
in favour of any third party that is not a party to
the Grant Agreement which shall impose any
obligation on, or be enforceable against the
Foundation.

No delay or omission by a party in the exercise
of any power or right under the Grant
Agreement will impair such power or right or be
construed as a waiver thereof or of the event
Biving rise to such power of right and no waiver
of any past evant shall be construed to be a
waiver of any power or right accruing to a party
by reason of any future event.

After suspension or termination of the Grant
Agreement, each party shall remain bound to
the provisions of the Grant Agreement which
by their nature are meant to remain applicable
including, but not limited to, the clauses:

Confidentiality, Intellectual Property and
Licensing, Suspension/Termination,
Information, Exclusion of Liability,

Miscellaneous, Governing Law and Dispute
Resolution.

GOVERNING LAW: This Agreement and any
amendment hereof and any waiver or consent
hereunder and any claims therefrom resulting
shall be governed by and interpreted and
construed exclusively in accordance with the
substantive domestic Laws of the Netherlands.
All disputes arising out of or in connection with
this Agreement, including disputes concerning
the existence and validity, will be finally and
exclusively resolved by arbitration in
accordance with the Arbitration Rules of the

Arbitration Institute of the Netherlands
(Arbitragereglement von het Nederlands
Arbitrage Instituut, the "NAI Arbitration

Rules").

The legal seat of the arbitration (plaats van
arbitrage) will be Amsterdam, the Netherlands,

The language of the arbitration will be English.

The arbitral tribunal will consist of three
arbitrators.

The arbitral tribunal shall decide and make its
arbitral award or awards in accordance with the
rules of law (naar de regelen des rechts).

DISPUTE RESOLUTION: Any dispute and the
existence and content of any arbitral
proceedings under this Clause must be kept
confidential by the Parties, the members of the
arbitral tribunal and the Netherlands
Arbitration Institute, and no publication of any
arbitral award, any other decision of the
arbitral tribunal or any materials produced or
exchanged in the course of such arbitral
proceedings is permitted, except (a) to the
extent that disclosure or publication is required
to fulfil a legal duty, protect a legal right, or
enforce or challenge an arbitral award in legal
proceedings before a court or other judicial
authority, (b) with the written consent of the
Parties, (c) where required for the preparation
or presentation of a claim or defence in arbitral
proceedings under this Clause, or (d) by order
of the arbitral tribunal at the request of a Party.
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ANNEX C: GRANTEE PRIVACY STATEMENT
Version 1 September 2018

INTRODUCTION
This Privacy Statement applies to grant applicants and (potential)
grantees (Grantees) of Stichting Benevolentia (Benevolentia).

Benevolentia uses the expertise and services of Porticus Amsterdam
CV and its affiliated Porticus group entities (Porticus). Porticus is the
international organization that manages the philanthropic programs of
charitable institutions set up by entrepreneurs from the
Brenninkmeijer family, including Benevolentia. Porticus provides these
institutions with strategic advice on their donation programs and
offers a wide range of services in the field of donation management.
Porticus processes personal data of Grantees of Benevolentia in the
course of providing its services to Benevolentia. When processing
personal data of Grantees, Benevolentia and Porticus are joint data
controllers.

With this Privacy Statement, Benevolentia and Porticus aim to be
transparent about the way in which personal data relating to Grantees
(if any) is processed.

Porticus’ entities are located across the globe. Each Porticus entity
shall adhere to this Privacy Statement, unless local law requirements
demand otherwise.

For the purposes of this Privacy Statement, the following definitions
apply:

* Personal data means any information relating to an identified or
identifiable natural person (a ‘Data Subject’). An identifiable natural
person is one who can be identified, directly or indirectly, in
particular by reference to an identifier (such as a name, an
identification number, location data, or one or more factors specific
to the physical, economic, cultural or social identity of that natural
person.

* Processing means any (set of) operations which is performed on
personal data or on sets of personal data, whether or not by
automated means, such as the collection, recording, organization,
structuring, storage, adaptation or alteration, retrieval,
consultation, use, alignment, combination, restriction, erasure or
destruction.

Controller means the natural or legal person, public authority,
agency or other body which, alone or jointly with others,
determines the purposes and means of the processing of personal
data.

Joint_Controller means two or more controllers who juintly
determine the purposes and means of processing.

This Privacy Statement may be changed over time. You are advised to
regularly review the website of Porticus and/or Benevolentia for
possible changes to this Privacy Statement. This Privacy Statement was
last amended on 1 September 2018,

HOW WE COLLECT PERSONAL DATA
At Benevolentia and Porticus, we are committed to maintaining the
accuracy, confidentiality and security of personal data.

We may process your personal data:

* in order to assess grant applications diligently, when such personal
data is included in the information provided to us in the context of
a grant application or proposal.

® as part of our relationship management with Grantees, and for
Porticus also in the context of developing strategic grant making
advice.

* to enter into an agreement, to facilitate a payment, or to fulfil
obligations under an agreement.

WHAT PERSONAL DATA DO WE COLLECT

We may, in the context of grant management and depending on the

relevant circumstances, collect the following categories of personal

data (not limitative, and not always applicable):

* Name and contact details (including title, address, telephone
numbers, email addresses)

* Logs of communications with us (including emails)

* Photos (relating to approved projects and grants)

* References

* Financial infarmation (relating to payment details)

* Incident reports

We also collect certain information through our websites, including
technical data (such as the IP address, web browsers, click and surfing
behaviour). Please refer to the Benevolentia Website Privacy
Statement or Porticus Website Privacy Statement for more
information.

We process such personal data on the basis of the following grounds:
1. Consent by the data subject
2. Requirement to fulfil contractual obligations
3. Legitimate business purpose (such as relationship management and
cross referencing Grantees)
4. Compliance with local laws

WHY WE PROCESS YOUR PERSONAL DATA

We collect and process personal data to enter into agreements and/or
to comply with applicable statutory requirements. More specifically,
we process personal data for the below purposes:

* Assessing submitted grant applications and proposals

® In respect of Porticus, for developing strategic advice for
Benevolentia

* Relationship management with Grantees and co-funders

* Compliance with laws and regulations (identification obligations,
fraud prevention, internal controls and company security, tax law,
archiving)

* Regular course of business (for example, when you send an email,
we process your contact details, the contents of your message, any
attachments you add to your message)

Please note that you are not obliged to provide personal data to us.
However, in order for us to enter into agreements and / or to comply
with statutory requirements, we require personal data to be provided.
If you decide not to provide us with personal data, we may not be able
to enter into an agreement with you or the organisation (as
applicable).
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HOW WE PROCESS PERSONAL DATA

Benevolentia and Porticus are the joint controllers for your personal
data, which means that Benevolentia and Porticus jointly determine
what personal data is collected and for what purpose, and is
responsible for the protection of such personal data.

Benevolentia and Porticus have entered into a joint controller
agreement together pursuant to which they have allocated their
responsibilities in respect of the protection of personal data.

Porticus comprises of different group companies, located in- and
outside the EU, Personal data submitted to one Porticus entity may be
shared with other Porticus entities. All Porticus entities have agreed to
adhere to the standard model clauses of the European Commission for
data transfer.

Depending on the specific circumstances, our affiliated and related
entities may be granted access to your data, for example to assess and
review Grantees or to execute grant agreements.

In general, we enter into processing agreements with all third party
data processors. These agreements include adequate obligations to
safeguard that your personal data is being shared with that data
processor only for the purpose of providing the agreed services to us.

Ifitis required that your personal data is transferred to a country that
does not provide an adequate level of protection of personal data, we
will take measures to ensure that your personal data are adequately
protected in accordance with the applicable legal requirements.

HOW DO WE STORE PERSONAL DATA
We may use various systems to collect and store your personal data,
such as a management information system. We have taken adequate

safeguards to ensure the confidentiality and security of your personal
data. We have, and ensure that our data processors have,
implemented appropriate technical, physical and organisational
measures to protect personal data against accidental or unlawful
destruction or accidental loss, damage, alteration, unauthorised
disclosure or access, and against all other forms of unlawful processing
(including, but not limited to, unnecessary collection). The retention
period for storing personal data varies, depending on the type of
personal data, the purpose for which it was collected, and local laws.
We do not store personal data beyond the permitted retention period
in accordance with applicable law.

WHAT ARE YOUR RIGHTS?
You can request access, correction, restriction, portability, objection or
removal of your personal data at any time by sending a request to

Porticus via privacy@porticus.com.

In the event we are processing your personal data on the basis of
consent, you have the right to withdraw your consent at any time.
Should you have any questions regarding the collecting or processing
of your personal data, or if you are unsatisfied about the way in which
we are processing your personal data, please contact

privacy@porticus.com.

In the event you are an EU data subject and you are unsatisfied with
the response you receive from us in relation to your request or
complaint, please be aware that you have the right to submit a
complaint with the local data protection authorities in your country,
We also have an obligation to report all material data breaches to
relevant data protection authorities within 72 hours of the data breach
occurring.
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ANNEX D: GRANT INFORMATION

CONDITIONS
REPORTING SCHEDULE
Report Type Report ID

31st March 2023 End of Project report AS-21-027078
PAYMENT SCHEDULE
Date Disbursement Contingent Upon
March 2022 EUR 33,300.00
July 2022 : EUR 16,700.00

Total | EUR 50,000.00
OTHER GRANT CONDITIONS

The grant amount will be paid in two instalments-
* the first instalment upon contract signing and bank account details confirmation
¢ the second instalment upon successful FCRA license renewal by KHS

PARTNER PROJECT SUMMARY

The ongoing Covid-19 pandemic is a global health crisis unlike any other pandemics that the mankind has seen before that not
only is leading to deaths but also spreading suffering and upending the human lives. It is attacking societies at their core, the
effects of which move much beyond a health crisis making it a human, economic and social crisis. How the communities cope
with this global crisis and emerge from it will depend a lot on how resilient the communities are, else, the social crisis created by
the COVID-19 pandemic will increase inequity, exclusion and discrimination in the long term.

The capacity of communities to cope with and recover from large-scale emergencies like Covid-19 is referred to as ‘community
resilience’. Building resilient communities and supportive environments is a public health prierity that cannot be delayed further
or left to posterity. We need to work collaboratively through a systems approach to create resilient communities that not only
prepares them to cope with the pandemic and its after effects but also to strengthen protective factors, such as supportive
community networks, community action and community capacity including volunteerism that will enable individuals and
communities to manage, adapt, and ultimately recover well. As the long-term social, health and economic impacts of COVID-19
unfold, enhancing community resilience will have a critical role to play in the recovery process.

Through this grant we intend to build community resilience by ensuring preparedness of villages to respond to the challenges
imposed by the Covid-19 pandemic in compliance with the GOI SOP on COVID-19 Containment & Management in rural areas.
The work will be carried out in villages from our field practice area with the focus to demonstrate field implementation of the
above-mentioned SOP. It is critical to establish such field demonstartion models so as to show how to translate the given
guidelines into practice in real-life settings. From our past experiences, effective im plementation of the given guidelines needs
mentoring and sustained hand-halding to be translated into practice at the ground level. The proposed program will precisely
look to do so, with DCM MGIMS being the mentor for catalysing the community preparedness and resilience to respond to the
Covid-19 pandemic at village level.
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All the villages in our field practice area will be invited to participate in this Community resilience building program. Only those
villages that are willing to participate in the proposed program will be included. The village council will be needed to provide a
community consent letter and commitment letter for participation in the program. All the residents of the participating villages
will be potential beneficiaries of the proposed work. We assume that around 30-40 villages would volunteer to be part of the

proposed work,

The main activities in the proposed work would include —

1.ldentification and capacity building of village volunteers nominated by the village council

2.Facilitating preparation of Village preparedness plan through the volunteers

3.Community mobilization and behaviour change communication for observing covid appropriate behaviour

4.Capacity building for surveillance, referral, home and communi ty-based isolation including monitoring of active cases in
isolation

5.Capacity building for provision of psychological support at family and community

6.Post COVID follow-up and support to Covid-19 patients

7.Establishment of telehealth facilities to link the villages with MGIMS

Village volunteers will be trained on:

*Contact tracing and risk stratification

*To assess oxygen saturation by using oximeter

*To assess body temperature by using thermometer

*Perform 6-minute walk test and its interpretation

*Tele-consultation with staff of DCM MGIMS and Primary Health Centre
*Arranging referral for patients

*Appropriate use of safety gear like masks, face shield, gloves
*Conducting sensitization meetings with villagers

Village volunteers will do surveillance to id entify Covid suspects and will have minimal risk. From the village volunteers, a team
of 2-3 volunteers, preferably who are young (<40 years of age), had previously been infected with Covid-19, have been
vaccinated against Covid-19 and are willing to comply with recommended Covid appropriate behaviour will be selected and
trained to monitor those who are found to be Covid-19 positive (with no or mild symptoms not requiring any hospital admission)
and have been advised home/community isolation and/or for referral transport of such patients to hospital if needed. As this set
of volunteers will have some risk for contracting Covid-19 infection, they will be provided adequate protective safety gear
including NS5 masks, sanitizer, face shields, plastic coats, gloves etc to ensure their safety and risk minimization. The village
volunteers will also be covered under the health insurance scheme of the MGIMS as an incentive to them.,

The emphasis under the proposed work will be on catalysing the process of micro-planning as per the village preparedness plan
for respective village and ensuring action on it at the village level. Facilities for tele-consultation will be devised at the villa ge
level through android based tablets/devices to help them consult Doctors/Physicians at MGIMS or the staff from Primary Health
Centre under which the village falls. Also sensitization of exi sting CBOs (women's SHGs, KP, KVM), members of VH NSC/non-
governmental/civil society/voluntary organizations will be done to help build a community-norm for supporting covid-19
affected individuals and families with an aim to facilitate inclusion and stop discrimination against them. Also in all the villages,
social media platforms will be utilized to disseminate customized covid related messages on a pre-decided frequency.

From catalyzing this process, 2 dedicated project staff of prior experience of working with the communities will be recruited.
They will be responsible for identification and training of village volunteers and catalyzing the process of preparation of village
preparedness plan. Beyond this the existing staff of CCM and Porticus supported Inclusive ECD project will be used for
conducting sensitization meetings in the participating villages and training purpose. The team working on this project will be
provided with adequate safety gear (including N95 masks, sanitizer, face shields, plastic coats, gloves) to ensure their safety and
risk minimization.
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Before initiation of the work District Health Authorities will be taken on board to synergize the implementation efforts with that
of Government public health functionaries. The work will be implemented in close collaboration and consultation with them.
The learning from the proposed work will be dissemirated to district administration for adaptation/replication in remaining
villages of the district. A virtual advocacy meeting would also be conducted to disseminate the findings and lessons learnt to all
other concerned stakeholders.

The total duration of proposed work is around 12 months, within first three months the preparatory work of identifying
volunteers, preparing village wise micro-plans and training of volunteers will be conducted. The next 6-months will be utilized to
implement the micro-plans and the last three months will be used to disseminate the learnings to other villages and advocacy to

concerned stakeholders.
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No: 5/4/8-23/CD/AVR/202 I[-NCD-11

To

Sub.:

INDIAN counciL
MEDICAL RESEARCH
orving the nation ginco “:: Indian Council of Medical Research

Department of Health Research, Ministry of Heaith
and Family Welfare, Government of India

Dated: 23 .12.2021

The Dean

Mahatma Gandhi Institut
Sevagram, Distt-Wardha
Maharashtra-442| 02.

e of Medical Sciences

Ad-hoc Project entitled “Vitalizing C ommunity against Non-communicable diseases (V-
C: aN): a cluster field trial Jor health promotion against Non-communicable diseases
risk fa.ctors in rural India” under Dr. Abhishek Vijaykumar Raut. Professor. Mahatma
Gandhi Institute of Medical Sciences, MGIMS Sevagram Wardha, Maharashtra -reg.

Dear Sir/Madam.

period

I'he Dircctor-General of the Council sanctions the above mentioned research scheme for a
of Onc Year from 01.01.2022 to 31.12.2022 subject to cxtension up to the total duration

specified in para 3(3) below.

The Director-General of the Council also sanctions the budget allotment of Rs. 40,88.308/-

(Rupees forty lakhs cighty cight thousand threc hundred cight only) as dctailed in the attached
statement for the period 2021-2022.

The grant-in-aid will given be subject to the following conditions:-

The payment of the grant will be made in lump-sum to the head of the Institution. The first
instalment of the grant will be paid generally as soon as a report regarding the
commencement of the project and appointment of the staff is received by the Council. The
demand for payment of the subsequent instalment of the grant should be placed with the
Council in the prescribed [ormat attached.

2. The staff appointed on the project should be paid as indicated in the budget statement
PP proj p g
attached.
3. T'he approved duration of the scheme is (36 month s)3 years. The annual extension will be
given after review of the work done on the scheme during the previous year.
4. A report on the progress made will he submitted to the Council as and when called for.
5. ‘The Institute will maintain a separate account of the receipts and the expenditure incurred on
) the scheme and will fumnish a utilization certificate and an audited statement of account
pertaining to the grant.
) Tek: +91-11-26588895 / 26588980 / 26589794
#i TR ¥, dw m;_& ;19!1. +91-11-26589336 / 26588707
s AR, 4% fReed - 110 029. Fax +91-1-26588662 | icmrnic.n

V. Ramailingaswaml| Bhawan. P.O Box No. 4911,
Ansarn Nagar, New Delhi - 110 029. Indla



6 The llost [nstitute shall utilize i
z¢ the prant .. )
2017 and T.A Rules. grant after following the provisions laid down in the GFRs
7. The Plis advised to kec ;
the fund : . ,
funds received from ICY\‘ZR o a: : in a separate Saving Bank Account opened  for research
the Fund Account 0 ensure that intercst earned thereon is also credited in to
8. Kindly sec the terms & conditions in the [CMR website.
The receipt of this letter may please be acknowledged.
Youws faithfully,
(Mahesh Chand)
Sr. Administrative Officer
For Director-General
Copy to:
|. Dr. Abhishck V. Raut, Professor. Dr. Sushila Nayar School of Public Health
(incorporating the D/o Community Medicine) MGIMS. Sevagram, Wardha-442102.
2. Accounts Section — V, RFC No. (P-61): NCD/Adhoc/190/2021-22 dated 15.12.2021.
3 RIS Section (2020-4652).
4. A0
5  Mr. Hemant Kumar. T.O.

For DireZ\or-General



No: 5/4/8-23/CD/AVR/2021-NCD-1| Ad-hec Research Scheme

Ad-hoc Proi Dated: 23} .12.2021
Sub.: -hoc Project entitled “Vitafizin . .
CaN): a cluster field tri ctig Community against Non

. -commuynicable (i

trial . . diseases (V-

risk factors in rurql Imlia-,for health p romotion against Non-communicable (Iiseafves

Gandhi Institute of Medi Ut‘1der Dr. Abhishek Vijaykumar Raut. Professor, Mahatma
edical Sciences, MGIMS Sevagram Wardha, Maharashtra -reg.

Budget (01.01.2022 to 31.12.2022)

1 STAFF 1y
O ant A s " Year
Project Assistant (Nos. 3) @ Rs.31,000/-pm 11.16.000
For 2nd year @ Rs.31000-+1350 = Rs. 32.350/-pm o
(10% Increment) '

For 3rd year @ Rs.32350+1350 = Rs. 33,700/-pm
(10% Increment)

_(PB+GP  9300+4200 Rs. 13500*10%

1350)
Field Werker (Nos. 8) @ Rs.18,000/-pm 4.32,000
(1" Year & 3™ Year : Only for 3 months)
Lab Technician (Nos. 1) @ Rs.18.000/-pm 54,000
(1 Year & 3™ Year: Only for 3 months)
DEO Gr. A @ Rs.17000/-PM 2.04,000
For 2™ year @ Rs.17760/- PM (17000+760)

For 3" year @ 18520/- PM (17760+760)

After 12 months of service @ 10% increment every year
(PB+GP 5200+2400 Rs. 8000*10% 760/-

Total of Staff Salary (I) 18,06,000

i CONTINGENCY (Recurring) 1,00.000
Consumables -

tHealth Promotion module printing 3.00.000

Health Promotion Handouts 2.50,000
Community Based Events 6,75,000
Biochemical Investigations 4.80,000
Communication and Internet 12,600
Documentation -

Total (1+11) 36,23,600

- Overhead charges 3% 1,08.708
NON-RECURRING 2,25.000

Il TRAVEL 1.31.000
Grand Total 40 88.308 |

RFC No. (P-61): NCIDD/Adhoc/190/2021-22 dated 15.12.2021

(Mahesh Chand)
Sr. Administrative Officer
For Director-General



File No: BIO/CT/20/000186

Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
(Biological Division)

FORM CT-06
(See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR INVESTIGATIONAL NEW
DRUG

The Central Licencing Authority hereby permits M/s Serum Institute of India Pvt. Ltd., S. No. 105-
110, Manjari Bk. Pune (India) - 412307 Telephone No.: null, to conduct clinical trial of the new drug
or investigational new drug as per Protocol No.: ICMR/SII-COVOVAX Version No: 4.0 Date: 25
JAN 2021 in the below mentioned clinical trial sites.

CT No.: CT- 03/2021

2. Details of new drug or investigational new drug and clinical trial site [As per Annexure].

3. This permission is subject to the conditions prescribed in part A of Chapter V of the New Drugs
and Clinical Trials Rules, 2019 under the Drugs and Cosmetics Act, 1940.

Digitally signed by VENUGOPAL

VE N U GO PA L GIRDHARILAL SOMANI
DN: c=IN, 0=MINISTRY OF HOME
AFFAIRS, 0u=CDSCO DGHS,

G I RDH A RI LA postalCode=431401, st=Maharashtra,
255.4.20=173d03345df62d489632379
a1471bfdaesfob2beas6c83bfbbe215

L SO M A N | 4€399b1af7, cn=VENUGOPAL
GIRDHARILAL SOMANI

Date: 2021.02.11 15:46:41 +05'30'

Place: New Delhi (Dr. V. G. Somani)
Date: 11.02.2021 Drugs Controller General (India)
Central Licencing Authority

Stamp

CT No.: CT-03/2021 Page 1 0of 5



File No: BIO/CT/20/000186

Annexure:

Details of New Drug or Investigational New Drug:

Name of the new drug or
investigational new drug:

SARS-CoV-2 rS Protein (COVID-19) recombinant spike protein
Nanoparticle Vaccine

Therapeutic class:

Vaccine

Dosage form:

Liquid for intramuscular administration

Composition:

Each dose of 0.5 mL of vaccine contains:

Name of ingredients Quantity
SARS-CoV-2 rS 5 ug
Matrix-M1 50 ug
Sodium Phosphate Dibasic Heptahydrate 12.63 mM
Sodium Phosphate Monohydrate Monobasic 12.36 mM
Sodium Chloride 300 mM
Polysorbate 80 0.01% w/v

Indication(s):

Prevention of COVID 19 infection

Details of clinical trial sites-

S. Name and Address of | Ethics Committee details Name of Principal
No. | Clinical Trial Site Investigator
1 Sahyadri Super Speciality | Sahyadri Hospitals Ltd. Ethics | Dr. Govind Kulkarni
Hospital, Survey no.185A, | committee, Sahyadri Clinical
Shastri 'Nagar, Yerwada, | Research & Development Center
Nagar road, Pune, | (A Unit of Sahyadri Hospitals Ltd.),
Maharashtra- 411004, India | 33/34B,Makarand = Bhave  Path,
Karve Road, Pune-411004,
Maharashtra, India
ECR/493/Inst/MH/2013/RR-19
2 KLES Dr. Prabhakar Kore | Institutional Ethics Committee, KLE | Dr. Madhav Prabhu
Hospital & Medical | University, KLE Dr.PK Hospital and
Research Center, Nehru | MRC, Nehru Nagar Belagavi
Nagar, Belgavi Karnataka | Belagavi (Belgaum), Karnataka -
590010, India 590010
IndiaECR/211/Inst/KA/2013/RR-19
3 Jawaharlal  Institute of | IEC Intervention Studies, | Dr. Tamilarasu
Postgraduate Medical | JIPMERJIPMER Dhanvantari | Kadhiravan
Education and Research, | Nagar Puducherry —-605006,
Dhanvantri Nagar, | India,ECR/342/Inst/PY/2013/RR-19
Puducherry-605006, India
4 Department of Community | Institutional  Ethics Committee, | Dr. Clarence Samuel
Medicine, Christian Medical | Christian  Medical College &
College & Hospital, Brown Hospital,2nd Floor, Nr. Ward 15,
Rd, Ludhiana, Punjab | Room no: 3201,Chrsitian Medical
141008, India College & Hospital, Brown road,
Ludhiana-141008,Punjab, India
ECR/120/Inst/PB/2013/RR-19
5 Hamdard Institute of | Jamia Hamdard Institutional Ethics | Dr. Sunil Kohli
Medical  Sciences and | Committee, Hamdard Nagar, New

Research with Centre for

Delhi South, Delhi Delhi -110062

CT No.: CT- 03/2021

Page 2 of 5




File No: BIO/CT/20/000186

health Research and
Development (CHRD),
Society for Apllied Studies
(SAS),Guru Ravidas Marg,

India
ECR/48/Inst/DL/2013/RR-19

Hamdard Nagar, New
Delhi-110062, India
6 KIMS Hospital and | KIMS Institutional Ethics | Dr. Ashwath
Research centre, Krishna | Committee Kempegowda Institute | Narayana
Rajendra Rd, | Of Medical Sciences Attimabbe
Vishweshwarapura, Road Banashankari 2nd Stage
Bengaluru, Karnataka | Bangalore 560070
560004 ECR/216/Inst/Kar/2013/RR-19
7 Dr. D. Y. Patil Medical | Ethics Committee, Dr. D. Y. Patil | Dr. Varsha Bhatt
College Hospital and | Vidyapeeth, Sant Tukaram Nagar,
Research Centre, | Pimpri, Pune 411018
Department of Medicine, | ECR/361/Inst/MH/2013/RR-19
Sant  Tukaram Nagar,
Pimpri, Pune, Maharashtra-
411018, India
8 Acharya Vinoba Bhave | Institutional Ethics Committee of | Dr. Abhay Gaidhane
Rural Hospital, Datta | DMIMS, Datta Meghe Institute of
Meghe Institute of Medical | Medical Sciences, Sawangi
Sciences, Sawangi (M), | (Meghe) Wardha Maharashtra -
Wardha, Maharashtra- | 442004 India
442004,India ECR/440/Inst/MH/2013/RR-19
9 Institution of Medical | Institutional Ethics Committee, IMS | Dr. Rakhi Ludam
Science and SUM Hospital, | & SUM Hospital Bhubaneswar, K-8
K8,Lane 1, Kalinganagar, | Kalinga Nagar, Shampuir,
Bhubaneswar, Khordha, | Bhubaneswar, Khordha Orissa —
Orissa —751003,India 751003
ECR/627/Inst/OR/2014/RR-20
10 | Amrita Institute of Medical | Institutional  Ethics = Committee | Dr. Dipu
Sciences, Department of | Amrita Institute  of  Medical | Thareparambil S
General Medicine, | Sciences AIMS-Ponekkara Kochi
Ponekkara, Kochi, Kerala- | Edappally = Ernakulam  Kerala-
682041, India 682041 India
ECR/129/Inst/KL/2013/RR-19
11 School of Tropical | Clinical Research Ethics | Dr. Santanu Tripathy
Medicine108, Chittaranjan | Committee, C/o. Department of
Ave, Calcutta Medical | Clinical and Experimental
College, College Square, | Pharmacology, School of Tropical
Kolkata, West Bengal | Medicine, 108 Chittaranjan
700073, India Avenue, Kolkata —700073
ECR/194/Inst/WB/2013/RR-20
12 Noble Hospital, 153, Road, | Noble Hospital Institutional Ethics | Dr. Sidram Raut

Magarpatta, Hadapsar,
Pune, Maharashtra-
411013, India

Committee, Noble Hospitals Pvt.
Ltd. ,Room No 5, Clinical,
Research Department Noble
Annex, 153 A, Magarpatta City
Road, Hadapsar 411013, India
ECR/259/Inst/MH/2013/RR-19
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Kalinga Institute of Medical
Sciences, Kushabhadra
Campus , KIIT Campus, 5,
KIT Road, Patia,
Bhubaneswar, Odisha
751024, India

Institutional  Ethics Committee-
KIMS, Kalinga Institute of Medical
Sciences, Khushabhadra Campus
5, KIT University, Patia
Bhubneswar Khorda, Orissa -
751024 India
ECR/321/Inst/OR/2013/RR-20

Dr. Sonali Kar

14

Department of Community
Medicine, Dr. Sushila Nayar
School of Public Health,
Mahatma Gandhi Institute
of Medical Sciences,
Sevagram, Wardha,
Maharashtra - 442102,
India

Institutional Ethics  Committee,
(Department of Pharmacology)
Mahatma Gandhi Institute of
Medical Sciences, Sewagram,
Wardha, Maharashtra —442102
ECR/47/Inst/MH/2013/RR-19

Dr. Abhishek Raut

15

JSS Academy of Higher
Education and Research,
Bannimantap Road, Sri
Shivarathreeshwara
Nagara, Bannimantap A
Layout, Bannimantap,
Mysore, Karnataka-570015,
India

Institutional Ethics Committee, 3™
Floor, JSS Medical College, SS
Nagar, Mysuru -570015
ECR/387/Inst/KA/2013/RR-19

Dr. Praveen Kulkarni

16

KEM Hospital Research
Centre, Vadu Rural Health
Program,Vadu Budruk,
Taluka Shirur, Pune,
Maharashtra-412216, India

KEM Hospital Research Centre
Ethics Committee, KEM Hospital
Research Centre, TDH building,
Sardar Moodliar Road, Rasta Peth,
Pune-411011, Maharashtra, India.
ECR/272/Inst/MH/2013/RR-19

Dr. Ashish Bavdekar

17

Super Speciality Hospital,
Government Medical
College and Hospital,
Tukdoji Square, Nagpur,
Maharashtra-440009, India

Institutional  Ethics Committee,
GMC Nagpur, Government Medical
College and Hospital, Medical
Square, Hanuman Nagar, Nagpur,
Maharashtra —440003, India
ECR/43/Inst/MH/2013/RR-19

Dr. Sushant Meshram

18

Department of Pulmonary,
Critical Care and Sleep
Medicine, All India Institute
of Medical Sciences, Ansari
Nagar, New Delhi-110029,
India

Institutional Ethics Committee, All
India Institute of Medical Sciences
(AlIMS),Room No. 102, 1stFloor,
Old OT Block, Ansari Nagar, New
Delhi —110029 India
ECR/538/Inst/DL/2014/RR-20

Dr.Vijay Hadda

19

All India Institute of Medical
Sciences, Department of
Pharmacology, Gorakhpur,
Uttar Pradesh 273008,
India

Institutional Human Ethics
Committee, All India Institute Of
Medical Sciences, Gorakhpur, Opp
Army Public School Kunraghat,
Gorakhpur Uttar Pradesh -273008
India

ECR/1476/Inst/UP/2020

Dr. Hira Lal Bhalla
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In addition to point 3, the permission is subject to following condition(s):

1.

ok~

The Phase Il/lll clinical trial should be conducted as per protocol titled "A phase 2/3, observer-
blind, randomized, controlled study to determine the safety and immunogenicity of
COVOVAX [SARS-CoV-2 recombinant spike protein nanoparticle vaccine (SARS-CoV-2
rS) with Matrix-M1™ adjuvant] in Indian adults”

Firm is required to submit revised clinical trial protocol with double blind study design and as
per recommendations of Subject Expert Committee (SEC) meeting dated 03.02.2021 that the
participants randomized to the placebo arm may be unblinded 60 days after the second dose
upon request of the clinical trial participant only. Such participant may be offered
investigational vaccine as per the dose and schedule prescribed in the protocol.

Firm is required to submit copy of contract entered by the ICMR with the
investigator/institutions.

The firm is required to constitute a DSMB to review the safety data.

Firm is required to submit Principal Investigators undertaking & Ethics committee approvals for
revised clinical trial protocol.

The formulation intended to be used in the clinical trial shall be manufactured under GMP
conditions using validated procedures and shall have ongoing stability programme.

Only CDL, Kasauli certified batches shall be used in the clinical trial.

Digitally signed by VENUGOPAL
VE N U GO PA L GIRDHARILAL SOMANI
DN: c=IN, o=MINISTRY OF HOME
AFFAIRS, ou=CDSCO DGHS,
G I R D H A RI LA postalCode=431401, st=Maharashtra,
2.5.4.20=173033450/f620489632379a1

471bfdae9fob2bea56c83bfbbe2154e39

9b1af7, cn=VENUGOPAL GIRDHARILAL
SOMANI

Date: 2021.02.11 15:46:53 +05'30"

Place: New Delhi (Dr. V. G. Somani)
Date: 11.02.2021 Drugs Controller General (India)

Central Licencing Authority
Stamp
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CLINICAL TRIAL AGREEMENT
between

SERUM INSTITUTE OF INDIA PRIVATE LIMITED
212/2, Off Soli Poonawalla Road,
Hadapsar, Pune — 411028, India
(hereinafter referred to as “Sponsor”)

and

PPD Pharmaceutical Development India Private Limited
having its registered office at
101-A Wing Fulcrum, Hiranandani Business Park, Sahar Road,
Andheri East, Mumbai 400099, India
(hereinafter referred to as the “PPD”)

and
Kasturba Health Society’s Mahatma Gandhi Institute of Medical Sciences
Sevagram Wardha Maharashtra-442102
(hereinafter referred to as the “Institution”)
and
Dr. Abhishek V. Raut
Dr. Sushila Nayar School of Public Health
Mahatma Gandhi Institute of Medical Sciences, Sevagram

(hereinafter referred to as the “Principal Investigator”)

Protocol number: ICMR/SII-COVOVAX

1 Introduction

Sponsor is a leading global organization engaged in the business of developing, manufacturing, and
marketing pharmaceutical products.

PPD is serving as Sponsor's contract research organization for the Study as per the terms agreed
between the Sponsor and the PPD.

Institution is Kasturba Health Society’s Mahatma Gandhi Institute of Medical Sciences.

Principal Investigator is Dr Abhishek V. Raut as appointed and authorised by PPD in consultation with

ICMR/SII-COVOVAX _India_Dr. Abhishek V. Raut_PPD-PI-INSTCTAg Page 2
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Sponsor.

The discussions between Parties have resulted into this agreement wherein the Parties participate in
and conduct the collaborative clinical trial as described below. The Institution and Principal Investigator
shall perform the collaborative clinical trial as per the Protocol mentioned herein below and in
accordance with the terms of this Agreement.

In order to make this Study (as defined below) mutually rewarding, it is essential that the Parties are in
agreement with regard to the basic policies applicable to the Study. Accordingly, this Clinical Trial
Agreement in conjunction with Sponsor’s protocol no ICMR/SII-COVOVAX (“the Protocol”) entitled “A
PHASE 2/3, OBSERVER-BLIND, RANDOMIZED, CONTROLLED STUDY TO DETERMINE THE SAFETY AND
IMMUNOGENICITY OF COVOVAX [SARS-CoV-2 RECOMBINANT SPIKE PROTEIN NANOPARTICLE VACCINE
(SARS-CoV-2 rS) WITH MATRIX-M1™ ADJUVANT] IN INDIAN ADULTS AGED 218 YEARS AND CHILDREN
AGED 2 TO 17 YEARS” (the “Study”)(and any amendments thereto which may be adapted from time to
time), which is incorporated by reference herein, will serve together as an agreement, delineating the
terms and conditions applicable (the “Agreement”).

It is expressly agreed and understood by and between the Parties that the trial / Study conducted under
this Agreement is specific to paediatric study i.e. children aged 2 to 17 years and nothing contained
under this Agreement shall govern the studies in respect of adults.

2 Study Conduct

2.1 The scope and nature of the Study and services to be performed at Institution will be in accordance
with the Protocol.

2.2 The Institution and Principal Investigator each warrants to Sponsor and PPD that they have all the
requisite expertise, education, experience, capabilities, adequate patient population, adequate
personnel, equipment and other resources to conduct the Study in a professional and competent
manner in accordance with the Protocol and that they are fully aware of applicable regulations;
furthermore, they agree that they will not participate in any other clinical trial that by its nature will
prevent them from fulfilling their obligations in the Study hereunder.

2.3 As it is essential that the Study is carried out exactly in accordance with the terms of the protocol.
Each of the Institution and Principal Investigator agrees to study the Protocol and satisfy themselves that
they fully understand it and are able to conduct the Study in the manner specified therein. Any change
to the terms of this Agreement shall be valid only if the change is made by mutual written agreement of
authorised representatives of all parties hereto. No changes or deviations to the Protocol should be
implemented without agreement by the Sponsor and prior review and documented approval from the
Ethics Committee (“EC”), except when necessary to eliminate immediate hazards to the Study subjects
under this Agreement, or when the change(s) involves only logistical or administrative aspects of the
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Study (e.g., change of monitor(s), telephone number(s)unless to eliminate an immediate hazard to
Study subjects under this Agreement.

2.4 The Institution and Principal Investigator will ensure that they are thoroughly familiar with the
appropriate use of the investigational product(s), as described in the Protocol, the current Principal
Investigator’s Brochure, the product information leaflet and all information provided to them in
connection with the Study.

2.5 the Institution and the Principal Investigator each agree to carry out the Study in accordance with:
2.5.1 this Agreement;

2.5.2 the Protocol;

253 the provisions of the current version of the World Medical Association’s Declaration of
Helsinki, in particular, neither the Institution nor the Principal Investigator must at any time
jeopardise the health or well-being of any Study subject under this Agreement by unwarranted
continuation of the Study;

2.5.4  applicable national laws, regulations and guidelines including without limitation Good Clinical
Practice Guidelines for conduct of clinical trials in India, the Ethical Guidelines for Biomedical Research
on Human Subjects” laid down by Indian Council of Medical Research (“ICMR”), and the Guideline for
Good Clinical Practice (“GCP”) of the International Conference on Harmonisation (ICH) of Technical
Requirements for the Registration of Pharmaceuticals for Human Use and with other generally
accepted applicable Guidelines of the ICH a copy of which has been provided to Institution and
Principal Investigator(ICH Topic E6, Consolidated Guideline 1.5.96);

2.5.5 if the Study is conducted under an Investigational New Drug (IND) the conditions specified in
the Agreement and in accordance with the “New Drugs and Clinical Trials rules, 2019”, as applicable,
including any amendments thereto, which subsist from time to time and are in force(the “Act”); and

25.6 all applicable laws, rules and regulations, including those related to anti-corruption
compliance as more specifically set forth in Exhibit C attached hereto and incorporated by reference

herein.

2.5.7 PPD shall keep track and keep the Sponsor informed at all times as to the status of study protocol
and upon PPD providing confirmation to Sponsor in respect of the study performed by Principal
Investigator and Institution under this Agreement.

3 Commencement and Duration

3.1 The Parties Agree and confirm that this Agreement shall be effective and in force from 02 Sep
2021("“Effective Date”). The Study will commence from the Effective Date mentioned in this Agreement.
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The Principal Investigator has received Ethics Committee(“EC”) approval and any national regulatory
approval as appropriate has been obtained by Sponsor/PPD.

3.2 Study subject recruitment for the purpose of this Agreement is scheduled to start on 20 Aug
2021.The entire Study is scheduled to be completed by 09-Feb-2022.

3.3 Enrolment to the Study is performed on competitive basis. Approximately 100 Study subjects shall
be enrolled at the Institution. Any alteration of above-mentioned timelines, or number of enrolled Study
subjects shall not necessitate an amendment to this Agreement and may be communicated to
Institution/Principal Investigator in writing; e-mail as may be agreeable to Sponsor.

4 Compensation

4.1 Sponsor will provide the complete financial support set out in the budget and payment schedule
attached as Exhibit A inclusive of Subject Injury reimbursement as mentioned in clause 9 herein under
and any other expenses towards medical management of adverse events and serious adverse events as
may be required and directed by applicable law and competent government authority upon completion
by Institution and Principal Investigator of the Payment Authorisation Form attached as Exhibit B, for the
conduct of the Study in accordance with the applicable national laws, and regulations as set out in
Sections 2.5.4-2.5.6 above.

The payment under this Agreement shall be made by the Sponsor and therefore site will invoice these

expenses along with original bills or copies of the bills to Sponsor for release of payment to the site and

upon approval of such invoices by Sponsor/ PPD, such payment shall be made by the Sponsor. Thus,

Parties agree that:

a. Sponsor shall be making the payment on receipt of actual invoices. Such invoices are subjected to
Sponsor approval and (The Goods and Services Tax to be charged, if applicable).

b. Each of Institution and Principal Investigator will make all necessary notifications, filings and
arrangements with the appropriate authorities in connection with their respective tax affairs and
shall deal directly with such authorities.

c. Sponsor will deduct appropriate taxes as required by the applicable laws. In these circumstances
Sponsor will account to the appropriate authorities in respect of such deduction made on behalf of
the Institution and Principal Investigator (as appropriate). However, upon Institution / Principal
Investigator furnishing adequate tax exemption documents (under the law) to Sponsor, the TDS
deduction will not be applicable.

4.2 A valid invoice (showing the amount of The Goods and Services Tax to be charged, if applicable) will
be required before any payment is made under this Agreement and the same shall be provided by the
Institution / Principal Investigator as the case may be, in accordance with section 4.1 hereinabove.

4.3 Each of Institution and Principal Investigator will make all necessary notifications, filings and
arrangements with the appropriate authorities in connection with their respective tax affairs and shall
deal directly with such authorities and (save as specified in 4.5 below in respect of deductions required
by law) and at all times shall be exclusively responsible in respect of any liability for income, social,
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corporate or other taxes, which shall be incurred as a result of this Agreement. The Sponsor/PPD shall
not be responsible for payment of any compensation and taxes referred in this clause.

4.4 Institution and Principal Investigator shall invoice Sponsor by the earlier of:

-Ninety (90) days after the services are provided; or
-one month after termination of the Study.
Sponsor reserves the right to refuse payment of invoices that have not been submitted to Sponsor

within these periods.

All the Parties are aware and understand that the Sponsor is entitled to exemption from GST by claiming
status of Special Economic Zone (SEZ) unit and accordingly invoices will be raised without levying GST.
Further, as per Rule 96A of Central Goods and Service Tax Act, 2017 Parties agree that:

(i) If invoices issued by Principal Investigator and Institution are without levying GST, then such invoices
shall specifically mention — “Supply to SEZ Unit or SEZ Developer for Authorized Operations under
Bond or Legal Undertaking without payment of Integrated Tax.” Every such invoice must also
mention the GSTIN No. 27AABCS4225M226 of SEZ unit of Sponsor.

(i) However, if, Principal Investigator and Institution opt to levy GST, then such invoices shall specifically
mention — “Supply to SEZ Unit or SEZ Developer for Authorized Operations on payment of
Integrated Tax. The Integrated Tax paid will have to be claimed as refund and Sponsor will not
reimburse GST paid.” Further these invoices should also mention GSTIN No. 27AABCS4225M2Z6 of
SEZ unit of Sponsor.

4.6 Institution has received funding from Biotechnology Industry Research Assistance Council (BIRAC),
Department of Biotechnology (DBT), Government of India under the Mission Covid Suraksha project. The
resources of BIRAC project will be utilised for implementation of the ICMR/SII-COVOVAX paediatric
cohort trial. Any understanding or agreement in relation to the aforementioned funding shall be at
Institution’s sole risk and responsibility and the Sponsor shall neither be a party nor connected in any
manner whatsoever to any such understanding or agreement between Institution and BIRAC, DBT,
Government of India or any other party as the case may be, under the Mission Covid Suraksha project.

Further, in the event of any dispute and differences arising in respect of the invoices and payment
pertaining to this Agreement as mentioned hereinabove, the Institution and Principal Investigator shall
settle the same with the Sponsor.

5 Confidentiality and Intellectual Property

5.1 Neither the Institution nor the Principal Investigator(nor any of their employees, directors, officers
or agents) shall disclose to any third party or use for any purpose other than for the performance of the
Study any data, records, material or other information, disclosed to Institution or Principal Investigator
by Sponsor and/or PPD or generated as a result of the Study (hereinafter, collectively “Confidential
Information") without the prior written consent of Sponsor with respect to their respective confidential
information. Such Confidential Information shall remain the confidential and proprietary property of
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Sponsor at all times after the execution of this Agreement and shall be disclosed only to Institution and
Principal Investigator or their employees or agents who “need to know” and who have agreed to terms
of confidentiality substantially similar to those terms contained herein. The obligation of nondisclosure
shall not apply to the following Confidential Information:

51.1 Confidential Information that is or becomes publicly available through no fault of Institution
and Principal Investigator;

5.1.2 Confidential Information that is disclosed to Institution and Principal Investigator by a third
party legally entitled to disclose such Confidential Information (with documentary evidence);

5.1.3 Confidential Information that is already known to Institution and Principal Investigator as
shown by their prior written records (as documentary evidence),provided they so advise PPD or Sponsor
within twenty (20) days after disclosure of the Confidential Information to them by PPD or Sponsor; and

514 Confidential Information disclosed to a government authority or by order of a Court of
competent jurisdiction, provided that a) such disclosure is subject to all applicable governmental or
judicial protection available for like material; b) reasonable advance notice is given to Sponsor; and c)
Institution and Principal Investigator take reasonable steps to limit the scope of such disclosure.

5.2 All Confidential Information containing personal data shall be handled in accordance with the
relevant provisions of the Information Technology Act, 2000 and all applicable laws. In the event that
Institution or Principal Investigator should receive a request for information, relating to this
Agreement or the subject matter specified herein, in terms of the provisions of the Right to
Information Act, 2005 from a third party, Institution or Principal Investigator will immediately notify
and consult with Sponsor prior to making any disclosures.

5.3 Any inventions or discoveries (whether patentable or not), innovations, suggestions, ideas,
reports or other intellectual property made or developed by Institution or Principal Investigator in
connection with this Study shall be promptly disclosed to Sponsor and shall become the sole and
exclusive property of Sponsor alone. Upon Sponsor request, Institution and Principal Investigator
shall take such actions as Sponsor deems necessary or appropriate to obtain patent or other
proprietary protection in Sponsor's name with respect to any of the foregoing to which none of the
Parties herein shall have any objection of any nature whatsoever.

5.4 Sponsor shall not transfer to Institution and Principal Investigator by operation of this Agreement or
otherwise any patent right, copyright or other proprietary right of Sponsor.

5.5 Upon termination of the Study, all such materials, information and data in Institution and Principal

Investigator custody, except as required for archiving under ICH GCP and applicable national and local
regulations, shall be promptly delivered as per the instructions of the Sponsor in consultation.
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6 Ethics Committee Approval

6.1 Written approval for the conduct of the Study, the terms of the Protocol and the Informed Consent
must be obtained from a properly constituted EC, according to ICH GCP (Section 3.0) prior to the
commencement of the Study. A copy of such approval, clearly identifying the documents reviewed and
approved (including version dates/numbers) along with other such documents required by the ICH GCPs
must be obtained and copies provided to all parties before release of the Study drug will be permitted.
Such approval must indicate the date approval was given and the name and signature of the
Chairman/or authorised personnel. The names, occupations and institutional affiliations of the EC must
also be informed to PPD, along with a statement to the effect that they are organised and operate
according to ICH GCP and the applicable national laws and regulations.

6.2 Institution and Principal Investigator agree to submit reports to the EC regularly and at least
annually.

7. Representations and Warranties of Parties

7.1 Sponsor

a) Sponsor shall be only responsible for arranging the supply and shipment of the Sponsor’s product
and any other products required for the Study in accordance with the Protocol to the Institution.

b) Sponsor does not provide any warranty of any kind, either express or implied, with respect to the
merchantability, fitness for a particular purpose, and non-infringement of third party rights in relation
to Sponsor’s product and any other products required for the Study.

7.2 Institution and Principal Investigator

a) The Sponsor’s product and any other products required for the Study and all information related
thereto, will be used by Institution and the Principal Investigator only in connection with the
applicable Protocol and for no other purpose without the prior written consent of Sponsor, and the
same will be considered Confidential Information of the Sponsor. In the event, Institution and the
Principal Investigator need to disclose any such Confidential Information of the Sponsor to regulatory
authorities when required by applicable law; any such delivery shall be solely for this limited purpose
and with all the protections of confidentiality permitted by law.

b) Institution and the Principal Investigator will ensure that the Sponsor’s product and any other
products required for the Study are at all times handled, stored, and administered in full compliance
with the Protocol and the applicable law.

¢) Institution and the Principal Investigator shall not reverse engineer, decompile, disassemble, as the
case may be, any part of the Sponsor’s product and any other products required for the Study and
shall keep the Sponsor fully indemnified for any such unauthorized use thereof. Institution and
Principal investigator shall not use any other drug/product in combination with Sponsor’s product for
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this Study as well as shall not use Sponsor’s product in any other project/study whether alone or in
combination with any other drug/product.

d) Any unused or expired quantities of the Sponsor’s product and any other products required for the
Study remaining in the possession of Institution and the Principal Investigator upon expiration or
earlier termination of the applicable Protocol shall, at Sponsor’s direction and request, be promptly
returned to Sponsor or its designee, or be disposed of in compliance with applicable law with written
certification of same to Sponsor. -

7.3 PPD

a) PPD shall be responsible for the overall management and coordination activities and shall keep the
Sponsor fully updated and informed regarding the conduct and results of the Study by the Institution
and Principal Investigator.

b) PPD shall use best efforts to meet and cause Institution and Principal Investigator to meet the
timelines stated in the Protocol.

c) PPD shall ensure and cause the Institution and Principal Investigator to ensure that the respective
operative infrastructure for the Study is sufficient to enable the performance of the Protocol;

d) PPD shall comply and cause the Institution and Principal Investigator to comply with any applicable
data protection laws and shall keep the Sponsor fully indemnified against any third party claims in
relation to breach of personal data. For the sake of clarity, the Sponsor shall not be responsible for
any act or omission on part of either PPD or the Institution and Principal Investigator with respect to
personal data from Study Subjects / parent and / or legal guardian of the Study subject (in case the
Study subject is aged between 2 to 17 years) and Sponsor shall deal only with data in accordance with
applicable data protection law.

e) PPD shall, and cause the Institution and Principal Investigator to keep all samples and all materials
and data obtained or generated in performance of their responsibilities towards the Study, securely
and make, keep and maintain detailed, complete and accurate records of its work in accordance with
(i) best industry standards, (ii) any and all applicable laws and regulations, (iii) any additional
instructions of the Sponsor. Such records and data (including but not limited to source data) must be
made using an appropriate medium, whether paper or electronic and kept in a manner appropriate.

“Results” / “Data” generated pursuant to the Study under this Agreement shall be owned as the
exclusive property of the Sponsor alone. Results shall mean and include, any and all data and
information conceived, discovered, or generated including, without limitation, deliverables, work
products, all reports, tests, assays, results, findings, clinical data, discoveries, data, inventions,
developments, structures, designs, protocols, biochemical strategies, biological materials,
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formulations, compositions, analytic methodology, chemical and quality control procedures, devices,
know-how, trade secrets, technologies, techniques, systems methods, processes, products,
algorithms, concepts, formulas, ideas, inventions, writings, technical research, development and
manufacturing data, business or research plans, whether patentable or not, whether reduced to
practice or not, and all and improvements, modifications, derivatives thereto, and is inclusive of
rights to seek registration and recordal thereof.

8. Adverse Event Reporting

For the purposes of this Agreement an Adverse Event (“AE”), Serious Adverse Event (“SAE”) shall mean
as defined in Good Clinical Practice Guidelines of Central Drugs Standard Control Organization

8.1 Any untoward medical occurrence in a Study subject administered a pharmaceutical product, and
which does not necessarily have a causal relationship with this treatment. An AE can therefore be any
unfavourable and unintended sign (including an abnormal laboratory finding), symptom, or disease
temporally associated with the use of a medicinal (investigational) product, whether or not related to
the medicinal (investigational) product. An SAE is an untoward medical occurrence during Study that is
associated with death, in-patient hospitalization (in case the Study was being conducted on
out-patient), prolongation of hospitalization (in case the Study was being conducted on in-patient),
persistent or significant disability or incapacity, a congenital anomaly or birth defect or is otherwise
life-threatening.

8.2 The Principal Investigator must report all Serious Adverse Events to the Central Licensing Authority,
the Sponsor or their designee and the Ethics Committee that accorded approval to the Study within
twenty-four (24) hours of their occurrence. After 24 hours of initial reporting of SAE, Principal
Investigator have to file a detailed final reporting and interim reporting within 14 days of occurrence
of the event. This is as per CDSCO norms. (In case a final report is not possible within this timeline,
then an interim has to be filed). All reports can be provided via telefax or telephone as per the Act, as
applicable, including any amendments thereto, which subsist from time to time and are in force. The
Principal Investigator will comply with any orders that the Central Licensing Authority deem necessary.

9. Subject Injury Reimbursement

Sponsor will reimburse for the treatment of Study related injuries to Study subjects / parent and / or
legal guardian of the Study subject (in case the Study subject is aged between 2 to 17 years) as the case
may be, for reasonable and standard medical expenses as per the regulatory requirement provided
under the applicable law and as may be directed by the regulatory authorities, the same being subject to

the following:
a) the iliness or injury must be a direct result of the Study drug or procedure.

b) the iliness or injury must not be a medical condition, or the natural progress of a medical condition,
that the Study participant had before starting the Study.
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c) the Study subject’s medical costs are not the result of the Institution or Principal Investigator’s
negligence.

d) the directions of the Principal Investigator, Institution’s staff and the consent form (as specified
below) were followed by the Study subject / parent and / or legal guardian of the study subject (in
case the Study subject is aged between 2 to 17 years) as the case may be.

e) the Principal Investigator was notified as soon as possible of the Study subject’s illness and/or injury
and the Principal Investigator's medical advice regarding the injury/iliness was followed by the Study
subject / parent and / or legal guardian of the study subject (in case the Study subject is aged
between 2 to 17 years) as the case may be.

f) A failure on the part of the Institution and Principal Investigator to adhere to the terms of this
Agreement and written instructions relating to the Study (including the Study Protocol) and/or Good
Clinical Practice guidelines and/or all applicable standards.

g) Institution and Principal Investigator shall be responsible for all the medical management expenses
for the injury caused by negligent acts or omissions or intentional, reckless, or wilful malfeasance by
Principal Investigator and Institute.

h) Failure by Institution its directors, officers, employees, agents, assigns and the Principal Investigator
to conduct Study in accordance with i) this Agreement ii) the Protocol iii) instructions of the PPD and
/or Sponsor concerning conduct and administration of the Study iv) all applicable laws, rules and
regulation and v)the manner required of a reasonable and prudent clinical investigator or physician.

i) The negligence or wilful malfeasance of Institution its directors, officers, employees, agents, assigns
and the Principal Investigator or any other person at the Institution’s property or under its control,
exclusive of PPD and/or Sponsor.

Notwithstanding the foregoing, Institution shall not be required to submit any request for
reimbursement to a Study subject’s insurance as evidence that a medical expense is not covered. No
other compensation of any type will be provided to the Study subject / parent and / or legal guardian of
the study subject (in case the Study subject is aged between 2 to 17 years) as the case may be.

10. Monitoring

10.1The Study will be monitored by Sponsor through PPD's own clinical monitor, any other sponsor or
and cosponsor’s representative, Institution and Principal Investigator must allow a reasonable amount of
time to be set aside at each monitoring visit for discussions and to make corrections to the case record
forms (“CRF”). The monitor will give as much notice as possible when scheduling visits, and these will
occur at a mutually convenient time. In accordance with the Indian GCP,ICH GCP and the Act, the
Principal Investigator and the Institution will provide direct and prompt access to source data and
documents for Study related monitoring, audits, EC review, and regulatory inspection and provide
adequate replies to any queries raised by the inspecting authority in relation to the conduct of the Study.

ICMR/SII-COVOVAX _India_ Dr. Abhishek V. Raut_ PPD-PI-INSTCTAg Page 11
Template version July 2021_Approved for signature SK_02Sep2021



10.2 If any source data is kept on computer files only, for the purpose of source data verification,
the Institution and the Principal Investigator agree to make a printout of all Study subject data relevant
to the Study. These printouts will be dated and signed and retained as source documents. This includes
relevant history information and all data obtained during the Study period.

10.3 Study subject and allied personal data (including but not limited to parents and/ or legal
guardian information in case of study subject being of age between 2 to 17 years) confidentiality will
be respected by all the parties as required by local law, and neither the Institution nor the Principal
Investigator will remove (or permit to be removed) any documents bearing Study subject and parent
and / or legal guardian names / details from the Study Institution. Study subjects will be identified by
code numbers and initials.

11. Consent of Study Subject / Parent and / or Legal Guardian of Study Subject

11.1The Principal Investigator must obtain written informed consent from parent and / or legal guardian
of each Study subject (in case the Study subject is aged between 2 to 17 years) and each Study subject
(upon completing 18 years of age during the conduct of Study) as the case may be; enrolling in the Study
prior to commencement of any Study-related procedures, in accordance with the applicable local laws
and regulations of India, including completion of the approved Informed Consent Form. The Principal
Investigator must not make any changes to the Informed Consent Form without the prior written
approval of Sponsor in consultation with PPD (including any revisions made during the course of the
Study or required by IRB/IEC), such approval to be obtained before the revised informed consent
document is used.

As part of the informed consent process, the Principal Investigator shall inform Study subjects / parent
and / or legal guardian of the Study subject (in case the Study subject is aged between 2 to 17 years) as
the case may be, that Study subject’s medical records will be reviewed by representatives of PPD (in
capacity of research organisation of Sponsor for this Agreement) and Sponsor, EC and regulatory
authorities. The Principal Investigator shall provide information to the Study subject / parent and / or
legal guardian of the Study subject (in case the Study subject is aged between 2 to 17 years) as the case
may be, through the informed consent process.

11.2The Principal Investigator shall also inform the Study subject / parent and / or legal guardian of the
Study subject (in case the Study subject is aged between 2 to 17 years) as the case may be or Study
subject’s nominee(s), of Study subject’s rights to contact the Sponsor or their designee whosoever had
obtained the permission from the Central Licensing Authority for conduct of the Study for the
purpose of making claims in the case of Study-related injury or death as per the “New Drugs and
Clinical Trials rules, 2019”.

11.3The Principal Investigator shall give a copy of the Study subject information sheet and the signed
consent form to all Study subject’s parent and/ or legal guardian for them to keep.
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11.4To the extent permitted by applicable law, PPD and the Sponsor assume no liability for any case in
which written informed consent was not given by the Study subject / parent and / or legal guardian of
the Study subject (in case the Study subject is aged between 2 to 17 years) or a duly authorised
representative as the case may be.

12. Quality Assurance Audit

This Study may be audited by the Quality Assurance Department of PPD and/or by Sponsor, or inspected
by governmental or regulatory bodies, in order to document the authenticity of recorded data and
protocol adherence. Both the Institution and the Principal Investigator agree, following written
notification, to allow an independent audit of all Study documentation and processes at Institution
during business hours.

13. Record Retention

All documentation, records and correspondence relating to this Study, including that with the EC,

Sponsor, and PPD shall be retained by the Institution and the Principal Investigator for the longer of:

i.  All records must be archived for a period of at least 3 years after the completion/ termination of
the study;

OR

ii. two (2) years after the last approval of a marketing application in an ICH region and until there are
no pending or contemplated marketing applications in an ICH region for the IND;

OR
iii. two (2) years have elapsed since the formal discontinuation of clinical development of the

investigational product.
The documentation mentioned herein shall be construed as confidential information and thus Sponsor
must be informed in writing of any change of address or relocation of the Study files during this period.
The Sponsor shall inform Institution and Principal Investigator as to when these documents no longer

need to be retained.
14. Publications

For the purpose of this Agreement, the Parties expressly agrees that the Sponsor shall have the exclusive
right to publish the Results and Data of the Study under this Agreement. It is expressly agreed that the
Institution and Principal Investigator and PPD will not publish individual results and any finding on the
Study in any form or fashion prior to consultation and written consent of the Sponsor. Furthermore, any
manuscripts written using information obtained directly or indirectly from this Study must be submitted
to Sponsor for evaluation prior to publication.

15. Independent Contractor

All the Parties to this Agreement are independent and do not form any relationship such as agent,
partner, joint venturer or employee between the Parties.
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16. Insurance /Indemnity

16.1Sponsor shall during the term of this Agreement obtain and maintain clinical trial insurance policy
with respect to its activities as required by the applicable laws. The Sponsor has agreed to comply with
the Act, as applicable, including any amendments thereto, which subsist from time to time and are in
force.

16.2Each of the Institution and the Principal Investigator hereby agrees that neither Sponsor nor PPD
shall be responsible for, and that they each (Institution and the Principal Investigator) undertake to
indemnify and hold Sponsor and PPD, harmless for all losses, damages and liabilities (including
reasonable legal fees) resulting from their negligence, wilful misconduct or other actions or omissions.

16.3Each of the Institution and the Principal Investigator warrants that they (Institution and the
Principal Investigator) have adequate insurance coverage for any claims arising from their negligence,
wilful misconduct or other actions or omissions. The Institution and the Principal Investigator will
provide a copy of their insurance certificate to Sponsor,-and PPD upon signature of this Agreement.

16.4 The Sponsor, and PPD will not be liable for and are not a party to unauthorized representations or
warranties made by the Institution or the Principal Investigator or their agents relating to the product.

17. Termination

17.1Sponsor may terminate the Study and/or this Agreement prior to its completion/expiration by thirty

(30) days’ written notice without cause, or immediately upon written notification for any of the

following reasons:

17.1.1 if available data indicates that it is, in their sole opinion, not safe to continue to administer the
study drug to Study subjects under this Agreement;

17.1.2 if the Institution or the Principal Investigator is in breach of any term of this Agreement
(including but not limited to any warranty or undertaking);

17.1.3 by agreement, in writing, between Sponsor, and the Institution and the Principal Investigator;

17.1.4 if the entry of valid Study subjects in the Study is too slow to meet the agreed time scheduled:

17.1.5 if adherence to the Protocol is poor or data recording is materially inaccurate or incomplete; or

17.1.6 if overall Study enrolment has been met even if enrolment in terms of this Agreement has not
been completed.

17.2All the data, information copies pertaining to the Study shall be immediately returned to the
Sponsor save and except as may be required to be kept by the Institution and the Principal Investigator
for the archival purpose under any prescribed applicable law.

17.31n the event of termination, the Institution and the Principal Investigator will be obliged to notify the
EC.
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18. Debarment & Disqualification

18.1Each of the Institution and the Principal Investigator represents and warrants that neither they,
their employees, offices, agents or affiliates, nor any other person retained by them to perform the
Study pursuant to this Agreement: (i) is under investigation and facing debarment action under any
law or regulation or is presently debarred under any law or regulation or (ii) has a disqualification
hearing pending or has been disqualified under any law or regulation. In addition, each of the
Institution and the Principal Investigator represents and warrants that they have not engaged in any
conduct or activity which could lead to any of the above-mentioned disqualification or debarment
actions. If during the term of this Agreement either the Institution or the Principal Investigator or any
person employed or retained by them to perform the Study (i) come under investigation under any
law or regulation for debarment action or disqualification; (ii) are debarred or disqualified; or (iii)
engage in any conduct or activity which could lead to any of the above-mentioned disqualification or
debarment actions, said party shall immediately notify Sponsor and PPD of same.

18.2 For the purposes of this Agreement, reference to any law or regulation shall also be deemed a
reference to any law or regulation made or passed by any governmental or regulatory authorities having
jurisdiction over the subject matter of the particular Study or any other laws and regulations applicable
to the Study.

18.3It is expressly agreed by and between the Parties that Sponsor is at liberty to take necessary
decision in consultation with EC in respect of the issues that may arise in view of section 18.1

hereinabove,

19 Publicity

19.1Sponsor independently (at its sole discretion) may use, refer to and disseminate reprints of
scientific, medical and other published articles which disclose the name of the Institution and/or the
Principal Investigator consistent with applicable copyright laws, provided such use does not constitute
an endorsement of any commercial product or service by the Institution or the Principal Investigator.
Neither the Institution nor the Principal Investigator shall disclose the existence of this Agreement or its
association with Sponsor or PPD or use the name of Sponsor or PPD in any press release, article or other
method of communication with the general public, without the express prior written approval of the
party whose name is the subject of the potential disclosure.

19.2Parties may without prior consent from Sponsor list any information regarding the Study which is
available on www.clinicaltrials.gov website.

19.3 No communication/ interaction shall be made by Principal Investigator and Institution with media or
any third party without prior written permissions from Sponsor.
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20. Relief:

The Institution and Principal Investigator agrees and acknowledges that any breach by either of them
of any of their obligations under this Agreement may result in irreparable harm to Sponsor; and the
Sponsor reserves all rights under the law to seek any monetary damages and further reserves all
rights to seek any adequate equitable remedies including but not limited to injunction or rescission
or specific performance.

21. Data Privacy
21.1Definitions

(a) “Data Protection and Privacy Laws” means all applicable laws, regulations, and regulatory
requirements and guidance relating to data protection and privacy in force or that may in future
come into force governing the Processing of Personal Data applicable to any party to this Agreement,
and including those relating to security breaches, identity theft, and unauthorized disclosures of

Personal Data.

(b) “Personal Data” shall include “personal data” or “personal information” as defined by
applicable Data Protection and Privacy Laws.

(c) “Process” means to access, acquire, maintain, transmit, store, or otherwise process Personal
Data.

(d) “Individual” shall include a “person,” “individual,” or “data subject” as defined by applicable
Data Protection and Privacy Laws.

21.2 Compliance

The Institution and Principal Investigator warrant to other parties that they will process Personal Data
in compliance with all Data Protection and Privacy Laws.

21.3 Data Privacy Developments

The Institution and Principal Investigator shall stay informed of any relevant developments in Data
Protection and Privacy Laws.

21.4 Security

All Institution and Principal Investigator shall implement appropriate technical and organisational
measures to protect the Personal Data as required by ICH-GCP and applicable Data Privacy Laws.

ICMR/SII-COVOVAX _India_Dr. Abhishek V, Raut_PPD-PI-INSTCTAg Page 16
Template version July 2021_Approved for signature SK_02Sep2021




215 Data Privacy Requests

The Institution and/or Principal Investigator shall promptly notify Sponsor and PPD in writing if they
receive any communication with regards to data privacy relating to the services from an individual, a
privacy authority or other regulatory authority and provide Sponsor or PPD with full cooperation and
assistance in relation to any such communication, at no additional cost to PPD or the Sponsor.

216 Security Breaches

The Institution and/or Principal Investigator shall immediately notify Sponsor and PPD if they become
aware of any unauthorized access, acquisition, or disclosure of Personal Data relating to the services.

21.7 Consequences of Expiry or Termination

The obligations contained in this Section 17 shall survive the termination or expiry of this Agreement.

22. Miscellaneous

22.1This Agreement supersedes all prior written and oral agreements and representation between
parties with respect to the subject matter hereof. All obligations contained herein as to which
performance is required after termination shall survive termination. This Agreement may not be
assigned or transferred by the Institution or the Principal Investigator without the prior written
consent of Sponsor. Sponsor may assign or transfer this Agreement upon written intimation to the
Institution or the Principal Investigator. In the event Sponsor assigns or transfers this Agreement to a
third party who will assume all obligations hereunder, the Institution and the Principal Investigator
shall each release and forever discharge Sponsor and PPD and its subsidiaries and affiliates from any
and all liabilities and obligations of Sponsor/-PPD arising under the Agreement from and after the
effective date of such assignment.

22.2In case of any dispute or difference between parties hereto regarding the construction, meaning,
effect or obligation of the parties hereto under this Agreement, the same shall be settled by amicable
consultation.

22.3If any provision of this Agreement conflicts with the law under which this Agreement is to be
construed, or if any such provision is held invalid by a court, such provision shall be deemed to be
restated to reflect as nearly as possible the original intentions of the parties in accordance with
applicable law and the remainder of this Agreement shall remain in full force and effect.

22.4This Agreement shall be binding upon the parties, their heirs, successors, and permitted assigns.
22.5Waiver or forbearance by either party with respect to a breach of any provision of this

Agreement or any applicable law shall not be deemed to constitute a waiver with respect to any
subsequent breach of any provision hereof.
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22.6Any notice required or permitted to be given hereunder by either party hereto shall be in writing
and shall be deemed given on the date received if delivered personally, by recognized overnight
courier, or by facsimile, or five (5) days after the date postmarked if sent by registered or certified
mail, return receipt requested postage prepaid, to the following address:

If to Sponsor:
Serum Institute of India Private Limited

212/2 Off Soli Poonawalla Road, Hadapsar, Pune 411028
Telephone: +91 20 26 2384
Attn.: Dr Prasad Kulkarni

If to PPD:

PPD Pharmaceutical Development India Private Limited
Office 101 A-Wing, ‘Fulcrum’, Hiranandani Business Park,
Sahar Road, Andheri (East), Mumbai 400 099, India
E-mail address: Rashmi.chitgupi@ppd.com

If to Institution:

The Dean

MGIMS Sevagram
Telephone: +91-7152-284341
Facsimile: +91-7152-284343
Attn.: Dr. Nitin M. Gangane

If to Principal Investigator:

Dr. Abhishek V. Raut

Professor, Dr Sushila Nayar School of Public Health, MGIMS Sevagram
Telephone: +91-7152-284341

Facsimile: +91-7152-284343

Any party may change its notice address and contact person by giving notice of same in the manner
herein provided.

INSTITUTION ANDPRINCIPAL INVESTIGATOR UNDERSTAND AND ACKNOWLEDGE THAT FABRICATION,
FALSIFICATION OR ALTERATION BY INSTITUTION, PRINCIPAL INVESTIGATOR OR ANY EMPLOYEES OR
AGENTS OF INSTITUTION OF ANY STUDY SUBJECT RELATED DATA OR OTHER INFORMATION
PROVIDED BY INSTITUTION OR PRINCIPAL INVESTIGATOR PURSUANT TO THIS AGREEMENT CAN
RESULT IN CRIMINAL ACTIONS AND SANCTIONS AGAINST INSTITUTION ANDPRINCIPAL INVESTIGATOR
AND IN CIVIL LIABILITY TO SPONSOR OR PPD.

23. Agreement

23.1The fee quoted in the budget schedule appended is exclusive of any taxes, if applicable, chargeable
thereon.
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23.21t is the Institution and Principal Investigator’s responsibility to ensure that the hospital Trust
management is made aware of their participation in this Study and approval is obtained prior to
commencing the Study.

24.Governing Law and Jurisdiction

This Agreement shall be governed by the laws of India and shall be subject to the exclusive jurisdiction of
Courts in Pune, Maharashtra.

25.Further Assurance: Each Party hereby represents, warrants and covenants to the other Party as of
the Signature Date, as follows:

a. it has the power and authority and the legal right to enter into this Agreement and to perform its
obligations hereunder, and has taken all necessary action on its part required to authorise the execution
and delivery of this Agreement;

b. this Agreement has been duly executed and delivered on behalf of such Party and constitutes a
legal, valid and binding obligation of such Party and is enforceable against it in accordance with its terms;
c. the execution and delivery of this Agreement and the performance of such Party’s obligations
hereunder (i) do not conflict with or violate in any material way any requirement of applicable law, (ii) do
not conflict with or violate any provision of the articles of incorporation, bylaws, limited partnership
agreement or any similar instrument of such Party and (iii) do not conflict with, violate, or breach or
constitute a default or require any consent under, any contractual obligation or court or administrative
order by which such Party is bound;

d. all necessary consents, approvals and authorizations of all government entities and other Persons
required to be obtained by such Party in connection with the execution and delivery of this Agreement
and the performance of its obligations under this Agreement have been obtained.

26.Waiver. No failure on the part of either Party to exercise, and no delay in exercising, any right,
power, remedy, or privilege under this Agreement or provided by statute or law or in equity or
otherwise, will impair, prejudice, or constitute a waiver of any such right, power, remedy, or privilege
or be considered as a waiver of any breach of this Agreement or as an acquiescence therein, nor will
any single or partial exercise thereof or the exercise thereof or the exercise of any other right, power,
remedy or privilege.

27. Execution in Counterparts. This Agreement may be executed in counterparts, each of which
counterparts, when so executed and delivered, will be deemed an original, and all of which
counterparts, taken together, will constitute one and the same instrument. Delivery of an executed
counterpart of a signature page of this Agreement by facsimile transmission, by electronic mail in
“portable document format” (“.pdf” format), or by any other electronic means intended to preserve
the original graphic and pictorial appearance of a document, or by a combination of such means, shall
be bounded to the all parties. i
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We hereby agree to the conditions in this agreement:

Signed by Serum institute of India Private Limited

Name: ....coccevveereenns !
Dr Prnnd Kulkarni -
Title: Em 0 I

* : sssssssanssnnans “z SEP nl‘

Witness: _Ttred.x Nevswadkeun

SUPL Pune .
Signed for and on behalf of PPD

Signature: TN

TR TAORE

Name: ..... :& L‘f‘,/j Eixso amern
z’“‘*r

Title: . ittty Potuupn,

Witness:

Signed for and on hehalf of Institution:

£ _ BEAN
" Whahotme Gendl'i Ineckute o

ez, SoVAG As
Name:. D" N'J"n. ﬁ aﬁ? @5‘91_1:;0?]
Deccrn MG 1MS

THBE et mmmiimns o SR D T i)

Signature: ..

Witness: Ll ! !Q 3 ﬁ’
f Camm
sz(; 1LM.S; SEVAGRAM,
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Signed by Principal Investigator:

varumant of Community edic
M.G.1.M.S; SEWAGRAM

Witness: é \.&h@_‘Qg

Pro essﬁ' \3\&‘
Dep! W Sammunity M.M

M.G.1.M.S; SEVAGR‘M
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EXHIBIT A
BUDGET AND PAYMENT SCHEDULE

Payments: Payment should be made to the following:

Payee Name: The Dean MGIMS

Payee Address: Mahatma Gandhi Institute of Medical Sciences Sewagram
Bank Name: Central Bank of India

Account Number:1784800213

IFSC Code: CBIN0280697

GST Number: 27AAATK2046G1ZV "

Invoices: Please send original, correct and itemized invoices to the following.

Namdev Mohite

Serum Institute of India Pvt. Ltd.

First Floor, Corporate Building,Clinical Trial Department,
212/2, Off Soli Poonawalla Road, Hadapsar, Pune 411028
Phone No.: +91-20-2660 2855

All invoices for Study payments, as outlined in the budget and payment schedule, should be
submitted to Serum Institute of India Pvt. Ltd. within 90 days following the occurrence of the
applicable expense to ensure reimbursement for work performed. Invoices submitted for payment
must be correct and include but not limited to:

- Protocol Number

- Institution and Payee Name

- PI Name - Site Invoice Number (if applicable)

- Itemized detail of costs - Date of Invoice submission

- VAT/GST Amount (if applicable)

- Payment information (bank account number

The Study shall be payable as follows:

Cost Per Subject: Institution will be paid per completed and evaluable subject as defined below based
on the rates set forth in the Table 1, which is inclusive of overhead. Payments will be made on a
quarterly basis (or Monthly Basis, only if applicable) in Indian rupee (INR) and will be based on
completed visits verified in the subject electronic case report forms (eCRFs). A complete and evaluable
patient is defined as follows: (i) all procedures must be performed according to the protocol and ICH GCP
guidelines, (ii) a patient will only be included according to the inclusion/exclusion criteria, and (jii) all
data are documented accurately, completely. In the event that a patient does not complete all visits as
specified in the Protocol, PPD shall only be obligated to make payment for such patient on a pro-rated,
completed visit, and eCRF basis.
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3 SEARCH b esearch
Serving the nation since 1911 Department of Health Research, Ministry of Health

and Family Welfare, Government of India

NojmemMFZBIIWG'ThQSiS‘"RD(‘m] ' . Date: 18 b1 /1022
Dr. Devyani Suresh Wanjari,

Department of Community Medicine,

Mahatma Gandhi Institute of Medical Sciences,

Scvagram, Wardha,

Maharashtra-442102

Registration No:- MD21DEC-0181

Subject: Payment of Rs.30,000/- under ICMR - MD/MS/DM/MCH/DNB/DINB/MDS thesis financial
assistance for the project entitled:- “Effect of inclusive early childhood development (IECD) on the
prowtia and de . clopment of children in the rural part of Central India: A cohort Study.”

SirMadam,

The Director General, ICMR sanctions the payment of 1% installment of Rs. 30,000/- (_Rupees :
Thirty Thousand only) as the award under ICMR MD/MS/DM/MCH/DNB/DrNB/MDS thesis financial

assistance.

A RTGS for the amount of Rs. 30,000/- will be sent 1o you in due course. The grant has been
sanctioned as laid down in ICMR rules.

Second installment of Rs. 20,000/- will be given after receiving the copy of publication as
mentioned in award letter.

Yours faithfully,
|| *

31 'L/7

(Harjeet Kaur Bajaj)
Administrative Qfficer
For Director General

: l:.r'}l' m;kccounl-l -~ ICMR along with a formal bill of Rs 30,000/~ for payment of 1" installment at an
early date from allocation made under the scheme (2022-23), Division of HRD. The expenditure
may be met related to *17-P" Human Resource Development Plan. 5

Guide - Dr. Abhishek V. Raut, Professor, Department of Community Medicine, Mahatma

=
Gandhi Institute of Medical Sciences, Sevagram, Wardha, Maharashtra-442102

§ erdzoren® g, Wee dfaE A a9n Tel: +91-11-26568895 / 26588980 / 26589794

qurd) e, A st - 110 029, WA +91-11-26569336 / 26588707

) ’ £ Fas +91-11-2658866(2 | icmrnicin

v amasdingaswami Bhawan, 20 Hos No 4910
Arsar Nagan, New Dalhi - 110 024, lndia



5/2/22, 2:59 PM MGIMS Mail - Fwd: Padvyuttar Sanshodhan Prakalp Anudan 2021

MGIMS

&

Anuj Mundra <anuj_mundra87@mgims.ac.in>

Fwd: Padvyuttar Sanshodhan Prakalp Anudan 2021

Devyani Wanjari <devyaniwanjari@mgims.ac.in> Wed, Apr 20, 2022 at 1:55 PM
To: Anuj Mundra <anuj_mundra87@mgims.ac.in>

Respected Sir,
Forwarding you the thread of IPHA mails. PFA documents.

Regards,
Devyani

---------- Forwarded message ---------

From: IPHA Maharashtra <iphamahabranch@rediffmail.com>
Date: Sun, Mar 6, 2022 at 9:04 PM

Subject: Padvyuttar Sanshodhan Prakalp Anudan 2021

To: <devyaniwanjari@mgims.ac.in>

Congratulations !

Your research study proposal has been selected for funding support of

Rs. 15000/- under the scheme of Padvyuttar Sanshodhan Prakalp Anudan -
2021 of IPHA Maharashtra.

Please find enclosed scheme result and declaration form which is self
explanatory.

Please take print out of this Declaration and fill it up in clean and
neat handwriting (use blue ink).

Submit this declaration (Hard copy/ Original) within 7 days along with
copy of IEC approval (Hard Copy) to -

Dr. Nandkumar Salunke,

Department of Community Medicine,

B. J. Government Medical College,
Sassoon Hospital Compound, Station Road,
Pune - 411001

Mobile: 9764570655

The first installment of funding of Rs.10,000/- will be released only
after receipt of these documents.

Wishing you All the Best in your research work !
* Please forward this mail to your guide.

Dr. Prasad Waingankar

Secretary, IPHA MH EC'21

Professor & Head, Community Medicine,

MGM Medical College, Navi Mumbai
+91-9324714313

https://mail.google.com/mail/u/1/?ik=c59ddd75ea&view=pt&search=all&permmsgid=msg-f%3A1730615083770187397 &simpl=msg-f%3A173061...  1/2
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5/2/22, 2:59 PM MGIMS Mail - Fwd: Padvyuttar Sanshodhan Prakalp Anudan 2021

Dr. Gajanan Velhal

President, IPHA MH EC'21

Professor & Head, Community Medicine

Seth G. S. Medical College & KEM Hospital, Mumbai
+91-9920446233
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INTEGRATED DISEASE SURVEILLANCE PROJECT (IDSP)

Memorandum of Understanding (MoU) 7’
Between i
State Surveillance Unit, Maharashtra .
And -
Sevagram Medical College, Wardha
$

The IDSP aims to improve the disease surveillance in the country and supports the strengthening of

the public health laboratories at different levels to enable confirmation of agents causing outbreaks to

enable appropriate local response.

The two authorities, namely State Surveillance Unit (SSU), Maharashtra and Sevagram Medical

College, Wardha have decided to cooperate and collaborate with each other in order to provide

access, 1o the selected districts of the state. 10 a quality assured referral lab for confirmation of

disease outbreaks of epidemic prone diseases under the state referral lab network plan using an output
based arrangement,

Parties of Mol:

This MoU is an agreement between State Surveillance Unit of Maharashtra and Sevagram

Medical College. Wardha.

Duration of MoU:

This MoU will be operative from the 01/04/2021 and remain in force for 12 months. The parties can

renew Mol through mutual agreement.

Commitments of the Sevagram Medical College, Wardha

1. Will provide services as a state referral laboratory under IDSP for the following districts as per
agreed tgrms in MoU.

a. Wardha
b. Chandrapur )

2. Shall maintain mimimum performance standards described in Annexure |. This includes adequate
infrastructure. equipment and consumables for the laboratory to be functional at all times for
outbreak investigations.

3. Already performing the tests mentioned in Annexure-2 or will be able to perform them within 3
months ol inspection.

4. Designate a dedicated focal point, preferably a microbiologist (regular staff or consultant), who
would be responsible for IDSP related activities and will liaison with the state lab coordinator
and the DSOs of the linked districts (as stated under point 1),

*Name. contact number and e - mail of focal Point

— By Wy ;

T o Colog9. 2

1




Comply with the State Biomedical Waste Management Guidelines. 2
s 5

Share with CSU. SSU, DSU the data of routine laboratory surveillance data through the weekly L

forms. ‘

Report the details of outbreak samples tested from the linked districts on a quarterly basis

on prescribed format (provided by Central surveillance Unit (CSU), NCDC, Dell\i) to

CSU and SSU.

Participate in external quality assessment scheme mandated by IDSP

Effectively co-ardinate with the State Coordinator for Laboratory services under IDSP

Services to be provided by Sevagram Medical College, Wardha

L
2.

Undertake microbiological testing for outbreak investigations in the linked districts,

Provide support to the Rapid Response Teams of the linked districts (such as providing the
transport media ete)

Participate in training/mentoring of lab technicians of attached district laboratories,

Strengthen internal quality control following Standard Operating Procedures

Report the lab results of outbreak related samples to the DSO and SSO expeditiously maintaining
confidentiality.

Commitments of SSU, IDSP,

Will constitute an expert team consisting of at least three members (SSO, State lab coordinator
and State microbiologist/ one senior microbiologist from the state) to carry out initial assessment
of compliance to the performance level criteria described in annexure 1.The lab is to be certified
through onsite visits and certificate signed.

Provide the referral laboratories the state waste management guidelines

Provide the referral laboratories of the necessary reporting forms (L forms)

SSO will disburse Rs 5.00000/- (Five Lakh only) to the referral laboratories once they have
signed MOU and achieved the performance levels described in annexure 1. The expenditure
guidelines for this amount will be provided to SSU by the CSU.

Reimburse the referral laboratory every quarter based on reporting on the number of tests carried
out for public health purposes (referred samples from linked districts) and based on the
reimbursement levels defined.

Will monitor the progress of each referral laboratory: provide an oversight role to ensure timely
quality reporting.

Will ensure proper use of funding provided to referral laboratories o=
Organize annual state level workshop for the focal points of the referral laboratories, DSO s~
microbiologists and epidemiologists under IDSP to share the findings of syndromic laboratory
surveillance as well as successful investigation of outbreaks supported by laboratory diagnosis.



Termination of MoU:

/

Commitments agreed to by the Parties are meant for prevention and control of important outbreak

prone diseases in the community and therefore Mol should generally not be suspended or

terminated, unless upon non compliance with one of the above mentioned agreements or a‘hegative

assessment of compliance to the performance level criteria .
However, both parties can decide to suspend or terminate the MolJ. $

IN WITNESS WHEREOF, THE PARTIES HAVE EXECUTED THIS AGREEMENT ON THIS

Joint Direct ealth Services
(Malaria, Filaria ater Borne Disease)
Central Building, Pune-01,

Vo Y X5

Annexure:

s

Signature of the Head of the Institute
Sevagram Medical College, Wardha

DEAR
Mahatma Gondhi Institute ol
Medical Sciencas, 2. . AGRAM

1. MOU annexure- 0]- Performance Standards for State Referral Lab.
2. MOU annexure- 02- List of tests to be performed by referral Lab under IDSP,

3. Reporting forms-

* L form for submission of weekly surveillance date of the lab

* Quarterly reporting format for the compiled data on investigations carried out for

Outbreaks in the linked districts.

4. Prototype SOPs for common epidemic diseases, including guidelines regarding sample
collection and transport — download from the IDSP portal- www.idsp.nic.in
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L ., MEDICAL REaEARLRA
Department of Health Research, Ministry of Health

” e Serving the nation since 1911 and Family Welfare, Government of India
File no. AMR/RC/62/2014-ECD-11 Dated: ?? } L / /7
To
\Athe Dean,
Mahatma Gandhi Institute of
9 Sevagram,
Wardha (M.S.) 442102

Subject:- Continuation of 3" year project “Mahatma Gandhi Institute of Medical Sciences,
Sevagram: Regional Centre for Antimicrobial resistance Surveillance Network™
G under Dr. Vijayshri Deotale
Dear Sir,

The Director-General of ICMR accords sanction for continuation of the above project
into 3™ vear with an allotment for Rs. 9,00,840/- (Rs. Nine Lakh Eight Hundred Forty Only)
as detailed in the attached budget statement for the above mentioned project for a period w.e.f.
01.03.2019 to 28.02.2020 during the year 2019-20 subject to the following conditions :-

- The grant will be released to the head of the Institute in two installments during the
financial year on receipt of the demand in the prescribed form (Appendix-1) as indicated below :-
1* installment Rs. 4,50,420/-
2" installment Rs. 4,50,420/-
Total Rs. 9,00,840/-

While asking for the release of the installment, it may be ensured that the amount for the
pay and allowances of the staff who are actually in position is included. The unspent balance
available as on 31" March, 2019 out of the funds paid during the year 2018-2019 should be
intimated. This will be adjusted against the current year's grant.

2. A separate account for the grant received and expenditure incurred shall be maintained.
The account will be subjected to audited by the authorized auditors of the Institute. In case,
facilities are not available for such auditing, the account will be audited by the Council’s own
internal auditors. Latest by the end of December, following the financial year for which the grant
is paid, and audit certificate from the auditors to the effect that the accounts have been audited
and that the money was actually spent on the objects for which it was sanctioned shall be
submitted to the Council along with a list of non-expendable articles purchased out of the grant

P
\c’ﬁ N Vaad



/ﬂi Gmail suraj girdhar <sg.195610@gmail.com>

’

Fwd: sanction letter of funds ;
1 message .

Dipak Thamke <dipak.thamke@gmail.com> Mon, Dec 20, 2021 ai 4:08 PM
To: suraj girdhar <sg.195610@gmail.com>

‘T

--—--—--- Forwarded message ---------

From: shreya singh <shreya_thedoc@rediffmail.com>
Date: Mon, Dec 20, 2021 at 12:41 PM

Subject: Re: sanction letter of funds

To: Dipak Thamke <dipak.thamke@gmail.com>

Respected Sir,

PFA the sanction letter and yearly budget breakup signed by ICMR. The money allotted for skilled worked is to be
divided equally among the 29 participating centres so that amounts to Rs.164250/-. Since the overall budget has
been sent to PGIMER as host institute there is no mention of MGIMS Sevagram.Please see if these will do.

If not then | can arrange an undertaking on the department letter-head signed by the Pl (Dr.Shivaprakash) about the
funds sanctioned for MGIMS Sevagram or we can have an MOA if that would be better.

Warm Regards,

Dr. Shreya Singh

Senior Research Associate

Mycology Division

(WHO Collaborating Center

Center of Advanced Research in Medical Mycology)

Department of Medical Microbiology

Postgraduate Institute of Medical Education and Research,

Chandigarh

160012

From: Dipak Thamke <dipak.thamke@gmail.com>
Sent: Fri, 17 Dec 2021 15:34:49

To: shreya singh <shreya_thedoc@rediffmail.com>
Subject: No Subject

~= Dear
Dr. Shreya Singh,
Thanks for transferring the funds. However, our account section is asking for the sanction letter of funds allotted to
MGIMS Sevagram (Rs.164250/-) by PGI.
Pl do the needful.

With regards.

Dr. Dipak Thamke

Principal Investigator
Candidaemia Project Sevagram
MGIMS, Sevagram

2 attachments
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Utilization Certificate For Fund Recipient Contribution

For the period from 01* April 2021 to 05™ November 2021

1. | Proposal Ref. No. BIRAC/BT/NBM0257/05/19 BCX1XD

To Establish a GCP Compliant Clinical Trial
2. | Title of the Project Network CTN for faster, cost effective
hospital based trial in Rheumatology

Run Through Department of Medicine,
3. | Name of the Institute Mahatma Gandhi Institute of Medical
Sciences, Sewagram

4. | Name of Principal Investigator Dr. Bharati Taksapde

5. | BIRAC Sanction Order No/GLA. BIRAC/BT/NBM0257/05/19BCX1XD

Date of Sanction : 03.06.2020

6. | Date of Sanction Order/GLA
Date of Acceptance as per GLA : 29.06.2020

ank .: 3858053013
Fund Recipient’s contribution during this Bank Account No.: 385805301

period Rs. NIL

8. | Actual expenditure Rs.NIL

LY

Certified that an amount of Rs. NIL mentioned against SI. No. 8 has been utilized on the project
for the purpose as per the agreement executed by the Institute with BIRAC.

Date: 27" November 2021

%}/
\ r 4
(Princi i . ] ana% e Officer
S _9ft1gator) 2\ : G‘Q,Bhu:%_ FosF AJENDRA BEJIUTADA & CO,
" -\ / \#\ CHARTERED ACCOUNTANTS
,&\,\N\ . mczr-m\rihmma—r—mop,}
' Membership No, 43283
(Head of the Institute) (Chartered Accountant)
DEAN UDIN: 210434 83AAAA NV IERD
M\".”b"‘ o Ll Y ',v.'-._,'v:.__'_. of

Madic: o s "-";I Pagelof7




A

Utilization Certificate for BIRAC Contribution
(For the period from 01 April 2021 to 05" November 2021)

(Rs. In Lakhs)
Project Ref. No. BIRAC/BT/NBMO0257/05/19BCX1XD
Title of the Project To Establish a GCP Compliant Clinical Trial Network CTN for
faster, cost effective hospital based trial in Rheumatology
Name of the Institute Run Through Department of Medicine,
Mahatma Gandhi Institute of Medical Sciences, Sewagram

Principal Investigator Dr. BharatiTaksande
BIRAC sanction order No./GLA | BIRAC/BT/NBMO0257/05/19BCX1XD
Date of Sanction of Project 03.06.2020
Date of signing of GLA 29.06.2020
Bank Account No. With Central Bank of India, Sewagram, Ac. No. 3858053013
Amount brought forward from the | Grants -in-aid 21.43
previous period quoting BIRAC
letter No. & date in which the Loan NIL
authority to carry forward the said Total 21.43
amount was given
Amount received from BIRAC Grants -in-aid NIL
during this period (Please give
No. & dates of Sanction order Loan 3 ML
showing the amounts) Total NIL
Other receipts/interest and/or
GST input credits earned, if any,
on the BIRAC grants and/or loan NIL
Total amount that was available Grants -in-aid 2143
for expenditure during this period
(S1 nos.8+ 9 + 10) fom i

Total 21.43
Actual expenditure (excluding Grants -in-aid 19.98
commitments) Incurred during the
period (Statement of Expenditure Loan NIL
is enclosed) Total 19.98
Unspent balance refunded, if any NIL
to the BIRAC (Please give details
of cheque no. etc.)

Page 20f 7




Balance amount available at the Grants -in-aid 1.45

1s. end of the period T NI
Total 1.45

16 Amount carried forward to the Grants -in-aid 1.45
::Ztt pend(;ctle g 1-12-13) vide letter 7 NIL

Total ‘ 1.45

Certified that an amount of Rs.19.98 lakhs mentioned against SI. No.13 has been utilized on the project for the
purpose for which it was sanctioned. Certified that the conditions on which the grants in aid and/or loan was
sanctioned have been duly fulfilled / are being fulfilled and that the checks have been exercised to see that the
money was actually utilized for the purpose for which it was sanctioned.

Date : 27" November 2021

1\ 9
PN
(Principal Investigator)
- '2;5\ AV 20 b

: (Finance Officer )
teX RAJENDRA BHUTADA & CO.
D ACCOUNTANTS

AHARIERE

¢ M

& AJENDI%L#EWAEHOP.]
(Chanéred Aebountant)

(Head of the Institute)
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Proposal Reference No./ Report No.
Statement of Expenditure
Table 1
For the period from 01* April 2021 to 05" November 2021
(Rs. in Lakhs)
Part A: Receipt details Part B: Expenditure details Part C: Balance/ Unspent amount
Unspent balance Carried Contributi | Contribution | Total a0 Balance/Unspent amount
forward from the previous on by by BIRAC | amount Actual Expenditure incurred (Amount to be carried forward to the
Item period company | during this | available during the period next period)
” : during this period during " . 3
y y period this 4 X Yy Total
company | BIRAC o period | company | BIRAC rotal company by BIRAC
3 5b
2 4 Sa 5(5a+5b)
1 2a. 2b. 3a. 3b. Q2+ 4a. 4b. , ; @2b43b.- |
(2a.+2b 3at3b) (4a.+4b.) | (2a+3a-4a) 4b,)

(A) Non —Recurring (Details of items procured and/or ordered to be provided in Table 2)
(1) Equipments 0 0 0 0 0 0 0 0 0 0 0 0

(2) Accessories 0 0 0 0 0 0 0 0 0 0 0 0
. Total A 0 0 0 0 0 0 0 0 0 0 0 0

6] Manpo:wcr 0 18.51 18.51 =0 0 18.51 0 . 13.39 13.39 0 12 5.12

(2) Consumables 0 0.03 0.03 0 0 0.03 0 6.4 6.4 0 -6.21 -6.21

(3) Travel 0 1.50 1.50 0 0 1.50 0 0 0 0 1.50 1.50

(4) Contingency 0 1.39 1.39 0 0 1.39 0 0.35 0.35 0 1.04 1.04

(5) Outsourcing 0 0 0 0 0 0 0 0 0 0 0 0

Total B 21.43 NIL NIL 21.43 NIL | 19.98 1998 | ML 1:45 1.45

page4of7




Proposal Reference No./ Report No.

Total A+B NIL | 21.43 21.43 21.43 19.98 1998 | NIL 1.45 1.45
Interest Earned(C)
I(ﬁ;:tca:; NIL 2143 |21.43 21.43 moe IR vl i | 0
For RAJENDRA BHUTADA & CoO.
C‘rﬁj’i: ACCOUNTANTS
: &w\/‘« NS
: . (RAJENDRA™BHUT .
/@_ Membership%c?ﬁazsgﬂom
(Principal InyeStigator) (Head of the Institute) (Caed Ao D
29.1\. 202
r page 5 of 7




Details of Committed Expenditure

Table 2

Proposal Reference No./ Report No.

No.

Head of Expenditure

Particulars

Tentative Amount (Rs. in Lakhs)*

Tentative date of Actual Expenditure

Equipments

/

Accessories

/

Manpower

Consumables

Travel

Contingency

! ] () L o

Outsourcing

Others

/

* Supporting documents like purchase order, quotation, performa invoice etc. has to be annexed

page 6 of 7




Proposal Reference No./ Report No.

Detail of Capital Assets
Table 3
Details of Capital Assets acquired and Insurance Status (as a part of the project)
Date of Invoice No. Amount Name and Period of Insurance Amount Coverage | Date of
Purchase Particulars of insured Renewal
Capital Assets
A. THROUGH BIRAC FUNDS
04/10/2021 015 42,067 CUPBOARD (2 NO)
COMPUTER TABLE (5 NOS)
TABLE GLASS (1 NOS)
10/05/2021 | APS/2020-21/91 15,300 CANON PRINTER (1 NOS)
21/09/2021 RI-18 33,300 OFFICE CHAIRS (9 NOS)
21/10/2021 | ET/P1/908/21-22 | 5,19,200 STABILITY CHAMBER (1
. NOS)
13/10/2021 516 13,900 COOLING WATER
CABINATE (1 NOS)
TOTAL 6,23,767
B.
C. THROUGH COMPANY’S CONTRIBUTION
NIL
S D. ADDITIONAL EQUIPMENTS .
NIL

./'

Membership No, 43283

2 . :’:f
/ J¢Kor RAJENDRA BHUTADA & CO.
B\ CHagisgioﬁccouerNTs
W, PE)rthyq : (FAJENDRABHUTADA - PROP)
r

(Principal Investigator) (Finance Officer) (Head of the Institute) (Chartered Accountant)
29-1)-202 DEAN
Mahatma Gandhi Institute o page 7 of 7
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BCX1XD
BT/NBM0257/05/19 Dated:
Sanction Order

Subject: Support under Industry-Academia Collaborative Mission For Accelerating Discovery
Research To Early Development For Biopharmaceuticals - “Innovate in India (i3) Empowering
biotech entrepreneurs & accelerating inclusive innovation” for the project entitled“To establish a
GCP compliant Clinical Trial Network CTN for faster, cost effective hospital-based trials in
Rheumatology” submitted by Medanta Institute of Education and Research (MIER).

Sanction of the Competent Authority is hereby accorded for the proposal entitled “To establish a GCP
compliant Clinical Trial Network CTN for faster, cost effective hospital-based trials in
Rheumatology” submitted by Medanta Institute of Education and Research (MIER) at an estimated
total budget of Rs.854.95 Lakhs (Rupees Eight Hundred Fifty-Four Lakhs and Ninety-Five
Thousands only) with BIRAC (an implementation agency of NBM) funding of Rs. 854.95 Lakhs
(Rupees Eight Hundred Fifty-Four Lakhs and Ninety-Five Thousands only)as grant-in-aid.

On the terms and conditions detailed hereunder:

1.
S. No. Name of Applicants Designated Grant to Applicant Total Budget
Project (Amount Rupees in Lakhs) (Amount
Investigator Rupees in
Lakhs)
Recurring | Non-
Recurring
1. Medanta Institute of | Dr. Rajiva 211.50 0.00 211.50

Education & Research, an | Gupta,

institution registered as a ) )

trust with its registered office Sen(llor Director-

at E-18, Defence Colony, 1]\)4,6 Jan ta ¢

New Delhi-110024 | V1100 ©

: Rheumatology

hereinafter referred to as ..
& Clinical

“MIER”
Immunology
Landline: 91-
124-4141414
Phone: 91-
9971918887
Email:rajiva.gu
pta@medanta.or
g

2. Mahatma Gandhi Institute | Dr. Bharati 128.69 0.00 128.69
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BCX1XD

of Medical Sciences,
Sevagram, Maharashtra is

affiliated to Maharashtra
University of Health
Sciences, Nashik and

Recognized by University
Grants  Commission  (if
applicable). It is an institution
having its registered office at
Sevagram, Wardha (Dist.)-
442 102 Maharashtra State
hereinafter referred to as
“MGIMS”

Taksande ,
Professor,
Department of
medicine. New
medicine
building,
Mahatma
Gandhi Institute
of Medical
Sciences,
Sevagram,
Mabharashtra

Landline: 91-71-

52284341
Phone: 91-
9881017505
Email:
bharati.taksande
(@gmail.com
Centre for Arthritis & | Dr. Padmanabha | 128.69 0.00 128.69
Rheumatism Excellence, | Shenoy,
Kerala is an institution | Medical director
. and consultant
registered under  Kerala .
Municipality (Reei ) ¢ rheumatologist,
unlclpa ity ( egls'tratlon ot | »1d B1oor D ept of
the private hospitals and | Rheumatology,
private Para Medical | Centre for
Institutions rules 1997 having | Arthritis &
its registered office at | Rheumatism
23/793-2, Shenoy*s Care Pvt Excellleggg() 40
. erala-
Ltd, Near Nippon Toyotta, Landline: 0-484-
NH-47, Nettoor, Maradu 270 4400
Kochi, Kerela, India- 682040 | phone:91-
hereinafter referred to as 9446567000
“CARE”
Email:
drdpshenoy(@g
mail.com
CBCI Society for Medical | Dr. C Chanakya, | 128.69 0.00 128.69

Education, a  registered
society under  Societies
Registration Act, having its
office at St. John's National
Academy of Health Sciences,
Sarjapura Road,
Koramangala, Bangalore
560034, India, represented by

Assistant
Professor,
Clinical
Immunology
&Rheumatology,
St. John"s
Medical College
and Hospital,
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BCX1XD

its  Secretary  hereinafter
referred to as “CBCI-SME”,
and St. John’s Research
Institute, (a unit of CBCI
Society for Medical
Education), having its
registered office at St. John"s
National Academy of Health
Sciences, Sarjapura Road,
Koramangala, Bangalore
560034, India, represented by
its Dean hereinafter referred
to as “SJRI”, and hereinafter
both CBCI-SME and SJRI
are jointly referred to as “St.

Sarjapur Main
Rd,John Nagar,
Koramanga,
Bengaluru-
560034
KARNATAKA
Landline: 0-80-
220653003
Phone-91-
8050989679
Email:

drchanakya41@
gmail.com

John’s, NAHS”.
Kusum Dhirajlal Hospital, | Dr. Dhiren N | 128.69 0.00 128.69
Ahmedabad, Gujarat is Raval,
registered under Section 5 of | Consultant,
the Bombay Nursing Homes | Research
is an institution having its Department,
registered  office at Kusum Dhirajlal
Vaishno devi Circle, S G Hospital,
Highway, Khodiyar, Ahmedabad,
Ahmedabad-382421, Gujarat-382421
Gujarat, India. Landline: 0-79-
hereinafter referred to as | 66770000
“KD Hospital” Phone:91-
9619177085
E-
mail:drdhirenrava
l@gmail.com
Post Graduate Institute Dr. Varun 128.69 0.00 128.69
of Medical Education & Dhir,
Research, Chandigarh Additional
is an institution having Professor,
its registered office at Rheumatology
Sector 12, Chandigarh -
160012 hereinafter Lab Room 3031,
referred to as Research Block
“PGIMER”. B, PGIMER,
Chandigarh-
160012
Landline: 91-
172-2755569
Mobile: 91-
9891807756
Email:
varundhir@gmai
l.com
Sub-total 854.95 0.00 854.95
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Grand Total

854.95

ProjectDuration: 36months (Thirty-six months)

Project Implementation site:
The above Project components shall be carried out at different implementations sites as described

below:
S.No. Name of | Designated Project Implementation Site
Organization Investigator
1. Medanta Dr. Rajiva Gupta, 4™ Floor , Medanta
Institute of Division of
Education & Senior Director, Medanta | Rheumatology &
Research Division of Clinical Immunology;
Rheumatology & Clinical | Medanta —The Medicity
Immunology Hospital Gurugram
Haryana
Landline: 91-124-
4141414
Phone: 91-9971918887
Email:
rajiva.gupta@medanta.
org
2. Mahatma Dr. Bharati Taksande , o
Gandhi Professor, Department of | Department of medicine.
Institute of medicine. New medicine | New medicine building,
Medical building, Mahatma Mahatma Gandhi
Sciences, Gandhi Institute of Institute of Medical
Sevagram, Medical Sciences, Sciences, Sevagram,
Maharashtra Sevagram, Maharashtra Maharashtra
Landline: 91-71-
52284341
Phone: 91-9881017505
Email:
bharati.taksande(@gmai
l.com
3. Centre for Dr. Padmanabha ”
Arthritis & Shenoy, 2" Floor Dept of
Rheumatism Medical director and Rheumatology, Centre
Excellence, consultant for Arthritis &
Kerala rheumatologist, 2" Floor | Rheumatism
Dept of Rheumatology, Excellence, Kerala
Centre for Arthritis &
Rheumatism Excellence,
Kerala-682040
Landline: 0-484-270
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4400
Phone:91-9446567000

Email:
drdpshenoy@gmail.com

St. John’s
Research
Institute, A
Unit of CBCI
Society for
Medical
Education

Dr. C Chanakya,
Assistant Professor,
Clinical Immunology
&Rheumatology,St.
John“s Medical College
and Hospital, Sarjapur
Main Rd,John Nagar,
Koramanga, Bengaluru-
560034

KARNATAKA
Landline: 0-80-
220653003
Phone-91-8050989679
Email:
drchanakya41@gmail.co
m

St. John*s Medical
College and Hospital,
A Unit of CBCI
Society for Medical
Education

Kusum
Dhirajlal
Hospital,
Ahmedabad,
Gujarat

Dr. Dhiren N Raval,
Consultant,Research
Department , Kusum
Dhirajlal Hospital,
Ahmedabad, Gujarat-
382421

Landline: 0-79-
66770000 Phone:91-
9619177085

E-mail:
drdhirenraval@gmail.com

Research
Department,Kusum
Dhirajlal Hospital,
Ahmedabad, Gujarat

Post Graduate
Institute of
Medical
Education &
Research,
Chandigarh

Dr. Varun Dhir,
Additional Professor,
Rheumatology Lab Room
3031, Research Block B,
PGIMER, Chandigarh-
160012 Landline: 91-
172-2755569

Mobile: 91-9891807756
Email:
varundhir@gmail.com

Rheumatology Lab
Room 3031, Research
Block B, PGIMER,
Chandigarh

4. Budget as Sanctioned by BIRAC for implementation of the program under NBM:
In Figures: Rs.854.95Lakhs
In words: Rupees Eight Hundred Fifty-Four Lakhs and Ninety-Five Thousands only
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5. Lead Institute: Medanta Institute of Education & Research(MEDANTA) shall be Lead
Institute for implementation of the program under NBM which includes project and data

management.
6. Objectives and activities of the network:

Objective 1: Capacity building across all the sites of Network

Activities Through survey assess the gaps in terms of human resources,
equipment, pharmacy, existing processes (patient database, registries,
IT systems, record keeping, EC approval timelines), storage and
archival, SOPs, and training.
Development of few critical SOPs to meet the stated objectives
within the recommended regulatory framework
Harmonized SOPs, processes and required infrastructure across all
sites to comply with GCP requirements
Manpower Recruitment
Development of Training modules
Training of the manpower on SOPs and GCP compliance on all
clinical trial related activities
IP storage at site as per GCP requirements
Procurement of common equipment and software for documentation
and research

Objective 2: Multi-centric REGISTRY of the Network

Activities Identification of the IT vendor for creating a software for the registry —

Have a common Electronic Data Capture platform for data
capture, storage and analysis

Develop a common protocol for establishing REGISTRY of the target
population and identify Data elements to be collected - Indications
must include those for which biosimilars are being developed by
Indian manufacturers

Seek Ethics Committee approval for protocol

Establish electronic database for data entry

Training of data entry operators for data entry

Governance and oversight mechanism in place for periodic checking
of entry validity of REGISTRY
Data entry, data verification, validation and cleaning

Data analysis

Applicant’s first REGISTRY report based on common protocol
established for the network - submitted to BIRAC

Report of collated REGISTRY data for all the diseases of all
applicants of the network - submitted to BIRAC

Registry data availability to Indian Biologics manufacturers for

planning a clinical trial

Page 6 of 24



BCX1XD

Objective 3:

To make the sites ready for clinical trial conduct

Activities

Conduct activities to create Patient Awareness for participation in
clinical research

Ensure DCGI or any other authorized regulatory body (as applicable)
for registration of Ethics committee

Assessment of all sites by Industry/third party for readiness to take up
a clinical trial

7.

i

Schedule of Milestones, Timelines along with fund release:

Name of the Institute:Medanta Institute of Education & Research, (MIER)

S.No.

Milestones

Month
of start
of
activity

Month
of end
of
activity

BIRAC
release
under NBM
(In Lakhs) to
MIER

The Fund Recipient
(Medanta Institute of
Education and
Research) Release
(Amount in Lakhs Rs.)

Required
financial
input

Acceptance of
Undertaking
under GLA and
Signing of
contract
Fulfillment  of
fund release
requirements.

63.45

0.00

30% of
BIRAC
fund

Status report on
Development of
few critical
SOPs for GCP
compliance
based on
survey And
Submission of
UC/SOE for the
corresponding
milestone
certified by
internal finance.

42.30

0.00

20% of
BIRAC
fund

Status report on
Applicants first
REGISTRY
report based on
common
protocol
established for
the network
submitted to

10

18

42.30

0.00

20% of
BIRAC
fund
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BIRAC And
Submission of
UC/SOE for the
corresponding
milestone
certified by
internal finance.

Status report on
Report of
collated
REGISTRY
data of all the
diseases of all
applicants of
the network -
submitted to
BIRAC And
Submission of
UC/SOE for the
corresponding
milestone
certified by
internal finance.

19

28 42.30

0.00

20% of
BIRAC
fund

Submission of
final
completion
report And
Consolidated
Utilization
Certificate (UC)
and Statement
of Expenses
(SOE) certified
by internal
finance.

29

36 21.15

0.00

10% of
BIRAC
fund

ii)

Maharashtra (MGIMYS)

Name of the Institute: Mahatma Gandhi Institute of Medical Sciences, Sevagram,

S.No.

Milestones

Month of
start of
activity

Month of
end of
activity

BIRAC Release

under NBM to the

Fund Recipient

(Mahatma Gandhi
Institute of Medical
Sciences ) (Amount

in Lakhs Rs.)

The Fund
Recipient
(Mahatma
Gandhi
Institute of
Medical
Sciences )
Release
(Amount in
Lakhs Rs.)

Require
d
financial
input
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Acceptance of
Undertaking
under GLA and
Signing of
contract
Fulfillment of
fund release
requirements.

38.61

0.00

30% of
BIRAC

Status report on
Development of
few critical
SOPs for GCP
compliance
based on survey
And Submission
of UC/SOE for
the corresponding
milestone
certified by
internal finance.

25.74

0.00

20% of
BIRAC

Status report on
Applicants first
REGISTRY
report based on
common
protocol
established for
the network
submitted to
BIRAC And
Submission of
UC/SOE for the
corresponding
milestone
certified by
internal finance.

10

18

25.74

0.00

20% of
BIRAC

Status report on
Report of
collated
REGISTRY
data of all the
diseases of all
applicants of the
network -
submitted to
BIRAC And
Submission of
UC/SOE for the
corresponding
milestone

19

28

25.74

0.00

20% of
BIRAC
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certified by
internal finance.

Submission of
final completion

report And
Consolidated
Utilization 10% of
> Certificate (UC) 2 36 12.87 0.00 BIRAC
and Statement of
Expenses (SOE)
certified by
internal finance.
iii) Name of the Institute:Centre for Arthritis & Rheumatism Excellence, Kerala(CARE)
S. No. Milestones Month | Month of | BIRAC The Fund Required
of start end of | release Recipient (Centre financial
of activity | under NBM | for Arthritis & input
activity to CARE Rheumatism (Amount In
(Amount In | Excellence, Rs. Lakhs)
Rs. Lakhs) Kerala) Release
(Amount in Lakhs
Rs.)
Acceptance of
Undertaking
under GLA
and Signing of 30% of
1 contract 0 1 38.61 0.00 BIRAC
Fulfillment of
fund  release
requirements.
Status report
on
Development
of few critical 20% of
2 SOPs for 2 9 25.74 0.00 BIRAC
GCP
compliance
based on
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survey And
Submission of
UC/SOE for
the
corresponding
milestone
certified by
internal
finance.

Status report
on Applicants
first
REGISTRY
report based
on common
protocol
established
for the
network
submitted to
BIRAC And
Submission of
UC/SOE for
the
corresponding
milestone
certified by
internal
finance.

10

18

25.74

0.00

20% of
BIRAC

Status report
on Report of
collated
REGISTRY
data of all the
diseases of all
applicants of
the network -
submitted to
BIRAC And
Submission of
UC/SOE for
the
corresponding
milestone
certified by
internal
finance.

19

28

25.74

0.00

20% of
BIRAC
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iv)

Submission of
final
completion
report And
Consolidated
Utilization
Certificate 10% of
5 (UC) and 29 36 12.87 0.00 BIRAC
Statement of
Expenses
(SOE)
certified by
internal
finance.
Name of the Institute:St. John*s Research Institute, A Unit of CBCI Society for Medical Education
S. No. Milestones Month of | Month of | BIRAC release | The Fund Required
start of end of | under NBM to St. | Recipient financial
activity activity | Johns NAHS, (St. John’s input
Bangalore Research (Amount In
(Amount In Rs. Institute, A | Rs. Lakhs)
Lakhs) Unit of
CBCI
Society for
Medical
Education
) Release
(Amount in
Lakhs Rs.)
Acceptance of
Undertaking
under GLA and o
1 Signing of contract 0 1 38.61 0.00 ]33(;;1:(1;
Fulfillment of fund
release
requirements.
Status report on
Development of
few critical SOPs
for GCP
compliance based
D on survey And 2 9 25.74 0.00 20% of
. BIRAC
Submission of
UC/SOE for the
corresponding
milestone certified
by internal finance.
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V)

Status report on
Applicants first
REGISTRY
report based on
common protocol
established for the
network
submitted to
BIRAC And
Submission of
UC/SOE for the
corresponding
milestone certified
by internal finance.

10

18

25.74

0.00

20% of
BIRAC

Status report on
Report of collated
REGISTRY data
of all the diseases
of all applicants
of the network -
submitted to
BIRAC And
Submission of
UC/SOE for the
corresponding
milestone certified
by internal finance.

19

28

25.74

0.00

20% of
BIRAC

Submission of
final completion
report And
Consolidated
Utilization
Certificate (UC)
and Statement of
Expenses (SOE)
certified by
internal finance.

29

36

12.87

0.00

10% of
BIRAC

Name of the Institute:Kusum Dhirajlal Hospital, Ahmedabad, Gujarat(KD Hospital)

S. No.

Milestones

Month of
start of
activity

Month of
end of
activity

BIRAC
under NBM
KD Hospital
(Amount In Rs.
Lakhs)

release

to

The Fund
Recipient
(Kusum
Dhirajlal
Hospital,
Ahmedaba
d, Gujarat)
Release
(Amount in

Required
financial
input
(Amount In
Rs. Lakhs)
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Lakhs Rs.)

Acceptance of
Undertaking
under GLA and
Signing of contract
Fulfillment of fund
release
requirements.

38.61

0.00

30% of
BIRAC

Status report on
Development of
few critical SOPs
for GCP
compliance based
on survey And
Submission of
UC/SOE for the
corresponding
milestone certified
by internal finance.

25.74

0.00

20% of
BIRAC

Status report on
Applicants first
REGISTRY
report based on
common protocol
established for the
network
submitted to
BIRAC And
Submission of
UC/SOE for the
corresponding
milestone certified
by internal finance.

10

18

25.74

0.00

20% of
BIRAC

Status report on
Report of collated
REGISTRY data
of all the diseases
of all applicants
of the network -
submitted to
BIRAC And
Submission of
UC/SOE for the
corresponding
milestone certified

19

28

25.74

0.00

20% of
BIRAC
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by internal finance.

Submission of
final completion
report And
Consolidated
Utilization
Certificate (UC)
and Statement of
Expenses (SOE)
certified by
internal finance.

29

36

12.87

0.00

10% of
BIRAC

vi) Name of the Institute:Post Graduate Institute of Medical Education & Research, Chandigarh

(PGIMER)
S. No. Milestones Month | Month of | BIRAC release | The Fund Required
of start | end of |under NBM to | Recipient financial
of activity | PGIMER (Post input
activity (Amount In Rs. Graduate (Amount In
Lakhs) Institute of | Rs. Lakhs)

Medical
Education
&
Research,
Chandigar
h) Release
(Amount in
Lakhs Rs.)

Acceptance of

Undertaking under

GLA and Signing of 30% of

! contract  Fulfillment 0 I 38.61 0.00 BIRAC
of fund release
requirements.
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Status report on
Development of
few critical SOPs
for GCP
compliance based
2 on survey And 2 9 25.74 0.00
Submission of
UC/SOE for the
corresponding
milestone certified
by internal finance.

20% of
BIRAC

Status report on
Applicants first
REGISTRY report
based on common
protocol
established for the
3 network submitted 10 18 25.74 0.00
to BIRAC And
Submission of
UC/SOE for the
corresponding
milestone certified
by internal finance.

20% of
BIRAC

Status report on
Report of collated
REGISTRY data
of all the diseases
of all applicants of
the network -

4 submitted to 19 28 25.74 0.00
BIRAC And
Submission of
UC/SOE for the
corresponding
milestone certified
by internal finance.

20% of
BIRAC

Submission of final
completion report
And Consolidated
Utilization

S Certificate (UC) and 29 36 12.87 0.00
Statement of
Expenses (SOE)
certified by internal
finance.

10% of
BIRAC
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8. The Institutes will maintain an interest-bearing account with a Scheduled Bank (as defined under the RBI

10.

11.

12.

13.

14.

15.

16

17.

18.

19.

20.

21.

Act, 1934), the withdrawals and payments from which account shall be subject to verification by
BIRAC.

The Institutes would submit the Utilization Certificate (UC) and Statement of Expenditure (SoE) to
BIRAC, duly audited by competent authority pertaining to the fund released after attainment of every
milestone. A consolidated UC/SoE would be submitted immediately after the end of each financial year.

The expenditure incurred before the Effective Date of the governing Agreement of the Project will not
be accounted for this Project.

No change in equipment proposed to be purchased for the project will be accepted without prior
approval of the BIRAC.

No Budget Re-appropriation should be done without prior approval from BIRAC.

The request for extension for the timelines may be submitted by the Institutes in advance. Non-
completion of the milestones/project within a specific timeline without prior information to the BIRAC
will take the project as closed on the date as mentioned in the agreement.

The Sanctioned amount for the Project does not automatically confirm release of the complete
sanctioned amount; the fund disbursement will be based on technical progress of the Project and actual

expenditure based on evaluation of UC/SoE submitted by the Institutes if any.

The accounts of institutes shall be open to inspection by the sanctioning authority/ audit as per the rules.

. Manage the Study Data developed through the funding Assistance of BIRAC in a manner that ascertains

Department of Biotechnology (DBT) as third party beneficiary, a perpetual, non-exclusive, non-
transferable, paid-up license, without right to sublicense to use the study Data subject to the obligations
set forth in ,,Confidentiality®, for purposes of national and public interest regardless of whether this
GLA expires, foreclosed or terminated.

The present order confirming the support for the implementation of the project is not legally binding in
any way unless the relevant funding agreement is duly executed by the parties and the terms and
conditions stated in the agreement shall be legally binding on the parties thereto.

The Expenditure is debitable to “....................... ”, Head of Account: .............. for financial year
2020-2021.

This issue with the approval of competent authority vides BFD No....ccovevieiiniinnnnnnn dated
The Sanction order has been noted aserial N0 .........coeoeveenn.... in the register of grant.

This Sanction order will be followed and supported by GLA and other relevant funding agreements
issued by BIRAC.
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22. The agreement execution fulfilment of collateral or security requirements & completion of associated
formalities should be a carried out within a period of four weeks form the issue of the present order
unless express waiver is obtained for delay from BIRAC.

In consideration of the foregoing, Medanta Institute of Education & Research(MIER) agrees to be

bound by the terms set forth in the sanction order and affixes his/her signature (and seal/stamp if
any) below:

For and on behalf of Medanta Institute of Education & Research (MIER)

Signature

Name

Designation

Official Seal
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In consideration of the foregoing Mahatma Gandhi Institute of Medical Sciences, Sevagram,
Maharashtraagrees to be bound by the terms set forth in the sanction order and affixes his/her
signature (and seal/stamp if any) below:

For and on behalf of Mahatma Gandhi Institute of Medical Sciences (MGIMS), Sevagram,
Maharashtra

Signature

Name

Designation

Official Seal
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In consideration of the foregoing, Centre for Arthritis & Rheumatism Excellence, Kerala
(CARE)agrees to be bound by the terms set forth in the sanction order and affixes his/her

signature (and seal/stamp if any) below:

For and on behalf of Centre for Arthritis & Rheumatism Excellence, Kerala (CARE)

Signature

Name

Designation

Official Seal
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In consideration of the foregoingSt. John’s Research Instituteagrees to be bound by the terms set
forth in the sanction order and affixes his/her signature (and seal/stamp if any) below:

For and on behalf of St. John’s Research Institute

Signature

Name

Designation

Official Seal
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In consideration of the foregoing, Kusum Dhirajlal Hospital, Ahmedabad, Gujarat (KD Hospital)
agrees to be bound by the terms set forth in the sanction order and affixes his/her signature (and

seal/stamp if any) below:

For and on behalf of Kusum Dhirajlal Hospital, Ahmedabad, Gujarat (KD Hospital)

Signature

Name

Designation

Official Seal
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In consideration of the foregoing, Post Graduate Institute of Medical Education &
Research,Chandigarh (PGIMER)agrees to be bound by the terms set forth in the sanction order
and affixes his/her signature (and seal/stamp if any) below:

For and on behalf of Post Graduate Institute of Medical Education & Research, Chandigarh
(PGIMER)

Signature

Name

Designation

Official Seal

Dr.Kavita Singh
Mission Director,
National Biopharma Mission
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To,

| ) )

Copy to:

1. BIRAC- Folder
2. Finance Folder
3. NBM -Folder

Dr. Kavita Singh
Mission Director,
National Biopharma Mission
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MATIONAL CENTRE FOR DISEASE
INFORMATICS AND RESEARCH

iIcme
INDIAN COUNCIL OF
MEDICAL RESEARCH

g i AE - TEE M A A O agEeE g
ICMR - National Centre for Disease Informatics and Research

Department of Health Research, Ministry of Health
and Family Welfare, Government of India

No: NCDIR/HBSR/ 4 | 9= Date: 19-05-2021
Dr N Gangane,

Dean

Mahatma Gandhi Institute of Medical Sciences

Sevagram, Dist: Wardha, Maharashtra

Dear Dr Gangane,

Sub: Invitation to establish Hospital Based Stroke Registry under the project “HTA of National
Stroke Care Registry Programme development of Hospital Based Stroke Registries (HBSR) in
different regions of India™ of ICMR-NCDIR, regarding

We are pleased to inform you that the ICMR- NCDIR has initiated the “HTA of National Stroke Care
Registry Programme development of Hospital Based Stroke Registries (HBSR) in different regions of India”
funded by DHR, to be implemented through selected institutions.

In this regard, NCDIR would like to invite your institution as a centre to establish the Hospital Based Stroke
Registry. Kindly identify the faculty from Neurology/Medicine department of your institution as PI/co-P1
for this project. Each participating centre will be provided a budget for purpose of data collection, data entry
and contingency. Each centre is required to submit a yearly report.

If your institution is keen to participate, we request you to kindly send us the signed letter of concurrence to
ICMR-NCDIR with the completed registration form enclosed with signature and seal of institution. These
can be sent to NCDIR by post and as scanned copies by email.

NCDIR as a coordinating centre will be responsible for implementation, supervision and monitoring of the
project. NCDIR will conduct training workshops for the selected centres that initiate HBSR. The functions
of a HBSR centre and the roles, responsibilities of Principal Investigator and HBSR centre will be explained
and discussed in the ensuing workshops.

Dr. Deepadarshan H, Scientist-B (Ph. No 080 22176347 /9964001076) shall be coordinating this programme.
Please write to deepadarshan.h@icmr.gov.in for any further clarifications or assistance.

Thanking you,
Yours sincerely,
Dr Deepadarﬁn H
Scientist-B
For Director, ICMR-NCDIR
Encl:

1. Registration Form
2. Concept note

T wae, 9 @ T 9N SR, T AR,
FHTA TRE, TGS - 562 110. FAeH (WRA)

Nirmal Bhawan-ICMR Complex, Poojanahalli Road,
Kannamangala Post, Bengaluru - 562 110. Karnataka (India)

Tel:+91 080 22176400,

Fax: 08B0 30723643,

Email: admin@ncdirindia.org /
accounts@ncdirindia.org

£5 www.ncdirindia.org

"C NATIONAL

CANCER

REGISTRY FPROGRAMME

b Indfa
@_ﬂ) Since 1981
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ICMR - National Centre for Disease Informatics and Research

Department of Health Research, Ministry of Health
and Family Welfare, Government of India

No. NCDIR/HBSR/27/2021/ ) 5 03 01-10-2021

Dr. Jyoti Jain,

Professor & Head, Department of Medicine,
Mahatma Gandhi Institute of Medical Sciences,
Sevagram Dist. Wardha, Maharashtra-442102

Madam,

Sub: “HTA of National Stroke Care Registry Programme Development of Hospital Based
Stroke Registries (HBSR) in different regions of India™ for the FY 2021-22.

This is with reference to your email dated: 29™ September 2021, [ am directed to inform you that a sum
of Rs.5,00,000/- (Rupees Five Lakh Only) has been allocated towards data collection, data entry and
contingency purpose to the afore mentioned project as “Lumpsum Grant to the Registry” as per the
funding agency.

The Principal I[nvestigator of the registry may fix the emoluments for staff as per the norms of their
[nstitution but in no case; it should not exceed the budget allocated to the centre.

Thanking you,
Yours faithfully,

(Ramesha éﬁ) o

Administrative Officer

= WA, W A A Fe '1—{??1. 73 72, 0 % i Tel:+91 080 22176400,
FHTAL 972, TS - 562 110. FA1ZE (404) ﬁ_O\ AN ) Fax: 080 30723643,
- ’ : . Email: admin@ncdirindia.ora /



GYNUITY HEALTH PROJECTS

INVESTIGATOR AGREEMENT
FOR ACLINICAL INVESTIGATION OF

GHP Protocol 4006MOLI - Misoprostol or Oxytocin for Induction of Labour Study

{Protocol Number and Study Title}

| AGREE AND/OR CERTIFY THAT:

| agree to participate as the Principal Investigator in @ clinical investigation of GHP Protocol 4006 MOL -
Misoprostol or Oxytocin for Induction of Labour Study

iwill conduct the clinical investigation in accordance with this agreement;with all requirements of the
relevant current protocol and other applicable local regulations for the conduct of clinical trials, specifically,
the India Drugs and Cosmetics Act (1940) and Cosmetics Rules (1945), specifically Schedule Y and rules 122A,
122b, 122D, 122DA, 122DAC and 122E, as appropriate; the Ethical Guidelines of the Indian Council of
Medical Research (2006), and Indian Good Clinical Practice Guidelines (2001);with adherence to the
principles of good clinical practices; and any conditions of approval imposed by my Institutional Review
Board (18B), by any other IRB or Ethics Committee that reviews and approves this study, or by relevant
regulatory authority. | agree to abide by all of the investigator responsibilitiesas follows:

| will obtain written approval from my institution’s Institutional Review Board in advance of undertaking any
activities with human subjects. | will submit the certification of IRB approval and any conditions of this
approval to Gynuity Health Projects. | also agree to promptly report to my institutional IRB all changes inthe
research activity and all unanticipated problems involving risks to human subjects or others. Additionally, |
will not make any changes in the research without prior approval of Gynuity Health Projects or IRB approval,
except where necessary to eliminate apparent immediate hazards to human subjects.

| will supervise all conduct of the trial and will allow only those individuals who are qualified by education,
licensure, and/or the governance of the local medical board to perform duties specified in the study
protocol.

| will ensure that Informed Consent is obtained from each subject participating in this clinical investigation in
accordance with the informed consent regulations found in Ethical Guidelines of the Indian Council of
Medical Research (2006), and Indian Good Clinical Practice Guidelines (2001), and that a signed copy of the
informed consent shall be available to the Gynuity Health Projects and Gynuity Health Project’s designated
monitor.

| will be responsible for accountability of all investigational drugs and study suppliesat the study site. | will
return all unused study supplies to Gynuity Health Projects or otherwise follow the instructions of Gynuity

Health Projects for disposal of the unused drugs or devices.

| will put and keep in place arrangements to allow all to conduct the Trial in accordance with the Protocol.

0 | Gynuity Health Projects
Investigator Agreement




3. | have the appropriate, relevant qualifications to conduct and to oversee the conduct of the
investigation as documented by the following: (Check applicable statement)

My relevant qualifications, including dates, location, extent, and type of experience, are listed in my
most recent curriculum vitae (CV), which is attached to this Agreement and which will be maintained by
Gynuity Health Projects in the trial master file.

PRINCIPAL INVESTIGATOR:

Poonam Varma Shivkumar
Name of Principal Investigator (please print or type)

@/&%W\E—L"" _11/12/2020

Signature of Principal Investigator Date

CO-PRINCIPAL INVESTIGATORS: A current CV or statement of relevant experience is required to be submitted to

Gynuity Health Projects fWipai Investigator listed below,
Ll

Dr. Shila Shelke
Name (please print or type)

_11/12/2020_
Signature Date
Name (please print or type)
Signature Date
Name (please print or type)
Signature Date

: | Gynuity Health Projects
Investigator Agreement
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g W B e Department of Health Research, Ministry of Health
Sl and Family Welfare, Government of India
F. No. RCH/Adhoc/MH/2014-1375/15-16/2/Maharashtra/Central Dated: 29/10/2020
To, Slifrors
= rhe Dean,
Mahatma Gandhi Institute of Medical Science,
Sevagram, Wardha

Maharastra - 422102 .

Subject : "Continuation of Ad-hoc Research Scheme entitled "Community based study of effects of biomass
=~ fuel, water intake, haemoglobin on pregnancy outcome with special reference to birth weight in Melghat,

Maharashtra, india under Dr. S.Chhabra,

Madam,

The Director General of the Indian Council of Medical Research sanctions the continuation of
above mentioned scheme with an allotment of Rs. 8,50,020/-(Rupees Eight Lakhs Fifty Thousand
Twenty Only ) the 3 year from 28/03/2020 to 27/03/2021,

The grant will be released to the head of the institute in installments during the financial year on
receipt of the demand in the prescribed form as indicated below:
Total: Rs. 8,50,020/-
While asking for the release of the installment it may be ensured that the amount for the pay and
allowances of the staff that are actually in position is included.
The others terms and condition will remain the same as mentioned in this office letter of even number
dated 31/07/2018 These issues with the concurrences of the Finance Div.

RFC No. CH/Ad-hoc/7/2017-18 dated : 23/03/2018
Yours faithfully,

;-t"\'\’é”’ - /%M
e

(Ramesh Kumar)
Administrative Officer
For Director General

1. Accounts. V. for information.
2. Dr.S.Chhabra, Director Professor, Officer on Special Duty, Mahatma Gandhi Adiwasa

Devakhana, Utavali, Dharni, District Amravti, Kasturba Health Society, Sewagram,
Maharastra - 442102

3. Shri Birender Singh Sr. T 0. RBMH, ICMR
Bl Admn, Officer
Q g \ For Director General
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7 Ahyan NS Department of Health Research, Ministry of Health
D and Family Welfare, Goverrgment of India
F.No. RCH/Adhoc/MH/2014-1375/15-16/2 /Maharashtra/Central Dated: 29/10/2020

Subject : Payment of full & final 3¢ year grant-in-aid for "Community based study of effects of
biomass fuel, water intake, haemoglobin on pregnancy outcome with special reference to birth
weight in Melghat, Maharashtra, India under Dr. S.Chhabra. :

MEMORANDUM
Reference this office letter of even number dated 21/09/2020.

The Director General, ICMR sanctions the payment of Rs. 7,65,018/- (Rupees Seven Lakhs
Sixty Five Thousand Eighteen Only ) as the full & final 3rd year the grant for incurring expenditure in
connection with the above mentioned research scheme. The amount of Rs. 7,65,081/-may be debited in
the provision of Rs 8,50,020/- made for the above mentioned research scheme for the current financial
year 2019-2020.

A formal bill for Rs . 7,05,018/- is sent herewith for through RTGS (randate form enclosed) for
payment to The Dean, Mahatma Gandhi Institute of Medical Science, Sevagram, Wardha,
Maharastra - 422102. After adjusting unspent balance of Rs. 2,96,473.50/- with third year
sanction budget and hold 10%(Rs. 85,002/-) of third year sanctioned budget.

A net amount of Rs. 7,65,018/- may be released as third year sanctioned budget.

This is issued with the concurrence of the finance Division and Divisional Chief after completing
all coadal formalities. RFC No, CH/Ad-hoc/7/2017-18 dated : 23/03/2018

(Ramesh Kumar)
Administrative Officer
For Director General
Accounts Sections V, ICMR
Copy to :-

~3« The Dean, Mahztma Gandhi institute of Medical Science, Sevagram, Wardha, Maharastra - 422102
2. Dr.S.Chhabra, Director Professor, Officer un Special Duty, Mahatma Gandhi Adiwasa Devakhana,
Utavali, Dharni, District Amravti, Kasturba Health Society, Sewagram, Maharas:ra - 442102
3. ShriBirender Singh Sr. T 0. RBMH, ICMR

A
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Admn. Officer
For Director General
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08 September, 2021

To

Dr. S Chhabra

Mahatma Gandhi Institute of Medical Sciences (MGIMS)
Sevagram, Wardha,

Maharashtra, India

-

Re: Fund transfer for MaatHRI (Maternal and Perinatal Health Research collaboration, India) project
Dear Dr. Chhabra,

This is to inform you that the University of Oxford has transferred a total amount of INR
2,35,400/- to Kasturba Health Society's bank account against an invoice raised for the MaatHRI
project expenses (MaatHRI Project MGIMS, Sevagram, India).

Yours sincerely,

BF

Dr. Manisha Nair (Chief Investigator of MaatHRI project)

Associate Professor, Senior Epidemiologist and Research Fellow,

National Perinatal Epidemiology Unit, Nuffield Department of Population Health,
University of Oxford

Email: Manisha.nair@npeu.ox.ac.uk;

Phone; +44-1865617820

National Perinatal Epidemiclogy Unit

UNIVERSITY OF

sl 25 OXFORD

L
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MaatHRI

Matornal aod ponnntal Health Renoarok
“oxinbson ation Ingsa

Date: 05 March 2020
To '
Professor § Chhabra,
Director & Professor, Obstetrics and Gynaecology,
Mahatma Gandhi Institute of Medical Sciences (MGIMS),
Wardha, Maharashtra

Re: Transfer of funds to Kasturba Health Society's bank account :

Dear Prof, Chhabra,

| am writing to confirm that a sum of Rs 2,35,400 was transferred to Kasturba Health
Society's bank account at the Central Bank of India, Sevagram Branch against invoice
number 03, dated 17/12/2019. The funds are for the Maternal and perinatal Health Research
collaboration, India (MaatHRI) project at MGIMS, Sevagram.

Yours sincerely,

P

Dr Manisha Nair (Chief Investigator, MaatHRI)

Senior Epidemiologist and Research Fellow

National Perinatal Epidemiology Unit (NPEU)

Nuffield Department of Population Health, University of Oxford,
Old Road Campus, Headington, Oxford, OX3 7LF

01865 617820

WWW.npeu.ox.ac.uk
hitps://www.npeu.ox.ac.uk/maathri

National Perinatal Epidemiology Unit

Nufheld Department of Population Health

. Ontfoed, Ol Rivad € leatinpton; Oxford. HX2 . NPEU ur-uv;n.f.r_v r:_i
: i : whiignpesoea & (0),430)240
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oy g?” Gynecology and Obstetrics
the Global Voice for Women's Health

Memorandum of Understanding

Parties The International Federation of Gynecology & Obstetrics (FIGO)
FIGO House, Suite 3 — Waterloo Court,
10 Theed Street, London SE1 85T, UK
Prof Mary Ann Lumsden, Chief Executive
Telephone: +44 (0)20 7928 1166
Fax: +44 (0)20 7928 7099
Email: MaryAnn@figo.org
Mahatma Gandbhi Institute of Medical Sciences (MGIMS)
Sevagram, Wardha 442102
Maharashtra, India
Contact:
Dr Bishan Garg
gargbs@gmail.com
Project Title ENGAGING NATIONAL PROFESSIONAL SOCIETIES TO COMBAT POSTPARTUM
PREAMBLE HAEMORRHAGE= Uttar Pradesh, India.

TReoject-BurdtianFedak tesembey R3S ogy RMBYs 22 ks (FIGO) is pleased and proud to work
together with its national level partners to implement projects that benefit women and children
as well as strengthen capacity. This Memorandum of Understanding (MOU) sets out the rights
and obligations of both parties in order to work effectively, and with mutual respect and
understanding.

ARTICLE 1 - SCOPE AND OBJECTIVES OF THE AGREEMENT




This MOU sets out the terms and understanding between FIGO and MGIMS for the Capacity
building, monitoring and supervision of the “Combat Postpartum Haemorrhage” (CPH) in Uttar
Pradesh.

The Combat Postpartum Haemorrhage project, run by FIGO, will be implemented in partnership
with the MGIMS and UPTSU from 1 January 2020 until 31 May 2022. This Memorandum of
Understanding covers the project capacity building, monitoring and supervision aspects for this
whole period. Any extension to this period should be covered by a new MOU.

This MOU has been created to guide the partnership between FIGO and MGIMS in relation to
the implementation of the aforementioned project elements

ARTICLE 2 - COMMITMENTS OF FIGO

FIGO commit to the provision of funds as per the agreed budget (appendix A) to a maximum
total of $45,634, to be disbursed in accordance with the disbursements protocol outlined by
the FIGO team.

FIGO commit to providing timely headquarter support and country visits by Implementation
Partner, MGH, to aid project start-up, implementation and close out.

ARTICLE 3 - COMMITMENTS OF MGIMS

MGIMS commit to supervising the implementation and monitoring of the project in accordance
with the approved proposal and action plan (appendix B), providing the necessary professional
and administrative support, personnel services and any other resources required.

MGIMS commit to ensuring administration and internal control of the project resources
provided are conducted in accordance with agreed Project, National MGIMS
financial/procurement policies and country law.

MGIMS commit to report on project progress in accordance with the FIGO-CPH reporting
procedures and schedule (Section 5).

MGIMS commit to ensuring that at the close of this project they will continue to work with
country government and network partners on the promotion of effective approaches to the
prevention and treatment of Postpartum haemorrhage.

MGIMS commit to uphold clear and regular communications between their project team and
FIGO (CPH team, secretariat and working group) and ensure the project remains embedded,



and coordinating with UPTSU, the responsibility of MGIMS regardless of position changes in
either PMU or secretariat.

ARTICLE 4 - PROJECT HIRING, PLANNING, REVIEW, REPORTING AND EVALUATION

MGIMS will share terms of employment (contract) and job descriptions for any project roles
being hired for FIGO to sign off before initiating the hiring process. The MGIMS will share
information by email on their preferred candidates and consider FIGO input. The MGIMS
President, Secretary or Treasurer will be involved in the recruitment of the project team.

MGIMS will not issue employment contracts until this MOU has been signed by all parties. Staff,
including consultants and honorariums can only be paid with project funds within the official
start and end dates of the project, namely 1 December 2019 to 31 May 2022. The MGIMS is
responsible for employment contracts (must be in the name of the MGIMS), and managed
according to local laws.

MGIMS will plan project activities in accordance with the approved country action plan,
particularly in terms of timing and deliverables.

FIGO, through their technical partner MGH, will support and monitor project implementation,
including but not limited to the agreed schedule of workshops and regular support calls per
year, by designated FIGO and MGH representative(s). The purpose of these meetings will be to
implement training, monitor project progress and provide support.

MGIMS will take measures to support the safety of FIGO and MGH staff while on project
support trips, including advise during the planning stage, and ongoing monitoring of safety
throughout, with any adjustments and communications as necessary.

MGIMS will take responsibility for governance of the outlined aspects of the project including
clear documentation and trails of any major decisions made, to be shared with FIGO when
required.

MGIMS shall promptly inform FIGO if activities cannot be undertaken as planned and/or if
reports cannot be submitted as agreed, MGIMS will be responsive to FIGO CPH staff, through
email and skype/telephone calls on a regular basis, and will aim to respond to all
communications within 48 hours (Monday-Friday) unless previously communicated otherwise.

FIGO will provide appropriate templates for the purpose of reporting.



MGIMS will provide project reports according to the following schedule:

Report Monthly! | Quarterly? | 6-monthly Annual
Bank statements X

Financial report X

Narrative report X

Action plan report X

Audit Report X
Asset Inventory X

MGIMS will submit reports in the CPH project template to FIGO fourteen days following the end
of each reporting period.

MGIMS will provide responses to any requests for clarification and/or additional information
from FIGO in a timely manner (5 working days after submission of responses). Failure to submit

reports to FIGO on time and/or to answer queries may delay project funding.

The quarterly reporting schedule for narrative and financial reports will be as follows:

14% March 2020

Year 1-Q1 Dec - Feb 2020

Year 1-Q2 Mar-May 2020 14 Jun 2019
Year 1-Q3 Jun-Aug 2020 14 Sept 2020
Year 1-Q4 Sept-Nov 2020 14" Dec 2020
Year 2-Q1 Dec-Feb 2021 14" Mar2020
Year 2-Q2 Mar-May 2021 14* Jun 2020
Year 2-Q3 Jun-Aug 2021 14" Sept 2021
Year 2-Q4 Sept-Nov 2021 14" Dec 2021
Year 3-Q1 Dec-Feb 2022 14" Mar 2021
Year 3-Q2 Mar-May 2022 14™ Jun 2021

Quarterly narrative reports: The MGIMS shall prepare quarterly narrative reports covering the
activities performed and the results obtained by the project in the templates provided. The
reports shall be analytical in approach and include a presentation of activities undertaken,
challenges and lessons learned.

1 Bank statements should be obtained from bank accounts on a monthly basis (the 14th of each month) and
submitted to FIGO with the quarterly financial report
2 Quarterly reports are due to FIGO on the 14" of March, 14" of June, 14" of Sept and 14" of Dec



Financial reports:

Quarterly Financial Reports: The MGIMS shall prepare financial reports as per the agreed
template detailing all expenses incurred against the total approved budget as well as provide
bank reconciliation and access to financial supporting documents.

The MGIMS shall comment on and explain all over- and under- expenditure and what actions
are proposed for addressing it. Care should be taken to ensure that comments provided to
explain expenditure variances are consistent with reported programme activities.

Information on expenditure should be maintained locally in the currency in which it is incurred,
including an indication of the exchange rate used to translate the expenditure from the primary
currency to the US Dollar equivalent. For reporting purposes, information should be provided in
local currency as well as the US Dollar equivalent.

MGIMS will work with FIGO staff and MGH technical leads to develop their monitoring and
evaluation tools and will be responsible for collection and quality of data.

Other information: The MGIMS shall provide FIGO with any other information regarding the
project that FIGO Director of Projects, Project Coordinator, Head of Finance or any persons
from the Finance team may reasonably request and shall enable FIGO representatives to visit
project locations and inspect property, goods, records and documents. The MGIMS shall
respond to requests for Finance information and for project information within 3 to 5 working
days. The MGIMS shall co-operate with and assist FIGO in the performance of follow-ups and
evaluations of the impact of the project.

In case of concerns in financial accountability or failure to provide comprehensive reports or
progress project according to agreed timelines without justification, the following procedure
will be followed by FIGO and MGIMS:

1: First formal written communication from FIGO HQ (Director of Projects or Project
Coordinator) to Project Lead copying in President/CEO & Treasurer detailing issue, next steps
and deadline for response.

2: Second formal written communication from FIGO HQ (Director of Projects or Project
Coordinator) to Project Lead copying in President/CEO & Treasurer if no response within
timeline communicated in first formal written communication.



3: FIGO Director of Projects calls President/CEO if no adequate response within timeline
communicated in second formal written communication.

All documents will be saved and minutes of calls taken to document actions taken by each party
to overcome the identified concerns. If these steps do not result in a satisfactory resolution, no
further funds will be sent. If no satisfactory solution can be found after 2 months from first
formal written communication, FIGO CEO can select to discontinue the project, if this was to
happen all funds held in country would need to be returned to FIGO immediately.

As per Article 14, the contract can also be terminated effective immediately in the case of a
serious breach of the MOU.

ARTICLE 5: DATA

MGIMS and FIGO will sign a Data Sharing Agreement prior to any research activities that involve
collection of data as part of the project, either conducted by MGIMS or another
organisation/consultant on their behalf.

MGIMS will ensure that all ethics regulations in country are adhered to and regularly update, or
provide official explanation as to why ethics clearance is not needed.

MGIMS will use appropriate administrative, physical and technical safeguards to prevent
inadvertent disclosure of the data set to any third party.

FIGO may use or contract the support of third parties to undertake data analysis for research
purposes. The data communicated with any third parties will be unidentifiable.

ARTICLE 6: DISBURSEMENTS

FIGO shall pay the funds in such instalments as are outlined in the budget, on the basis of
receipt of a disbursement request (included in the Finance Manual) and approval of reports by
the due date, evidence of implementation according to the original budget and receipt of
funds. FIGO reserves the right to alter the timing and value of instalments.

MGIMS must request funds through submission of a ‘disbursement request’. All sections of the
form must be correctly completed before any disbursement can be authorised from FIGO. The
persons authorised to sign the disbursement request on behalf of MGIMS will be the National
Project Lead or National Coordinator or his/her nominated deputy.



MGIMS shall inform FIGO of any change in the National Project Lead, National Coordinator or
nominated deputies.

FIGO shall disburse funds every quarter, following MGIMS submission of the financial report (as
per section 5) and a disbursement request. Disbursement of any funds will remain contingent
on FIGO having a positive balance in project funds.

The disbursement request shall contain the following information and shall be signed and
addressed to the Projects Accountant and the Project Coordinator at FIGO:

the word "disbursement request” shall be included in the heading

the name of the project

details of activities planned against the funds requested

the requested amount in United States Dollars

the recipient's bank, bank address, account number/IBAN No, account name, clearing
number/sort code, SWIFT-code, currency of the account; and physical address of the
beneficiary as registered with the bank

0 an updated financial report on the use of previous disbursements or reference to such
report

0 O O 0O 0

No disbursements will be made until FIGO has approved the request. This may be adjusted for
any opening cash balance held by MGIMS.

FIGO will withhold disbursement, wholly or in part, if substantial deviations to the restricted
program budget occur; if the activities cannot be undertaken, if reports are not delivered as
agreed, or if the activities change in any other important respect in terms of the objectives. In
the event of such occurrences, MGIMS may be required to return all or part of any unexpended
grant funds to FIGO for possible onwards transfer back to the ultimate donor. Before taking
such a decision, FIGO shall initiate discussions with MGIMS.,

MGIMS shall ensure that all funds received are used for the implementation of the project as
specified in the project description (appendix B) and in accordance with both the approved
budget (appendix A).

Within the budget template provided by FIGO the Project Management category should include
all necessary administrative costs for the project. This must be used to cover expenditures
including but not limited to: any management fees, rent and bills, administrative support costs,
bank taxes, currency fluctuations etc.



MGIMS will send FIGO any contracts to sign off for service level agreements which should be in
line with the suppliers guidelines outlined in the Finance Manual.

MGIMS may be entitled to expenditure variations within budget lines. MGIMS will seek; prior
written approval from FIGO before making any amendments.

MGIMS will deal with increased costs in relation to inflation and exchange rates through
savings, general administration line, or reduced activities in order to meet the overall allocation
of funding. Any gains made on currency exchange will be held until the end of the project
period to mediate any later currency losses. Decisions between the use of these funds will be
taking alongside FIGO at this stage.

In the event that there are some unspent funds from the previous quarter, MGIMS
may carry these over into the next quarter. This is subject to full explanations being given
within the appropriate section of the Finance Report and subsequent approval from FIGO.

MGIMS shall provide authorisation of expenditure as per CPH project limits defined by FIGO

Should circumstances arise calling the feasibility or validity of the project into question or
causing MGIMS to make major changes in its objectives, or if MGIMS decides to make any
substantial deviation from the plan presented, they must obtain FIGO's written approval before
continuing the project or before implementing such changes.

FIGO are required under the terms of the grant to repay any portion of the funds not expended
or committed for the purpose of the programme, or not needed to meet obligations incurred to
third parties, in good faith, for purposes of the programme.

MGIMS will therefore ensure that records (audit trail) of all unspent balances are retained, and
that such funds are taken into account in requesting for subsequent cash remittances, thereby
limiting any unspent funds held locally.

The final financial report submitted by MGIMS shall provide information on interest income.
Interest income shall be refunded to FIGO by MGIMS within 6 months of the end of the project,
unless otherwise agreed.

FIGO will provide details of the bank account to which funds should be remitted. MGIMS will
inform FIGO of any bank account change in written to the CPH Project Coordinator and the
Project Accountant.

ARTICLE 7: PROCUREMENT



FIGO require that the procurement of goods, works and services be carried out in accordance
with internationally accepted principles and good procurement practices.

MGIMS shall share their procurement policy with FIGO, if MGIMS does not have one, they will
prepare a written ‘Procurement Regulation’ for submission to FIGO in respect of the CPH
project. These regulations together with this MOU shall apply to the procurement of goods,
works and services carried out by MGIMS, or an agency/consultant appointed by MGIMS to
conduct activities under the CPH project.

MGIMS will not accept any offer, gift or payment, consideration or benefit of any kind that
could be construed as an illegal or corrupt practice, either directly or indirectly, as an
inducement or reward for the award or execution of contracts financed within this project.

FIGO may carry out checks on procurements which may take the form of a procurement audit.
MGIMS shall provide FIGO with all the necessary documentation for this purpose.

ARTICLE 8: RECORDS

MGIMS will maintain financial books showing all expenditure made in the furtherance of
carrying out its commitments as outlined within the approved proposal that have been charged
against this grant, and keep adequate records/evidence to substantiate such expenditure. Such
books/records must be made available to appropriate personnel from FIGO and/or the donor at
reasonable times for review and audit, and copies of all relevant evidence and records, and all
reports must be kept for at least seven years after completion of the use of the grant funds.
This is in accordance with UK law.

ARTICLE 9: AUDIT

The project shall be audited annually, arranged in country by MGIMS. The audit shall be carried
out by an independent Chartered Accountant. The audit shall be carried out in accordance with
international standards issued by the International Federation of Accountants (IFAC). The terms
of reference for the audit and the selection of auditor shall be approved by FIGO.

The Audit Report shall express an opinion as to whether submitted Financial Reports are correct
and give a true and fair view of the activities of the project and whether the execution has
complied with the rules and conditions governing the use of funds as expressed or referred to
in this Agreement.

The auditor shall submit a Management Letter, which reviews the management and the

9



internal control system of the project. The letter shall state which measures have been taken as
a result of previous audit reports/management letters and whether measures taken have been
adequate to deal with reported shortcomings.

If requested by FIGO the audit shall also cover the progress report of the project.

MGIMS’ Auditor shall submit the Audit Report and the Management Letter to FIGO; and no
later than 2 months after the close of the 1-year period. A management response shall be
produced by the National Project Manager and submitted to the auditor and to FIGO within
three weeks.

MGIMS will undertake a final audit covering the final six months of the project.

MGIMS shall co-operate with and assist FIGO in the performance of any additional audits,
follow-ups and financial studies that FIGO may request.

ARTICLE 11: ANTI-CORRUPTION

Both FIGO and MGIMS agree to co-operate in preventing corruption and will undertake rapid
legal measures to stop, investigate and charge any party suspected on good grounds of
corruption or other wilful misuse of resources.

ARTICLE 12: PUBLICITY
MGIMS will request approval before referencing FIGO in any public material.

MGIMS will reference FIGO's cooperation as financier when reports, studies or other
information relating to the project are produced, however, the FIGO name must not be used in
such a way that would imply contribution or endorsement of content.

MGIMS will provide content about progress and achievements of the CPH project in their
country for inclusion in the FIGO newsletter on request.

If MGIMS wishes to use the FIGO logo on any promotional materials it must be signed off by
FIGO.

MGIMS to share any related, field based, photographs of the CPH project with FIGO for use in
broader FIGO promotion of the project.

ARTICLE 13: ARBITRATION AND APPLICABLE LAW
10



Any dispute, controversy or claim arising out of or in connection with this MOU that cannot be
settled amicably shall be definitively resolved by arbitration. A single arbitrator shall be
appointed. The place of arbitration shall be London and the language used in the proceedings
shall be English.

This agreement shall be governed by the substantive law of England without regard to its
conflict of law rules.

ARTICLE 14: DURATION AND TERMINATION

This MOU shall remain valid until 31 May, 2022, unless terminated earlier by six months'
written notice by either Party. In the event of termination by FIGO the termination shall not
apply to funds irrevocably committed in good faith by MGIMS to third parties before the date
of the notice of termination, provided that the commitments were made in accordance with
this agreement.

In the event of termination by MGIMS, no funds shall be made available for activities after the
termination date.

In case of serious breach of the MOU, FIGO or MGIMS may terminate the MOU with immediate
effect,

This MOU shall become effective on signing by the two parties. Two originals of the text of this
MOU, written in English, have been signed, of which the parties have taken one each.

For the International Federation of
Gynecology & Obstetrics (FIGO)

For Mahatma Gandhi Institute of Medical
Sciences (MGIMS)

Date:

Date: ”.-:,7/{ 1,_7/"

Signed:

Signed: ‘)_AJ’M//’ .

Title: Chief Executive Title: Secye H p Dr. B. 8. Garg
Date: Date: Health Budsig

o)
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Appendix A: Budget
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Appendix B: Activity Plan
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Appendix C: Data Agreement
DATA USE AGREEMENT BETWEEN

The International Federation of Gynecology and Obstetrics (FIGO)
and

Mahatma Gandhi Institute of Medical Sciences (MGIMS)

1. This Data Use Agreement is made and entered into on 1 November 2020 by and between the International Federation of Gynecology and
Obstetrics and on behalf of, the Mahatma Gandhi Institute of Medical Sciences (MGIMS)

2. This agreement sets forth the terms and conditions pursuant to which FIGO will disclose certain Protected Health Information, hereafter
“PHI" in the form of a Limited Data Set to MGIMS.

3. The PPH data relates to data collected as part of the FIGO/ MGIMS work on the project
“Leveraging OB/GYN Professional Societies to Combat Postpartum Hemorrhage’

4. MGIMS Responsibilities

4.1. MGIMS will use the data only for the purposes of research on the project “Leveraging OB/GYN Professional Societies to Combat
Postpartum Hemorrhage’ in Bangladesh.

4.2. Access to the data by the MGIMS shall be limited to the named principle investigators, and other researchers employed on the project
4.3. MGIMS will not share any data provided by FIGO with a third party.
4.4. MGIMS will use appropriate administrative, physical and technical safeguards to prevent inadvertent disclosure of the data set to any

third party.
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4.5. MGIMS will not attempt to identify the individuals or households contained in the Limited Data Set.
5. FIGO Responsibilities
TR B | Fle s el relsxant oa Hected onthe peo oot to MGIRAS in a timely manner.,

' iy f wn that v id fy re | r households Lefure being passed to the

jabion that would ;,ll-_.ur_;lr:." individuals or households B\fa”abIE to MGIMS.

6. Termination

6.1. Following termination of the contract MGIMS is no longer entitled to analyze or use the data unless specifically requested to do so by
FIGO.

IN WITNESS WHEREOF, the parties hereto execute this agreement as follows:

Date: By:

Project Director
On behalf of The International Federation of Gynecology
and Obstetrics
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Date:

By: M\&//

On behalf of Mahatma Gandhi Institute of Medical Sciences
(MGIMS)
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DEPARTMENT OF OBSTETRICS AND GYNAECOLOGY
MAHATAMA GANDHI INSTITUTE OF MEDICAL SCIENCES SEVAGRAM
Standardizing data collection and cervical cancer screening protocols to improve facility

preparedness and capacity building for cervical cancer elimination

1. Background

Cervical cancer is the second most common form of cancer in Indian women. According to
GLOBOCAN 2020 estimates, India contributes 123,907 cervical cancer cases every year, with
77,348 deaths, nearly one-fourth of the global burden. Despite the clear and proven benefits of
population-based screening programs, screening for cervical and breast cancers in low- and
middle-income countries, including India, remains a challenge. Until recently, there was little
evidence pertaining to screening for cervical and breast cancers in India. Information on
examination of the breast and cervix from over 699,000 women aged 15-49 years was collected

for the first time in the fourth round of the National Family Health Survey, 2015-16 (NFHS-4).

The aim of cervical screening programs is to detect cervical intraepithelial neoplasia (CIN),
whose high-grade forms, CIN2 and CIN3 are premalignant lesions that can progress to cervical
cancer if left untreated. Various methods currently available for cervical cancer screening
include: cytology (Pap smear); visual inspection with acetic acid (VIA); and HPV tests. HPV

tests have the highest sensitivity but are expensive and not widely available.

In 2016, the Ministry of Health and Family Welfare (MoHFW) constituted a Non-
Communicable Disease Technical Advisory Group (NCD TAG) to operationalize the roll out for
Prevention, Screening and Control of Common Non-Communicable Diseases (NCD):
Hypertension, Diabetes and Common Cancers (Oral, Breast, Cervix). The cervical screening test
in this program is VIA, mainly because of its low cost and feasibility. Availability of immediate
results in VIA-based programs is an additional advantage, making it possible to treat lesions
suitable for ablative therapy in the same visit in what is termed a ‘screen-and-treat’ approach.
Despite this, cervical screening is lagging far behind in this program, with training and
secondary linkages yet to be fully functional. WHO, as part of its global strategy for elimination
of cervical cancer as a public health problem, which was first declared in May 2018 and

formally launched in November 2020, has recommended HPV testing of all women at age 35
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and 45 years. However, the tests are expensive and not yet widely available. The Federation of
Obstetrics & Gynecological Societies of India (FOGSI) published resource-based
recommendations in 2018 that provide guidance on the use of various types of tests. Despite
these various recommendations that support the use of any available modality in any type of
resource setting, uptake of screening in India continues to be poor, with an estimated 5% of
women having received appropriate screening. The proportion of screen positive women who
receive treatment is also very low. Most of the research on cancers in females is concentrated
only on the incidence and mortality rates of cervical and breast cancers. A review of cancer
screening-related literature in India reveals that the spatial perspective of cancer screening has

not been explored yet.

WHO CCR in Human Reproduction, Department of Obstetrics &Gynaecology, AIIMS New
Delhi, in collaboration with WHO SEARO plans to undertake a situational analysis of cervical
cancer screening practices being carried out by major hospitals in India, to identify gaps and plan
an assessment based interventional strategy. During the course of this activity, a data capturing
tool will be developed and utilized to collect baseline data regarding the current barriers to
cervical cancer screening and also the barriers to implementing proper management protocols. It
is proposed to undertake this activity as a multicentric project with a satellite community
outreach facility attached to each of the centres. The present activity will attempt to address
some of research gaps of assessing the ground reality of the likelihood of a woman receiving

cervical cancer screening in India.

2. Aim of the Surveillance
This surveillance aims to undertake a situational analysis of the cervical cancer screening
program among women in the age group of 30-49 yearsattending the Gynaecology and other
outpatient departments of selected hospitals across India, to undertake a needs assessment,
identify gaps and plan an assessment-based interventional strategy for training and capacity

building.

The aim is also to strengthen capacity in implementing standard screening and treatment

modalities and documenting by standard data collection including clinical outcomes.
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4.
Phase 1

Objectives of the present activity

To identify the uptake of appropriate screening tests and the diagnostic and therapeutic
facilities and algorithms for follow-up of precancerous lesions.

To assess the barriers to screening for cervical cancer among women aged 30 to 49
years, attending gynaecology clinics in secondary and tertiary care centers.

To suggest feasible mechanisms within a hospital with appropriate linkages between
different departments to offer opportunistic cervical cancer screening to all women who
come to hospital for any disease.

To study the feasibility and impact of creating a separate area with dedicated personnel
for counselling and screening for cervical cancer in a busy gynecological OPD for the
screen-and-treat approach.

To develop an online web-based data capture system that can be linked with cancer
registry data systems.

To explore the possibility to work with ANM /Field workers to motivate women to
uptake the screening test among 30-49 years

Study Methodology

Baseline Assessment (2 months)

Baseline data of current cervical cancer screening status at various tertiary care centers will be

assessed.

Step 1. Development and validation of tool for data collection for understanding barriers to

screening among service providers and clients.

Following data will be collected:

OPD attendance

Number of women in the target group

Type of test /Number of tests performed

Whether tests are free or charged

Number of doctors available to administer these tests

The methods for creating awareness among patients

Is breast screening included as a practice among the health care providers

The turnover time for reporting
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e Presence of quality checks in place for reporting formats

e Retraining mechanisms for medical and paramedical staff regarding screening methods
for cervical screening

e Number of clinic attendance and number % undergoing screening

e Auvailability of infrastructure, equipment and capacities to carry out screening and
management of pre cancers.

e Assessment of situation of task shifting and task sharing

Step 2.

e Percentage of women counseled for cervical cancer screening among those attending
clinics (non-pregnant in age group of 30 to 49 years) over two-month time
e Percentage of women tested for cervical cancer screening (Pap/HPV/VIA) among those
attending clinics (non-pregnant in age group of 30 to 49 years) over two-month time
e Feasibility of task-shifting to paramedical staff
e Facilities for treatment available and in working condition
e To confirm whether there is a dedicated place for colposcopy and treatment, or if
treatment is provided as a part of the general OT set up at the facility.
e Baseline assessment of knowledge, attitude and practices of providers and clients
towards cervical cancer screening based on the validated tool.
Phase 2:
Step 1
A root cause analysis of problem would be done to understand the barriers to cervical
screening. The problem would be considered under the following perspectives:
People: Lack of awareness (HCW/clients)/lack of training of the HCW
Policy: Lack of uniform policy for screening
Place: No designated place in a busy OPD
Procedure: The method may not be available easily or feasible.
Each of the participating centres may have an individualistic approach to the implementation
and will be planning a contextual intervention.
Step 2:

The following interventions are planned:

1. Recruitment of designated para-medical staff for cervical cancer screening in all routine

OPDs for creating awareness
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Installation of posters, video displays regarding cervical cancer screening in OPD areas
Routine sensitization of doctors for cervical cancer screening by the designated
resource person.

Identifying and designating an area in OPD specially for cervical cancer screening to be
run by the trained para-medical staff

Training of paramedical staff for performing VIA in women as a cervical cancer
screening method (as the resources might not be sufficient to collect Pap smears and
HPYV tests in all women)

Pre- and post-test counselling of all women attending the gynaecology clinics for
cervical cancer screening

Allocation of days for the purpose of cervical cancer screening; for example, second

Saturday of every month.

Outcome Indicators/Deliverables

Establishment of designated areas for screening by para-medical staff
Record of pre-test and post-test counselling practice for cervical cancer screening
conducted by para-medical staff
Record of regular awareness activities conducted by the paramedical staff
Percentage of women counseled for cervical cancer screening among those attending
clinics (non-pregnant women in the age group 30 to 49 years).
Percentage of women tested for cervical cancer screening (Pap/HPV/VIA) among those
attending

o Number of visits needed for testing

o Percent screen positives

o Treatment provided

o Number of dropouts

o Number of missing reports

Percentage of women who denied cervical screening

Numerator: Number of patients getting adequately counseled and tested

Denominator: Number of patients attending gynecology clinic in the age group of 30 to 49

years.

S.

Data Collection Protocol at Site
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Each center participating in the surveillance will have a Site Coordinator equivalent to Co-
Principal Investigator (PI) and two Co-Pls one each from Gynaecology and Pathology who will
facilitate data collection with the help of a research associate provided from the WHO-CC.

Algorithm for ‘Screen-and-Treat’ Approach

Eligible women undergo screening

= 2

Screening and testing strategy

-

Screen negative Precancerous Lesion Cancer Cervix suspected

Rescreen

after 5 years

Lesions not eligiple for F

management

at tertiary centre

screen and treat

Refer for

colposcopy and proceeq

Screen and treat possible
Treatment provided

Screening after 1 year
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6. Work to be performed

e Surveillance of all women in the age group of 30-49 yearsattending various
departments of the selected hospitals; how many of these are advised or referred for
screening, how many actually get cervical screening; to know the screening modality,
diagnosis, treatment provided and outcome of the screen-and-treat strategy.

e Record of Follow-up advice given :Standard form with detailed information filled for
all women with diagnosis, screening modality and treatment strategy and outcome

e (Capacity building of health providers on how to capture all eligible women attending
hospital in the screening program

e Data Capturing Tool to be initiated so as to cover all women

7. A.Scope and Duration
In this multicenter, cohort surveillance, we will include women in the age group of 30-49 years

coming to department of Obstetrics & Gynaecology and are referred for cervical screening.

B. Ethical Clearance
—IRB by facility at the institutional level to be obtained by the center
—Center to also obtain patient consent/authorization to release medical records

—WHO to provide supporting letters to participating centers

C. Data Custodian and Sharing

—Facilities will be data custodians for their centres and will retain the ownership of their data
and any inference or analysis will be done in consensus with facility faculty

—The individual facility will have the right to analyse and publish their respective data at their
discretion.

—Analysis of the pooled data will be done after data collection is completed with WHO technical

guidance, support and participating centers inputs

7. Budget(Annexure)

—AIIMS will develop a standard data collection tool for the surveillance together with WHO
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—Center co-ordination will be done via the WHO Collaborating Centre (see Annex)
8. Annex: Deliverables and Payment Schedule
1. Monthly Denominator Report to Co-ordinating Center (see annex)

2. Completed CRF forms through online submission

o Screening modality
o Treatment strategy
o Outcomes

3. Completed Excel file and Technical Report to Co-ordinating Center
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9. Annex: Network Resource Persons

Name
[nstitution

I. AIIMS,New
Delhi

SJH, New Delhi

[\]
.

3. MGIMS,Wardha

1. GKNM Hospital,
Coimbatore
AIIMS,
Rishikesh

i}
.

oooooo

of Principal

[nvestigator
‘HoD)

DrNeerja
Bhatla

Dr Sunita
Malik

Dr. B. S. Garg

Dr Latha
Balasubramani
Dr Shalini
Rajaram

Note: Intellectual Property Rights

Co-Principal Co- Co-Principal Co-Investigators

[nvestigators [nvestigators [nvestigators

Gynaecology Pathology

Dr Poonam  Dr. Shuchi Dr. VB. Dr. Abhay
Varma Jain Shivkumar Deshmukh
Shivkumar

All rights, including ownership of the pooled data and copyright thereof, shall be vested in

WHO, which reserves the right (a) to revise the work; (b) to use the work in a different way from

that originally envisaged; or (c) not to publish or use the work.

For Contractual Partner:

Signature:

Name:

Title:

Date:
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Project Name: “Standardizing data collection and cervical cancer screening
protocols to improve facility preparedness and capacity building for cervical
cancer elimination”

WHO CC, MGIMS Sewagram at Department of Obstetrics & Gynaecology,
funded by WHO SEARO

S.No | Name No of Qualification Upper Duration Emoluments
Posts Age of project
of Post .g . proJ
Limit
1 Project 1 MBBS/MSc or BSc 35years | 6 Months Rs 35000/Month
Research Nursing with 2 )
. , . (consolidated)
Associate years’ experience /
Master’s degree in
Natural or
agricultural

Sciences/ MVSc (all
from Recognized
University or

Equivalent)
Field 1 High school 35 years 6 Months Rs 17000/Month
Worker/ANM Experience with

. (consolidate)d
one year experience

in related field wok
from a recognized
Institute /ANM
Qualifications

* No TA/DA will be given for appearing for the interview
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N, World Health 5. e e
“y Organiza tion Logfsl#?gs"‘fm AND WHO Referencel Référence OMS

Global Service Centre WHO Registration ~ 2021/1101610-0

Block 3510
Purchase Order 202652451
COVERING LETTER e Unit Reference ~ SRH/MCA/SEARO
LETTRE D'ACCOMPAGNEMENT MALAYSIA
g5C-pIocy rgmﬂm Aot

Dr B S Garg

MAHATMA GANDHI INSTITUTE OF
MEDICAL SCIENCES
WARDHA
P.Q. Sewagram
WARDHA
MAHARASHTRA
442102
India

AGREEMENT FOR PERFORMANCE OF WORK (APW)

Re: Piloting of pre-service, comprehensive abortion care training tool for undergraduate medical students.
We are enclosing the Agreement for Performance of Work between the World Health Organization and MAHATMA GANDHI
INSTITUTE OF MEDICAL SCIENCES, WARDHA, in the amount of INR B68,000.00 (Eight Hundred Sixty-Eight Thousand), for conducting
the above-mentioned work. We also enclosed one attachment(s) referenced in the Agreement.

Kindly acknowledge your acceplance of this contract by returning the email with a copy of duly signed Purchase Order (all pages),

For any technical questions relating to this Agreement, please contact the responsible technical officer, Meera Thapa UPADHYAY,
upadhyaym@who.int.

Invoicing Instructions for Contractors who are legal entities (Company Contractors):
invoices must be sent via email to accountspayable@whant. Other than invoices, please do not send any enquiry to this email address. You
may contac! the above responsible technical officer for enquiries.

in order to ensure timely and accurate payment, invoices must include:
* Invoice number
« Purchase Order number against each invoice line;
« Invoice descriptions matching with PO descriptions
« Invoice currency same as the Purchase Order Currency also corresponding with the currency of the bank account provided to
WHO;
» Supplier name as in the PO

Invoices shall be clearly readable and stamps or any other additional markings should not obscure the original invoice content. Invoices
shall not be handwritten.

On behalf of the World Health Organization, we would like to thank you for your collaboration.

WHO Global Service Centre
cc: WHO India

Concerne: Piloting of pre-service, comprehensive abortion care training tool for undergraduate medical students.

Veuillez trouver ci-joint I' Accord pour Exécution de Travaux entre I'Organisation Mondiale de la Santé et MAHATMA GANDHI
INSTITUTE OF MEDICAL SCIENCES, WARDHA, pour un montant de INR 868,000.00, vous permettant de mener 4 bien le travail
susmentionné. Veuillez également trouver 1 piéce(s) jointe(s) mentionnée(s) dans I'‘Accord.

Merci de confirmer votre acceptation de ce conlrat en nous retournant le courriel et une cople diment signee du Bon de Commande (
complet)

Pour toutes questions a caractere technique ayant trait a cet Accord, veuillez contacter le responsible Meera Thapa UPADHYAY,
upadhyaym@who.int.

Wy



World Health  iocirement ano
Organization  Locistics

WHO Reference/ Référence OMS

Global Service Centre - s 1/ |
AGREEMENT FOR orizo | oo e
PERFORMANCE OF WORK o Cibarnth Unit Reference  SRHMCA/SEARO
ACCORD POUR MALAYSIA
EXECUTION DE TRAVAUX

Instructions concernant la facturation pour les contractants qui sont des personnes morales.(Personne Morale ):
Les factures doivent étre envoyées par courriel a accountspayable@who nt. Outre les factures, n'envoyez aucune enquéle a cette adresse de
courrier électronique.Vous pouvez contacter le responsable technigue responsable ci-dessus pour toute demande de renseignements.

De maniére a garantir un paiement exact et ponctuel, les factures doivent impeérativement comporter.
« Le Numéro de facture
Le Numéro du bon de commande , répété a chaque ligne de facturation
Des descriptifs des produits identiques & ceux du Bon de commande
Une devise de facturation identique & celle du Bon de commande el a celle du compte en banque fourni a I'OMS
Un intitulé de facture ( nom de fournisseur) identique a celui du Bon de commande,

Les factures doivent &tre parfaitement lisibles. Le contenu de la facture ne doil en aucun cas étre masgué par un tampon ou tout autre
marquage. La facture ne doit pas étre manuscrite.

Au nom de I'Organisation mondiale de la Santé, nous vous remercions de volre collaboration.

Centre mondial de services de 'OMS
cc: OMS India

AGREEMENT FOR PERFORMANCE OF WORK Page 10of 7

Sensitivity: Intemal & Resincted
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GLOBAL i =5
@} Bvrogr;cll‘ ||:§‘tair(:‘):'[.: Egglcs‘::_‘ﬂcﬁg‘gm AND WHO Reference/ Référence OMS

Giobal Service Centre | WHO Registration  2021/1101610-0

AGREEMENT FOR R b Purchase Order 202652451
PERFORMANCE OF WORK 300 Cihedese Unit Reference ~ SRH/MCA/SEARO
ACCORD POUR MALAYSIA S
EXECUTION DE TRAVAUX ascpronyenent@whoint

The WORLD HEALTH ORGANIZATION hereby agrees lo provide 1o
L'ORGANISATION MONDIALE DE LA SANTE s'engage par la présente @ fournir @
MAHATMA GANDHI INSTITUTE OF MEDICAL SCIENCES

WARDHA

WARDHA
INDIA

The Fixed amount of/Un montant Fixe de: INR 868,000.00 (Eight Hundred Sixty-Eight Thousand) in respect offen vue de: Piloting of

pre-service, comprehensive abortion care training tool for undergraduale medical students.

For the period financed by this Agreement From/De: 01-MAR-2021
Période du projet financée par le présent Accord To/A: 30-APR-2021

Summary of work/ Description sommaire des travaux:

Description of work under this Agreement/ Description des travalix faisant l'objet du présent Accord:

Review the course outline, training curriculum, schedule and training materials provided by SEARQ before starting the
training.

Conduct training using the facilitator's guide for each session.

The theory session for knowledge update will be conducted as outlined.

Various training methods illustrated lectures, case studies, drills, group discussions, demonstration in model,
demonstration in clients and other innovative approaches will be practiced.

Some demonstration on counselling and other CAC procedures will be tested using provided animated videos.
Review and comment on the training tool based on the experience of the training.

Provide feedback loop on content, training methods, training duration, use of appropriate training tools as planned in
the draft training tool.

Financial arrangements/ Dispositions financieres:

Payments will be made as follows/Les versements seront effectués comme Suil.

Deliverable/ Résultat Due date/ % Currency amount/
Date remise Montant en devise
7 | Upon signature of Agreement 01-MAR-2021 - 25.00 217,000.00
2 | Upon submission of training plans in detail to SEARQ Team | 15-MAR-2021 65.00 564,200.00
3 | Upon submission of all deliverables and certified financial 30-APR-2021 10.00 BE,&OO.OUAI
statement
Annexes

The following annexes form an integral part of this Agreement/ Les annexes lislees ci-dessous font partie intégrante de I'A coord:

Annex/Annexes | File Name/ Nom du fichier ]
T T2021/1101610 | Contractual - Terms of Reference | =i

In the event that the annexes contain any provisions which are contrary to the terms of this Agreement, the lerms of
this Agreement shall take precedence/ En cas de contradiction entre les dispositions des annexes et celles de

AGREEMENT FOR PERFORMANCE OF WORK Page 2 of 7

Sensilivity: Internal 8 Restricied
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@( ) World Health glﬁggﬁlﬁmemmn B

X !ﬁ Organization  Looistics

WHO Reference/ Référence OMS

Global Service Centre : ;
AGREEMENT FOR Bock 3510 N acsoraer 207650451
PERFORMANCE OF WORK e bt ety Unit Reference  SRH/MCA/SEARO
ACCORD POUR MALAYSIA
EXECUTION DE TRAVAUX psc-procuremen@ho nt

[Accord, les dispositions de I'Accord prévaudront dans tous les cas.

The undersigned parties, having read the terms and Les parties soussignées, ayant lu les modalités et les

General Conditions, hereby conclude the present

Conditions Générales, ratifient 'Accord et confirment

Agreement and confirm their agreement and acceptance leur acceptation.

thereof.
ON BEHALF OF WHO! POUR L'OMS

Responsible WHO Technical Officer:

Fonctionnaire technique responsable de I'OMS:

Meera Thapa Upadhyay
Technical Officer (Reproductive Health)
SE/FGL Family Health, Gender and Life Course

Approved by:
Approuve par:

Neena RAINA
Coordinator
SE/FGL Family Health, Gender and Life Course

Authorized Signatory:
Signataire autorse:
- - T
Mr Prem Prakash Chopra
Team Lead, a.i.
Global Procurement, Processing and Logistics
(WHO BOS/SUP/GPL)

Processed by:

Traité par:

Suganthi Nallasamy

Senior Procurement Assistant
HQ/BOS Business Operations

PO Approved Date:
PO approuvé le:
03-MAR-21
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GENERAL CONDITIONS CONDITIONS GENERALES
1 Mnﬂupshrm-,uummhﬁmumﬁmdlmmumw 1. Relation entre les Parties |l n'est pas nstiue de d & employé aux lins
creale any empioy yee hip. In this respect. the conraclor shall be solely de I'exéculion des ravaux A col agerd, e w8t soul resp ble oo dont

responsible for the mannet in which ihe work is comled out Thus. WHO shall nat be

ponsble for any lass, denl, damage o injury suffered by any persan whalscever
mnnnumdmunmunnnlmswh.nmwmum. Insurance covirage for any
such |oss, accident, damage or injury will be the contractors responsaility, including
whare soprcpriate. for wsad by the cantractor 10 carmy out the
work,

wmmmwnmefumwmmmWnampmm insurance coverags
I Ihe contracior lor travel in WHO vehicles. WHO declines all responsibity for
non-paymant by the i+ .dnnupmulammlmwnrhrlhe
contracior Tor any accident. In case of such non-payment. he conlractor shall be obliged
mmm-wmmdnrmulmmmawhmmmymmmw
contractor.

2 Rights. All rights i Ihe work, including ownerahip of the onginal work and copyright
iheroof, shall be vested In WHO, whicn reserves the nght (a) lo revise the work, (b} o use
Ihe work In @ different way from that originally envisaged. or (¢} not 1o publish or use the
work,

3 Payment and use of tunds. If ine opton, o the taca of this agreament, for payment
of 8 fwed sum applies, that sum s payabie in the manner pravided, subjed lo proper
pertormance of the work,
It thvs option for payment of @ masimem amount apples
Wy hmmnmmummuﬁmﬂmeHMamm and
any unspent balance shall be refunded 1o WHO. In Ihis latier case, any financial
stalament required shall reflect expanditures according 1o the relevant main
calegones of expendiure, and
(i} o the extant the contractor is required lo purchase any goods andior servicen in
connection with is of this agr W, the contracior shall ensure that
such goods andior services shall ba procured in accordance with the princple of
besi value for maney. "Best value for money” means the respontive offer that s the
besl ion of ical spec s, quality and price.

Contractars wha are kegal entilies { Mer raforred Lo as "Company C ") st
submi #n nvoica (G the contracting WHO department or the WHO Globsl Service Cernter
nwﬂubmivepﬂmntlnmslmmlmmmmmm
ndividuats (heinatier seferned o as “Individual Contractors’), who can be pad upon
mwmmmmwmmwmw required delverabiea (incluging Bny
raquinad technical repons and financal stalements) o a salistactory manner

The Imvoice from Cormipany Contractors shall reflect any tax axempton 1o which WHO
may be eniitied by reason of the Immunity it enjoys. WHO s, a5 & generdl rule, exempl
from sl direct taxes, custom dutius and the like, and the Company Comractor wil cansull
with WHO 30 a5 (o avom the impaosibon of such charges with respect 1o the agraement
and e work performed hereunder, A fegards eacise dulles and offer faKis MpASH0 on
e provison of goods and services {eg value atided tax), the Company Contracior
agrees 10 verify in consultation with WHO wheiher in the cguniry where thi lax would De
payable, WHO is exempl from siich (ax al the source, of pnlifled fo clasm resmbursement
nmmaf.nwm“mmhwmmdum.nsmm Indicated on the invosce.
whereas it WHO can claim resmbursement thereo!, the Company Contractor agress 1o fist
such charges on ls invoices as 3 separaie fem and, 10 the axten! required, cooperale
Wit WHO 1o enable reimbursement thereol.

WHO shall rave no responsibility whalsoever for any laxes, duties of oiher contrbutions
payable by contractors, Payment of any tases, duties and other coniribubions wiuch a
contractor may be requved 1o pay shall be ina sola responsibility of iat contractar whe
shall not be entitied 10 any rekmbursement ihereol by WHO.

4, Satisfactory ce. If the work & not satafacionly compleled (and, whefe
appiicable, dekvered) by the date fined in Inis Bgreement and/or it any financisl statemant
oquited & nol faciorly sub to WHO in with genesal congiton 5
oW mnmyspwhmmtiwmwlmmmmmnlmm
satsdacionly parformed. Normally such additiornal pariod should be of &1 least one waek's

AGREEMENT FOR PERFORMANCE OF WORK

Jos Iravaux son! exécutds, Ainsi, TOMS ne SBUTSI| ASSUMES, & régard de quelgue personne que
ce soil, aucune responsatdié pour loule perie. loul accidant, loul dommage ou |outs blsssun
Subis @U COUNS oy BN Mison de Yexecution des iravaus ou a'un deplacemant les concemant. La
mise en place Tune couverute Fassurance pour joute perle, toul accuent, loul domimage ou
ioule Blessure Subis mu cows ou en rason de lexecution deos travaux sera dié i
responsabiile du contratiant y compeis e cas Bahéan, toule couverture d'assurance pour ies
persennes auxgualies i contraciant TRCou pour Mgaécubon des lraviux

Sars prejudice de ce qul prevede, FOMS peul dens ceriains cas, fourmit une couverture &
aswamemmmntmmmdumanwummumuul'ouaLmsoidﬂ
Toule resp dité pour le n i par la pagn de la ttaiite ou d'une
Mnmmmmwwm“mmpﬂwmrhcmmmmimm.
Enmuumum_humnm'nmmwwmm-mﬂmmmwmw
une partie des avances que IOMS pourrall lul avoir versaes.

2. Droits. Tous las drofis allachis ux NBVEL, y COMMprs |& proprigtd des iravaus ongnauk &l
fe drod dauteur y afierent, suroni ddvolus & FOMS Qui 58 niserve | droll 3] de Téwsor i85
fravaus, D) Tuliliser 165 ravaux dune aulre mankers que celbe mitialemen: envsages. ou t)
de ne pas publer i bl [0s vk

4 Paioment et Utilisation des fonds. Si loption appiicable - prévue au recie du présent
accornd - est calle du palemant d'une samme fixa, Calte samme est payatle dand les conditions
prévues, sous réserve de [oxécution satisfalsants des Iravaux.
Si l'option appicable est calis du pai d'un montant maximum

(1) les fonds serant utilisas enclusivement aux fins des ravaux pricisés dans Faccord e toul
solde non ulllisé sera remboursé & I'OMS. Dans ce demier cas, les élats financiers requis
devrant indiquar lee montanis BNgages pour les principaus postes de dépenss o
(i} dans la mesure ol le conkractant doil acheler des blons ebiou des services quelcongues
dans le cadre de Texéculion du présent accord, il devra weillar & ce gue (achal de ces biens
sliou services soll effeciué sur la base du prncipe du mailleur rapport qualitd-pry On enfend
par « meleur rapport qualiie-prix » ['offre qui présenie |a meilleure cambinaiscn dis point da
e das spéciications (ech))|ques, de la qualité ol du prix

Afin  d'dre paye. los conlractanis oui  soni des parsonnes morales  (crapras
dénommés « Personnes Morales ») dovant présenier Ung facture au dépanament contractant
de 'OMS ou su contre mondial de sanvices de 'OMS. Las contractants gui 0Nt 085 Personnas
phy {g-apres dé = uFmF‘hvshm:)mMpﬂimﬂymdﬂ
facture et peuven! dtre payés au moment de |a rhcaption, sous une forma salisfaisante, des
Iivrables requis (y compas tout rapport technique et #at financier requis) par le déparlement
contractant de 'OMS.

La faciure des Persannes Morales devra rafldler 1nite exoneration dimpal A laquele romMs
pourrait avor drail en very de Pmmanite dont elle joult. De marsgre géndrale, rOME esl
exonarée de loul impdi direct de toul arot de dauane ef de ous droils el liaes sunlwres, &l la
Personne Morale devrs S8 (mellre en fapport avec OMS. afin déviter lapplication des dies
charges en rappon aved |8 prasen Socord ef les Tavauk gur wn thsuhant En ce gl conoeng
g Impfits @l autres charges NIECIs imposés sur 18 fourniture oe Diens Bl de Services. |par e
taxe & |3 valsur ajoutée). |a Personne Morale accepte da winfier en oonaultation aves 'OMS sl
dans le pays ol la charge serail exigible, 'OMS est exonivée de |ndite charge 4 |3 source ou
est 8n droit den reclamer e ml.S:iMumﬁulnm!bw
aloutee, cala davra 8ire indigué sur (o fagture, landis que & I'OMS ot en droit don réclamar l&
remboursement, |a Personne Morale accepte de mentionner cetts charge de fagon separée sur
ses lactures &, 5| nécessalre. do Coopérer avac FOMS afin d'en obtenir ki remboursement

L'OMS rencourra sucune responsabilité pour guelque taxe, droil Du aulre contrtyan ol par
les Lo i de gue taxe. ol ou  @utre conirtubon qui'umn
coniractant pourrall &ire tenu de payer sera de Paniire responsabilité de calui-cl el A Walra
droit & aucun remboLirsarient e la part de FOMS & co litre

4 Exécution satistaisante. S| les ravalw fie SOt pas accomplis comeclamart (ol le cas
dchisant, lousnis) & la ol prévue par faccord ou sl toull etat financeer requis r'est pas SoUMS
oe fagon sat a 'OMS sment 4 fa condition géndrale § chdessous, IOMS peut
accofder un déled supplémaniare & Fexpiralion duguel laccord doil &tre axacull de fagon
satisfmsante. Eumlawﬂin.wdﬁwmmmmmnumm 4 mains
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duration, uniess It is clesr from (ne agreement thal il was particutady important mat the
performance be completed on ihe date specified, In which case WHO may specily a
m:pﬂuumuhwlmyﬂmwmuﬂ.Inmmrﬁuu:uwwuuis
nmmmﬂmundlmﬂmnmm.ww | patiod

auil ne ressorie clairement o8 Faccond quil wail particuliérement (mportant achaver les
\ravaux & la date njtialement prévue. auquel cas 'OMS peul accorder un célal plus courl ou
refuser la moindre prorogation. S les tavaux ne sont pas achevés sl livrés de fagon
ll-mwtunwtlwmamudﬁnummamurw.

gm-dwmmmdbrﬂuyﬂnmmnemrwﬂnﬂnnﬂmmrwumd

woudmuahanwuuhﬁuwmmdlhwnmham

1o WHO In accordance wilh genersl condifion 5 balow, WHO may ¥
this agreement (n addition 1o the other remedies), in accordance with genaral candiltion
13 helow (withou! baing held 1o grant the confracior an additional pencd of thirty (30} days
|a parform, complete and Oedver the work)

% Completion and delivery. Tha Eonimactor shall complete and defiver the work to WHQ
|induding any technical rapor that may be sequired) by (he oate fikea in (s sgreement or
any adaitionsl penod that may be grantd by WHO under genersl condition 4 abave Any
linancial statement required shall be submitied within thirty (30) oeys tharasfier at the
(aiest If the saymenl schedule on the face of INis agreement provides for a final payment
upart completion of the work, (hes final wwlmmmmmm
jecaipt of all defiverables called for under this agreement, ineluding any technical repon
and financlal statement

5. Certification of status of individual contractors. Each Indwidual Contractar centifies
|hal helshe does nol presently, and will nol during the term of this agreeman holg any
Yorm ol contraciuil relabanship with WHO (including any WHO regional, country or project
ofiice, as well Bs any programime cenfer of oifed sntity whers stafl s subject 1o WHO
Stalf Regulasons and Rules) Ihal confers upon ihe individual Cantracior the status of 8
WHO staff The | i Co urderstands thal 3 lalse stalemert may
resull in Ihe cancelistion of any or all contracts, andior the withdrawal of any offer of &
soniract, with WHO

7 I g human participants. It and fo the exiznl the work 1o De
performed under The agresment ncludes surveys of Inlerviews wwolving  hurman
participants (nereinafter reflerred 1o as Tressarch®), the following shall apply

7.1 Ettwcal Aspects

It = the ity of the to sateguard the rights and weifare of human
mmlmveelnmnmpﬁmmdumlhhnwm,m d with tha

confor il générale § ¢ Org peut immé ) ribs fliar
Ju présent accord (sans préjutice d'avires recours dont elie peut disposer). confarmement 413
condition générale 13 croessous (sans dlre lenue d'accorder ay coniracianl une période
supplémentaire de frertu [30] jours pour eXacULEr. aEnaver al livrer les travaus)

5 Achévement el livraison. | & coniracian! achave &l livre les travaux & MOMS (Y compng lout
rappon echnigua Qui Bo irg raques) A 18 aal prévue par Faccord o & Fonpirahon da lout
wélal supplémentaire accondy par IOMS en applcaticn do la condiion generaie & Ci-Oessus,
Toul &tal linancier réquls 51 soumis 3u plus 1ard dans les irente (30) jours qui swvont. Si e
calongrier de paement privi su rectks de I'accord prévoit je pakement 4 la fin pas ravau,
celul-c nlest effectué qu'aprés réception, sous une farme satisfalzante, de Wous les ables
exighs Bux larmes de raccard. y comprs les rapports techniques ot les dlats financiars.

6 Cenification du statut dés personnes physiques. Toule Persanne Physique cenifie qu'
ells n'a pas acluellemant el naua pas pour la durée du présanl accord, de relaticn
contraciuelie nvee FOMS (y compris les buredus rogianmuz de FOMS, les bureaux de pays ou
e projel. les programmes. centres du entiés ou le personnal sl soumis 3 Slaiul &l au
Reglement du Parsonnel te TME) kil conférent o statul de membre du personniel de 'OMS
Toute Fersonne Physiaue comprend qulune fausse deciaration de sa parl peut entralnet |
annulation de fous s corirale, atiou le tetrail de toude offre de GONIEE, avec roms

7. Recherches impliquant des &tras humains. 5i &l gans la mesuie oJ IS ravaux 3
effariusr dans le cadre du présent accord ivcluent des éludes ou interviaws impliquant des
Mres humaing (ckaprés canommes “recherches’ ou "étide de sujets humains’), les points
sulvants sont applicablas:

7.1 Aspects dlhiques
tmnumwmmmmumnmwmmumhmmmm
accord el impligquant I'dtude de sujets humaing, los droits o la santé de ces demers soient
prolégas confarmémant au code déthigue ou & fa législation ou pays, ou, & défant, = ja

npproprate national code of ethics or legisiaton it any, and in the absence thareal, the
Hetsinki O and any sub 1 1s. Prior t0 commencing any such
research, The contractor shall ensure (hat () the righis and welfare ol the subjects
imvolved i the resesteh are adequately protected, (b) freely gven informaad consEnt has

Déclaration d'Hel 6t aux amendements qul pourraent i #tre ultérieurerment appones.
Avani te commences fputn rechancha, je confractant doll S'assurer que: 3 les drotts &t |8
bien-glre des swels impliguss son! suffisamiment prolapas; b. ke consanlement |0ra el eciare
2 #é pblenu pour lous los participants. ¢ des oxpens ndépendanis désgnes par le
contractant onl Ewalud lgs risques of les avantages polentiels @l onl juge s s'equilibrent de

ween obisined for all participants. (o) the bal 1 nsk and p | bensfis sccepiable i ( loule Bxgence pariculers de le rbglementaLon fnalionasle o et
invalved has boen assassed and deemod acceptable by # panel of independen! experts  sajistaite.

appointed by the contractor, and (d) any special national requirements nave: been mel 7.2 Exigences régiementsres

7.2 Regulstory Requirements 1 Incombe au contractart de raspecter la régiamentation nationale relative aus recherches
It is the responsibiity of the contractor o comply with the natanal reguiati impl Pétude de sujets humains.

pertaining to research involving human subects. 7.3 Protection des suets humains

1.3 Proteetion of Subjects ) ) Sans préjudice des obhgal I t aux lermas des los an vigueur, le contractant
Withou prejudice o obligations under applicabls |aws, ihe contractor shall make peandra des ppeop an vus d'éminer ou d'atiénuer toute conségquence négatve
appropriaie arrangements 1o s co miligate any Hagetive 10 Subjocts oo les sujots ou leur famile resultant de ln condulte des recherches dans le cadre de cal
o Ihew {amilies resulting om the of the 1 under Ifis ag USUEh  agoord, Ges masures comprendranl, dans |s mesure du possible, des consels appropries. un

arangements shall 1o the exiani feasible nclude appropriate counseling, Mmedical
rmaiment and fnancisl rellel. The conttacior furthermors underakes (o prodect the
confidentiality of the information relating fo he possidie igentification of subjects nvolved
in the research

8 Compliance with WHO Policies. By eniering into ihis agreemen, Ihe contracior
acknowledges that it has read, and heteby accepls and agrees lo camgly with, e WHO
Policies (as definad below). In cannection with tha foregoing:

Company Coniractors shall take appropriale measures to pravent and respond o any
volatons of (he standards of conduct, as descrbed in the WHO Pollcies, by heir
employees and any olher persons angaged by ham to perform the work under the
agresment. ang
- Indrdual Cantractons shall not engage in any conduct thal would consstute a visiation of
ha of conduc, a5 in the WHO Policies.

Withou! limiting the faregoing, the conlractor shall promptly repar 1o WHO, n ]

rallemen! madical 8l un dedommagemant financier. Le coniractunt s'engagsd on outre A
protéger la ctere confidentiel das ind i Gl I p didentier les
sujets impliqués dans |as aludes.

8 Respect des politiques de 'OMS. En concluant cel neccord, | contractant reconnall quil a
lu les Politiques de FOMS (telies que définjes el qu'll fes ple &l conviant de s'y
confarmer, En lien avec oe qu précéde -

 los Parsonnies Morales doivent prendre des mesures approprides afin de privenic et répondre
& toute viclation des nommes de 4 telies que décriles dans les Poll de 'OMS, pat
Isurs employés el par (ouls aulne pemonne gu'slles ont -ngwmlmwlummm
veriu de cel accord; &1

- les Personnes Physiques ne dovenl pas adopier un comportement polvan| constiuer une
vickation das normes e condulte, telles que décrites dans les Politiques de FOMS.

Sans limitar |a portée de ce qui préckde, le conlractant dod immédiatement signaler & I'OMS,

wilh tha terms of the applicable WHO Policies. any aclual ar suspacled violations af any
WHO Policies of which the contracter becomes aware. For purpases of (his gresment,
e ferm "WHO Polices” means coliectively (1) thi WHO Code af Ethics and Professional
Conduct, (W) he WHO Polcy on Sewwal Expictation and Apuse Preverlon and
Respanse, (i) tve WHO Code of Conduet for rasponsibie Research, (iv) the WHO Policy
on Whistietlowng and Prolecton Against Retafiabon. and (v) the UN Supplier Code of
cum.nmw‘ummwo«-mmmmmnmwuy i on

o aux dispositions des Poltiques de 'OMS applicables, toute viclation resie ou
p ge donl 1| 2 concernan oute Politique de MOMS. Aux fnz du présani
accord, Fexpression o Poltiyues oe I'OMS » sigrife collactivernent | (i) le Code d'dthigun el de
téontolpge de 'OMS (1) 1a Polingue de FTOMS ralalive & 8 prévenbon gf & 1a luile contre |
xploitation et las abus sexuels, () le Code de condufle pour une recharche respunsabie. (V)
| Politique oe 'OMS sur le wgnalement dos acles rép irh les el la p contre les
représailes. &l (v) la Code de conduiie des fournisseurs des Nalions Lines, y compris kurs

he WHC wabsie al the fallowing links,

AGREEMENT FOR PERFORMANCE OF WORK
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it www. who. int/abouti yipe jand for tha UN Supplier
Code of Conguct and at hitp.'www.who intaboutiethics/en/ for the other WHO Palicies.

gu e&st du Code de conduite des fournisseurs  des Nations Unles, &l
ity weww wiho. intfaboul/etics/en! pour ce qul 8=l des autres Politiques de VOMS.

9. Zero tolerance for sexual exploitation and abuse. WHO has zefo lojerance

sexual explotation and abuse. In this regard, and without lmiing any other Provisonsg

pentained hoemein
. sach Company Caniractor warranis thal (L will () take al reasonable and
appropnaty mEasums o prevenl sexual exp or abuse a5 ibad in
the WHO Puoiicy on Seaual Expioitation and Abuse Prevention and Response
by any of e employees and ary ather persons engaged by i 1o portorm the
work under the agresmant: and (i) promptly report 1a WHO and respond 1a, in
secordance with the terms of the Policy, any petusl or suspected viotations of
the Policy of which the Comparty Contracior hocormes aware, and
. gach Individual Contractor wananis (it heishe will; (i) not engage n &Ny
conduct that would constiliste seousl explonation or abuse 85 described n the
WHO Policy on Sexual Expioitation and Abuse Pravention and Response, and
(i) pramptly repon o WHO. in sccordance with the terms of the Palicy, any
md«mmmmmmam%mmnumm
hecomes aware.

10 T A Related Disel SU nl. Company Contracioes may be
tecuiired 1o disclose relationships they may have with the lobacco andior arms inausiry

completion of the WHO T A Disclosure Siatement I the eveni WHO
requires completion of his Statement the Company Contracior ungeriakes nal fo perma
wark o he agreement 10 cammence. unis WiHO has assessed the oistiosed mlormation
and confinmed |6 the Company Contractor n wribng thal the work can commence

" ;

tor the enlire guration of the agreerment that:
() It s not and will not be mvolved in, or mssocisted with, any person or enlity

d with BS I+ by any UN Secunty Councl sanctions

regime, that il wil nol make waﬂwmlmnwmnwulwm
porson or entity and ihat it wil nol anter into By amployment or subconirachng
relatonship with any such person or enfily.
() It ahad not angage in any llegal. corrupt fraudufenl, collusive of coarcwve
practices (ncludng bribery, fhefht and other mesuse of funds) m comnection wilty ihe
sxpcution of the agresment. and
(i) tha contractor shall fake: all necessary precautions ko prevent me finascing of
Jetraesm andlor any Megal cormupt, fraudulent, collusve o cosrcwe praclices
(Including tribery, nefl and aire miguse of lunds) in connection wilh the @xecubion
of thi agreement.

Ary paymenis usad by (he contracior lor the promotion of any terrafist activily or any

fegal, cormup), fraudulent. collusive of coarcive practice shall be rapaid 1o WHO without

dalay,

The contracior warrants

12 th-mwmumwlmmd tha
B DViSS of genaral G,B.WWHMtﬂuﬂmamemnujImoim
sgreement, and thal in case of breach of @ny of these provisions, WHO may, i its scle
discretion, decide 10
(1) terminate ihis agresment, andior any oiher contract concluded by WHO wilhh the
contmele, mmadiately wpon witlen notee o the contracior. without any liskility far
\enmination charges or any oiher liabdily of any Ring, anaor
(i} sxclyce e contraclon from paricipating n any ongoing of future tenders andior
entanng into any fulure contrachyal of collaborative relationships with WHO

WHO shall be entifed to report any violation of such p fons ta WHO's go g

bodies, other UN agencies, andiar donors.

13, Termination. WHO may terminata this agreemeni or any part therea! with immedate
aflact (in addition fo any oiher rights o remedies lo which WHO may be enlitled, ncluding
the nghl to claim damages), on writien nolice o the contractor if the contracton 15,
{i) in breach of any matenal g | under this ag and, to s pxient
wuch presch s capable of being remedied. fails o cotrect such preach wilfen @
perad of thirty (30} gays after having (ecaived @ witlen natification 1o hal: efiecl fom
WHO, or
(i1} adjucscated bankrnupl or farmatly seeks raliat of it financ:al obhgations.

{4 Use of WHO name and emblem. ‘Wiihoul WHO's prior writlen approval, the
sorirsctor shall nol. in any ststement or matenial of an advartising or promotional nature,
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9. Tola zéro pour l'exp tion e1 les abus sexuels. L'OMS applique la tolérance 2ér0

on mistire dexplioltancn of d'abus sexuels. A tet dgard, ot sans imier la poriee de toule autre

disposition gu présent accoed -
- ghague Porsonne Morale garanil 1) quelle prendra loudes les mesures
raisonnables @1 ADPIODI&es pour prévent toul ade dexploitaton ou o abus sexuels
Jels que decrils dans i Poliique da FOMS relatvg @ ba prévantion et A |4 lutte contre
Faupiodalion @1 s abus sexuels, par fun quelconque de ses emplayés ¢ loule
autre parsonrie engagée par elle paur Exéculer s ravaux prdvus Bu e du
prégeni accord ol [v) quislie sgnolera \mmadalament & 'OMS st donrera suile 8
oule viclahon reells ou présumes de oelle Poliique coni elle a connaissance,

i 1 aux dtions de 1a Poligue; e

. chague Parsonne Physiaue garaniit |) qu'elle n'adoplera aucun e nent gui
raléverall de Fexploitation ou abus sexuéls 18ds que décrite dars la Politique de I
OMS ralative & ta prévention e! & la ktte contre r'esploltation ef les abus sexuels: et
i} quelle signalers Immédiatament a OMS toute violation réelle ou présumée dé 1a
Politiqua donl ele & CONNMISSANCE. formémant aux da la Politique.

10, Déclaration relative a Iindustris du tabacide I'armement. Il peul &tre demande Aux
Parsonnes Morales de dectarer leurs dveniuelies relalions avae lindustde du tanac et de !
grmemant en remplmsant (e déciaration requse par 'OMS relative & Nndusine ou (abacide |
anmemant Dans Jes c35 ou YOMS demande une telbe déciaration, la Personte Mol &'
engage & Ne pas Butonser i comrhencement GRs IRYAUE B Kire de 'accond fant ue FOMS o'
& pas dvalug les informabans communiquées el tonfirme par st @ ls Personne Morale que
£es ravalx peuvent cormimencer

11. Antiderrorisme et sanctions de I'ONU; fraude et corruption. Le contractant garantt,
pour touts k3 durée de 'accord
(1) qu'il n'est ni ne sara Impliqué a l'egard de, T @B%0CIA A, aucune parsonne ou entith gue
le régime de sanciions du Conseil e sscurite de PONU & désigngée commé &an! assocse
au tamarisme. qull ne lers aucun paiement &, ouU /e soutiandra daucune dulfa manibne,
una lalle personne ou entié. of gquil ne condura Bucune relation dempls ni de
sousArailBnce avec une jele personne ou aniis
i) quil ne prandra pan A susune pratigue Widgale de comuplion, de fraude. oo collusion ou
de coercilion (y cofNms, pois de vin, Vol ou Bulre \aiisation abusive de fonds) en hen avec
Fexécution de I'scoord | 8t
(W)l conifigtant grendrs loules es precautons nepessaies poul ampdcher le
fnancament du lemunsme elou loute pratique Begals, de comuption de Iraude, da
collusian ou de caerclion (y compris, pats de vin, vol ou aute utilisation abusiva de fonds)
0 llen avec M'exacution fe Maccord.
Tout pasemant ulllisé par le contractan] pour |a promolion de toute Activitd terroriste ou de loute
mmnlm,mmm.hm.wmmwammm
immédiatement rembourse & FOMS.

12. Violstion de clauses essenliellos. Le contracian feconnall ot accepla que chacune des
dispositions. des conditiond génraes B, O 10 al 11 cigessus constille une clause essantalle
du présent acoofd. et qu'en cas de manquement & Fuine quelcongue de ces disposdions rOMS
peut. & sa seule discraunn. deciier
(1) ge résdier i edalement cel accord. evou loul aulre wontral condu par FTOMS avee (&
cortractant, mayennunl dne  nobfication dcnle adressee au conleciant  sans Slre
reduvable d'aticuns oénalid sy ljire d'une teie résihation &l Sans que sa responsatiité ne
50l engagés dune quilcongue maniére Gus o8 soit. aliou
(I} dexclure le contractan! de toute paricipation 8 des appeis d'offres en CoUrs DU & venir
etiou de inute relation contracluslie ou de toliaboration fulure avec (OMS,

memmwmmmmumnmmmmuumut
'{OMS, aux aulres organismes des Nations Unigs stiou aux dansteurs.

13, Reésiliation- LOMS puut resiier avec affel \mmiadiat le présent accord ou 10UE pare de
celui-ci (en plus de (ous les aulres droils bu recouTs dont TOMS peul se prévalor, y COMUFS
celul de dies do pes-inldeéts). moyennant uoe notificabon #crite adressée BU
contracIant, i G eI’
(1) est en viciation d'ure |ou plushalirs) abmgations) imponaniels) du present Accom el
dans le cas dune vialaton susceptible d'dire \bparés. manque de remedier @ ne felie
violation dans les trente (30) jours sukant |a récaption d'une natification &crite de roms
anvoyse 4 cof affel | Ou
{ii} s'est déclaré &n faliita ou @
financiéres,

a4 offi & Bre éré o& ses obliga
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OBAL

World Health  Swoct

Pl REMENT AND WHO Reference/ Référonce OMS
Organization  rosstcs s
o Regi i /110161

AGREEMENT FOR o0 o | Pmconer  asesatst
PERFORMANCE OF WORK 63000 Cyberiaya Unit Reference SRH/MCA/SEARO
ACCORD POUR MALAYSIA
EXECUTION DE TRAVAUX

refer 1o this agreement of the contracier's relalionship with WHO, o ofherwise use Ihe
name (or any abbrevistion therpaf) andior emblam of the Workd Healih Organization

15 Publication of agreement. Subject to derations of cof y, WHO may
& the exi of thes-ag 1 1o the public and publisn and/or otherwise
publicly distlose the contractor's name and for Company Contraciors. the country of
ncorporation. ganeral i with fespect lo the work described herein and the
agreoment's value. Such disclosure wil be made in mccordance with WHO's Information
meomrmmlmmmmu\emdmmemm.

16 Audil. WHO may reques| & inancial and operational review of it of the work
performed by Company Contractors under this agreement, lo be conducled by WHO
andlor parties authorized by WHO, and the Company Gontractor undenases 10 faclitale
such feview or audil. This raview or audit may be carmied out & any ime during the
implementabon of Ihe work performed under this agreemaent, or within five years of
sompletion of fhe work In ordar fo d such fin: and fiavigw or audt
Ihe Company Coniracior shall keep Btcurale and systematic sccounis and recofos in
respect of the work pe: whdar this g
The Compeny Confractor shall make available, withoul restriclion, lo WHO and/or partjes
authorized by WHO!

(i) the Company Confraclors hooks, records and systems (including all relevant

and op i i ) refating 1o this agresment; and

[Wireasonable access to the C y C toe's p and personnel.
The Company Contracior shall provide satsfaciory saplanations (o all querias arsing in
contttion with the alorementionad audit and access righs.

WHO may request he Company Contractor ta provide complementary informaton about
e under this agr | that is 1 oty dable . including the
finefings and resuits of an audit (ntemnal of extemal) conducted by the Comgany
Corftactor angd relatod (o tha work perdarmed under tis agraamant

17 Surviving provisions. THOSE pIO-S0ns of iis sgreemant thal are inlendad ty Ihew
natyure 1o survive ils than o earker 10f shall continue 1o apply

18 Sattlement of disputes, Any matler ieiating lo the interpretation or spphcation of 1hs
g which (s not ‘wummﬂwlumwmhawln.
Any dimpute relating 1o the intecpretalion of application of this agreement shall, uniess
me,um&bﬁmmlnunevunlufflluedlhellllel.lheﬂ&wh
shall be settied by The y shall be d in dance with the
wwmumdmnwwmww.inmmdagmm: with ihe
Rules of Arbitration of the Intemational Chamber of Commernce, The parties shall accept
the amitral award av final

18 Privileges and immunities. Nothing contesnes i of relating to this agresmet shal

14, Utilisation du nom el de Fomblome de FOMS. L& contrctanl W' pas @ droil, dans
sucune Oéclaration n Gecun suppon & P ou P . de laire
rafarence au présant accord ou A Sa relation aver FOMS, m dulllser gune aulre maniéra le
nom lou toule mtirsviinon g celui-ci) Bliou lemblems de ['Qrganisation mondiale de la Sants,
sans Taulonsalion scrite prialabie de MOMS.

15. Publication de l'accord. Sous réssrve de considérations relatives & la confidentiaiité, I
ms;hw:&mwrumﬁlmmmd@wmmmndr-whll:d‘w
mwm.hnmuummmmlllwqu-.hpnylu gl wol 5l le it est
mmﬁd&.minﬁmﬁmmﬂummlhwdﬂmsm!lu
présent accord et la valeur de |'accord. Cefte divulgation se fera conformément & Iz paliigue de
FOMS sur in divuigation dos nforrmations ef aus dispogitions du présent accond

16, Vérification, L'OMS peul damander gu'un examen D Line varficatan oe type financief &l
opératonnet das vavi ofeciues par bes Porsonnes Moty en verfu du présant ancord sall
efleciua(e) par FOMS atiou par des parties aulorishes par OMS. et i3 Personne Marale
s'angage & faciiter cel ou calte wrif Cet o e vl v peut Are
effectud(e) & lout momani pendant Fexécution des ravaux effeciués au tite du present accord,
o dans les cing ans suivan! fachinement des travoux. Afin da faciliter col examen ou Gatle
de typa ol opé |, a F Morale doil tenir des comples el des
registres pricis et 8 qmwtunm-fmmumummwmmm.
La Personne Merale dot metire & fa disposition de FOMS etiou des parfies autorisees par
FOMS, sans restriction
{1 los livres. los archives of les systémes de ia Parsonne Morale concemant le présent
accord (y s 'ensemble des infor W financiéres ol opérationnelios partinantes),
et
(#) un Bccés rasonnable aUK locaux el 3l persunnel de fa Persanne Morile,
La Parsonne Morale dod fouinil des exphcations salsfasanies 8 réponse & oules ies
questions séoouarnt de [ verfication ef des Qrons FACLES SUSTIeNtTNNas

L'OMS peut demander & & Hefsanne Morale de ju commuriguar des mfarmations
complémentaines concarmant (65 vk gubeulis au tire du prssant accord qui sOM
ralsonnatiement & sa dlspasiion, y LOMpRS es conciusions @ jes resuiats o'une varification
(Interme ou axterme) effoctiiée par la Parsanine Morale au sujel des ravaux exsculss au litre 9u
présent accord.

17. Dispositions restam an vigueur aprés |a fin du contrat. Les dispositions du présent
accord qui sont, de par leul nature, destinges & survivie 4 lexpiration ou & 13 résiliation
anticipée dudil accofd continueranl oe s applgust,

18, Réglement des différends. Toulo quasion soncarnant linemrétation ou | dopication du

présent scoord que (&5 disposhons de ce darmvet e parmetien! pas de resoudrd doil e

rasobun par rekeunce m den suise. Toul différend ralatih 1 Fappheation oy # | inerpretation du

presant accord gul maul g Bira résoly @ Famable fera Fobjel dung conclistion En cas

d'échee de celle-gi. le ailférond sera rdglé par aroirage. Les modalilés te I'arbifrage seron
‘aocord, d

e gesmed to conslilule B warver of any of the privileges and i |ayed by
WHO andior &6 submitting WHO 10 any national court |urisdicton,
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entre s parlies ou, en T o ! selon o Réglemen!
d‘muhragnuula(mamuredet la. Los paries recon ¢ que I8
sentence arbilrale sera finale

19, Privilbges et immunités. Aucun dos termes du présent accord ne sers considéné omme

une tior & guek mm:auulmuﬂmsmmhm;aunrDMSen
verty du drait national ou nlerational ellou Intelpréle comme une soumissicn de OMS & la
compdtence d'une qualcongue Juridicyion rabanale
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Agreement for Performance of Work (APW) between WHO Regional
Office for South-East Asia and Sushila Nayar Public Health Institution
for developing and piloting of training tools for pre-service
comprehensive abortion care with special reference to second
trimester abortions amongst post graduate medical students

16 July — 16 October 2021

BACKGROUND

Between 2015 and 2019, on an average, 73.3 million induced (safe and unsafe) abortions occurred
worldwide each year. There were 39 induced abortions per 1000 women aged between 15-49 years. (1)
3 out of 10 (29%) of all pregnancies, and 6 out of 10 (61%) of all unintended pregnancies, ended in an
induced abortion. (1) Among these, 1 out of 3 were carried out in the least safe or dangerous conditions.
(2) Over half, of all estimated unsafe abortions globally, were in Asla, most of them in South and Central
Asia. (2) Each year between 4.7% — 13.2% of maternal deaths can be attributed to unsafe abortion (3).
Abortions are safe when they are carried out by a person with the necessary skills, using a WHO
recommended method appropriate to the pregnancy duration. Almost every abortion death and disability
could be prevented through sexuality education, use of effective contraception, provision of safe, legal
induced abortion, and timely care for complications. (4)

Awareness, access, resources, availability matters a lot in seeking services for abortions. The 1971 Medical
Termination of Pregnancy Act made abortion legal for women under a wide range of conditions and
medication abortion has been available in India since 2002. (5) In late January 2020, the Union Cabinet
amended the 1971 Medical Termination of Pregnancy (MTP) Act allowing women to seek abortions as
part of reproductive rights and gender justice. Jha reported that an estimated 10 million female fetuses
were illegally aborted in India and around 500,000 girls were being lost through sex-selective abortions
annually (Jha et al. 2006). (6) It was reported that for estimated four post-natal deaths, there was one
prenatal death among girls, which suggested that about one million fetuses or unreported infanticides,
occurred between 1981 and 1991(Gupta 1997). (7)

However, information from many studies has indicated that unintended pregnancy, rather than sex of the
child underlies demand for most abortions. Analysis of National Family Health Survey-2(NFHS-2)
recordings of 90000 women in India revealed that between women who had all boys and those who had
all girls, there was no significant difference in the probability of their having an abortion. Only in one
(Haryana), of 26 states from where information, women whose previous child was a girl, were about two
times (1.8) more likely to terminate the current pregnancy than other women (Pallikadavath et al.
2006).(8) Saha reported that Maharashtra had a higher incidence of sex-selective abortions and unwanted
sex of the fetus was the reason stated by 12.5% of abortion seekers, 19% rural and 5.8% urban
respondents (Saha 2004) (9) Still not much is known of real scenario of rural masses, specially community
based. Second trimester abortions are real issues as due to PCPNDT act many obstetrician refuse with the
fear of sex selection but many women who conceive in lactational amenorrhea, unmarried girls who hide
their pregnancy, failure of contraceptive where women is not aware , women in whom fetal anomalies
are there , they really suffer. For second trimester abortions different skills are needed and expertise is
required. The 2020 amendment says that now one RMP can decide for second trimester abortion instead

of two which was recommended before.
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WHO South East Asia Regional office, MCA has been taking initiative to start preservice training to
capacitate MBBS graduates with skills of providing standard comprehensive abortion care till first
trimester. But there are many abortions which are conducted in second trimester. As per ACOG, in 2008,
1.2 million abortions occurred in the United States, of which 6.2% took place between 13 weeks of
gestation and 15 weeks of gestation, and 4.0% took place at 16 weeks of gestation or later (10). The second
trimester abortions done medically or surgically need expertise as complications during this period post
termination may be life threatening and may need urgent interventions.

't is also important to train the postgraduate students in preservice itself regarding the second trimester
abortions, specially pre intervention and post intervention assessments. In the second trimester
abortions, the various recommended methods need special training and skills and this trained and skilled
doctor can provide the best outcomes. There have been some amendments in the MTP Law 2020 by the
policy and program makers and now the terminations can be done until 24 weeks and, in some cases,
even beyond where we have gross fetal anomalies. It is strongly recommended that the postgraduates
should come out with good knowledge, attitude and skills to perform WHO recommended second
trimester medical and surgical abortions and as recommended by MTP LAW in India safely and efficiently
when they start their service in private or Governmental sector.

OBJECTIVE

To develop and conduct pilot testing of pre-service competency-based training tools for postgraduate
medical students for second trimester medical and surgical abortion and provide feed loop on the
content, duration and training methods.

SPECIFIC OBJECTIVES

e Incollaboration with WHO SEARO to draft a module with the course outline, training curriculum,
schedule and training materials for preservice training of second trimester abortions for
postgraduates.

e Todevelop & piloting the training module by conducting the training using the facilitator’s guide.

e |0 use various competency-based training methods such as illustrated lectures, case studies,
drills, group discussions, demonstration in model, demonstration in clients and other innovative
approaches for the training.

e Demonstrations on counseling, and other CAC procedures will be tested using provided animated
videos.

e Review and comment on the training tool based on the experience of the training.

e Provide feed-back loop on content, training methods, training duration, use of appropriate
training tools as planned in the draft training tool.

METHODOLOGY

The team at MGIMS, Sevagram will first review global and regional documents related to second trimester
abortion. After the review of literature, the WHO recommended methods will be reviewed in depth. The
updated review of other literature will also be done. The existing pre-service training tools in different
countries and the regions will be seen in detail. Study of the WHO guidelines on evidence-based practices
for second trimester abortion will be used as base. Based on that the various sessions & power points
presentation on different sessions will be developed as counselling, consent, documentation,

prerequisites, methodology, procedures, complications and their management, facilitators guide and
learner’s handbook including question banks, assessment method etc.

° The tool so developed will be shared to the WHO Officials for preliminary review and for
approval.
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Training of Postgraduate students in the Department of OBGYN will be conducted with the

permission from the administration receive this training.
The permission to conduct the training will also be obtained by institutional ethical committee

prior to the training.
There will be an orientation meeting of OBGY faculties for conducting CAC training.
The feedbacks of the facilitators & participants will be obtained to finalize a comprehensive

abortion care guideline for second trimester abortions.

Following topic will be covered during the training;

Indian abortion law, procedural process and policy.

key elements of SAS.

women’s rights for abortion and post abortion care in all the health facilities

clinical assessment for abortion care in second trimester.

counseling and offer choice regarding medical abortion (MA) or surgical abortion in second
trimester and obtain informed consent.

post-abortion family counseling and contraceptive services including long term methods.
SAS to young women.

elements of infection prevention.

all recommended methods of second trimester abortions

individualized pain management plan.

all medical and surgical methods of second trimester abortions.

steps to diagnose and mange complications during and after abortions.

post-procedure and follow-up care after second trimester abortion.

During the training period the learners will be introduced to the key elements of safe abortion services
(SAS) in second trimester. Classroom and clinical sessions will focus on key aspects of service delivery. For
the skilled competency learners will practice on the anatomic models using checklist that lists the key
steps. This humanistic approach will help learners to build skills needed to perform SAS.

The evaluation will include all three domain Knowledge, Skills and Attitude.

I'he post training test will be conducted to see the knowledge update and skills

will be tested using check list when they are performing procedure (model/ clients).

The feedbacks of trainers and trainees will be shared with WHO Team

Meetings of different medical colleges who have conducted the similar trainings from
different places/countries will be arranged in collaboration with WHO India office

Final comprehensive guidelines for CAC for first and second trimester abortions.




Following will be the flow in the training —

REVIEW OF LITERATURE DECIDE ON VARIOUS

REVIEW IN DEPTH THE WHO

GLOBALREGIONAL ON
e > GUIDELINES AND EVIDENCE | > SESSIONS AND MAKE
ABORTIONS BASED RECOMMENDATIONS THEIR PPT

PILOT TESTING ON DEVELOP A CHAPTER BEREPERP——  ~ .
POSTGRADUATES, FEED _ FOR THE SECOND . DECIDE TO CONDUCT
BACKS OF TRAINERS < TRIMESTER _ - SOME SESSIONS USING
AND TRAINEES, ABORTIONS IN THE . DIFFERENT

PRACTICAL SESSIONS OF FACILITATOR’S GUIDE ~ METHODOLOGIES
OBSERVATION, AND A LEARNER'S
ASSISTING AND . HAND BOOK FOR CAC

PERFORMING

REPILOT ON SECOND

GROUP AFTER
MODIFICATIONS
b - EXTERNAL MEETINGS AND
ASSESMENT AND LOG BOOK FINALIZATION OF THE CAC
EVALUATION — ENSURING A > TOOL (SECOND TRIMESTER
MINIMUM STATNDARD IS MET ABORTIONS

TRAINING SITE

Department of OBS/GYNAE, Mahatma Gandhi Institute Of Medical Sciences, Sewagram Wardha

TRAINING SITE

First, second- and third-year residents working in the Department of OBS/GYNAE, will be included in two
batches with 8 in each.

DURATION

16 July — 16 October 2021.
Two weeks for each batch.

TRAINERS

Minimum Four Trainers (1: 4 trainee)

ETHICAL CONSIDERATION

Fthical approval from the ethical committee of MGIMS, Sewagram.
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SRHR PTAEO details

e Project: SEFGL2016871
e Award: 3.1
e Task: 68540

ACTIVITY PLAN
' S. NO. ACTIVITY Sl
1. | Development of draft of second trimester CAC module
7 Conduct the first preservice training of PGs using the
same module — first group
3. Feedback trainers and trainees and discussion with
WHO team
4. Modifications
5. | Conduct the preservice training of PGs using the same

TIMELINE

2 m—m o

46 - 59 days

60 to 63 days

— ——

64— 65 days

e ———

module — second group

| 66— 79 days

Meeting with stake holders and other colleges for
finalization of CAC tool and certification

© e —— —

Between 80 — 85 days

e e — =



BUDGET

Details _ Total amount in INR
-Trammg coordmator(l) - - _ -“467 By
Trainers (4) | 333,855 -
T technologist - B : - _‘ 200_31_3 o ik

Training materials ) 222,570

Printing of the tools (Learner’s guide, Facilitator’s manual,)

Training models, instruments, & drugs
ﬁa_lnmg Venue hlrlﬁ_g"charges hr R i 1112§5 . :

Tea/ Snacks S. 5 = 2.212-57(_)-“ .

Miscellaneous (f;tatlonary/LaptOp/ lnternet/commumcatlon etc.) _ 140,961
Total N . -~ ]1,698,951 *
PAYMENT SCHEDULE
_I;l?s_t_lnstalmenf 25% Upon 5|énatur_’_e__c:)_f @grgz_enﬁznt by 16][J|;/ 2—021 __25% __ INR 424,737.7_;5
Second installment: 65% upon submission of training plans in detail | 65% INR 1,104,318.15

to SEARO Team by 16 August 2021

Final instalment: 10% or actuals, whichever is Iess Upon submission

of all deliverables and certified financial statement by 16 October
2021

Total

= — e =

"INR 1, 698 951

INR 169,895.1

R - — e mm— e — - — s — S— . = i i e = e i

———————— . e e e o e e e o omo

For the CONTRACTUAL PARTNER

———— e m——- e o oED —

e e - —

ki

Dr B S Garg

—

Reproductive, Maternal,
Newborn, Child & Adolescent
Health and Ageing

| WHO-SEARQO, New Delhi

"Slgnature Signature:
AL~

Name and | Dr Neena Raina Name and | Dr B S Gar

Title Senior Adviser Title:

Sushila Nayar Public Health
Institution

Mahatma Gandhi Institute of
Medical Sciences




Prevention of maternal and neonatal deathfinfections
with a single oral dose of azithromycin in women in
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randemized controlled trial
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Version Tracking

Version

Date

Authors

Comments

12

Dec 20, 2018

AZ WG and GN
Investigators

This version will be used for IRB/ERC submissions after December 20, 2018.

azithyomycin P otewap _psion 1.2

~N Ny cember 2018
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ABSTRACT
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1 STATEMENT OF PROBLEM

1.3 Primary Hypathcses

1FIs stuny wil heee tesa primary hypaotheses. an= weh 2 materna foous and onz with o reonatal fozus.
Sz 2 single. aopkvlack rerepartum ord dose of 2 g azithromyein given 1o worseain kber nlaw and
rmccledneome settisgs wall reduze masermal deats or sepms. Second, a mngle, proomdact cintrapartum
ol cees of # 7 az shromean gy=a ko women nlazor m low and middie4ncome settings will reciLce
intraparum/neonatal coath ar sopsls.

1.2  Primary Spectic Almrs
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cfecbiveness of a s rghe oral dose ol rerapart, e azkhrormpein proptodasis (2 gl comrparcd b2 placeboln
reducing the msk of the comaoske o eom e of Imraparburmyroonatal death or sepsis. Eoch groups +1ll
recetee the rotine o usual cars prowided at she aclity during and =tter labaor.

1.3 Sccondary Spactic Alng
Tre sl wgle dose af Imtragzrtd m azithremecin prephy axds 42 1wl be corgared oo alscobo ba acoomplisk

e Tl ratiing, seiazindweg At
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4 =wi: il I -
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ngznmalal =epyis eeveing spEibcally sllcause reorsbs| deaths ard neonetal ceaths due
sepsks].

C. TasMalLale | - wincilveness an e A5k af inirapartueng nkanatal dea b ar sapslsie infanis
P lagering vemeecal Piphes ek fiocinfac o beznee <l poodeeged lalon S2 13k} wnddan
prologed menbrane L pture |=H hours.

d  1aevalyote e effectveness anche 45k of materna infectiors Including dineca
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lzbeoring womes as well as ¢ tvos= ot highensk: far infechior

o Tacualegte b efhocthveness in redacl o the use of aabecgucnt mebemal sroia o herspy
frem rarconizatien b E eecks hor 2w acxean In all Lo ing wornon s well 35 r bwoec ot
hizh sk har Inbeccks .
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after randomization 2= thas= wil be o tzomes.

1.4 Back=round

Maternal aned rcvatal Infectiors ars amoryg the mest frequant causcs of matamal and neonatal
death. b scemal infectian da+ng pregrancy sre b puerperium socournt for spprodmately 2025 of <he
Alaha burdea o iuleTal canibe, Thi place. vederral infacrian Anang cha 10p Ava cabisia of Nacamal
miarta by werldaide. Naanatal infaction s v 09 md mast coruman canse o neonatal nertaliby and
Accaunts for sbou, 185 of neaqata mertalby waddwida Fumtharaa, manerndl and vecratal daan s
“ram infh=CTANG Ara ro. Jecreasing cen'parsd wi.h daat ‘o arhee fraquem cadsks ol mara b
Tharsais - Nead “ar innowaties <mpla 216l Yo iNkenanciare that £an ba scaled up o mduce e buides
o sttt mgternal oovd recratal Foea ity Hue o eCections.
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Current strategkes to prevent matema and neonatal deaths from Infections are insufficlent Corre-it
approzches ko aeverclon, Identf cakess, and trestmend of neonatal sepsts have had imited Impact
Arcording k3 the ¥ 4L, maternel desths froninfecton Fave rereined uncharged or Increas2e In sore
Irskarc=s, woesreas cegths rom other <aas=s hawe reduced. “He evidence =cking curre -t WO

guide inas ter sveyvercka v and mestment of porieartam Infecbios 15 fenerzlly praded 25 ket ar e 3 joay
cpaality. Effarts 4ar cary identification, and wearment of neenatal intectkan ar: Importart 2.0 necnssal
deatss o e bo infectks s cotinus o be vy prevale -, Boosnt studes of albermative ant bictic reg mers
<hat do nat reqare a Al cous: of imbravenows crcimiorobial theapy hase show comadras e
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guide ine azval ih-ri Hied | b avaluadon af 10 ok of routins grophylacic antilNogics i wamea wha
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1431 Rik:Morbaternal and Meonatal Infecilans
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fzlthrammcin: 2 novel approach to materna and necnatal tnfections 0 noeel 3pproach to materna aad
remcratzl Isdecter 15 co target crgarisme thak mav be verp frequent pazhogsrs but shat historical ¢ Bave
reot be=r the taget of avtimizrobal treztment ™ A rubicenter randomzed dimecal t1a (907 o7
dzithremryein avcpbylasis pddor bashe stasdord grophylscds reghiect (cephalasparia] i vsa mea wha
urrderwert coxazreir delivery lolow g libor ar nembrarc rugture “or ot less 4 hoirs 1 che US s wooaecd
shot materna Brbeckaey wss redocsd B4 abclk H i bl | singkz conbor ACT - alove TRCS T2 S0y L S
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%=Tin The Gamza that included all wamen Ir ko, treasment with 2g af agdthromve e va ploc=ao
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1.5 Rasionake/lustification
Buternal infurkion ard sepuis is g priny 4o redue e meatamal and mezsred aldgedh sl coparesl b
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+ Preterm birth remains the leading cause of neonatal mortality and long-term disability
throughout the developed and developing world. A growing body of evidence suggests that 1st
trimester administration of low dose aspirin can reduce the rate of PTB substantially. The
ASPIRIN Studyis a prospective, randomized, placebo-controlled, double-masked, multi-center
clinical trial to examine whether low dose aspirin initiated between 6 0/7 weeks- 12 6/7 weeks
gestation reduces the risk of preterm birth. The study has enrolled 11,520 women across seven
sites in Africa, Asia, and Latin America.

# Attention is increasingly directed to the role of maternal nutrition during the 1st trimester for
normal growth and development during the first thousand days, from conception to the child's
second birthday. The primary hypothesis of the Women First: Preconception Maternal
Nutrition study is that for women in poor communities, a comprehensive maternal nutrition
intervention commencing at least 3 months prior to conception and continuing throughout
pregnancy, will be associated with a significantly greater newborn length than for offspring
whose mothers start to receive the same intervention at 12 weeks gestation or who do not
receive the intervention at all. The results of this trial will make a major contribution to refining
evidence-based strategies for maternal nutrition supplementation and evaluating the cost-
benefits of extending such strategies beyond pregnancy to virtually all women of child-bearing
age, including adolescent girls.
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APFPENDIX 3. SCHEDULE OF STUDY PROCEDURES
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Acronyms:
AMR

A-PLUS
AZIM
Cl
CLSI
CSF
Etest
GAS
GBS
GN
MB
MIC
MRSA
N-P
oTu
PCoA
VRE

Antimicrobial resistance
Azithromycin-Prevention in Labor Use Study
Azithromycin

Confidence interval

Clinical and Laboratory Standard Institute
Cerebrospinal fluid

Epsilometer test

Group A streptococcus

Group B streptococcus

Global Network

Microbiome

Minimal inhibitory concentration
Methicillin-resistant Staphylococcus aureus
Nasopharyngeal swab

Operational taxonomic units

Principal coordinates analysis
Vancomycin-resistant enterococcus

AMR Monitoring Protocol V 1.1 (March 5, 2019)
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1. Wethods
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=  Providing an opportunity for staff to practice screening, enrollment, and follow-up procedures for
the A-PLUSTrial.

= Applying findings from the pilot to refine study procedures andtools for the A-PLUS Trial,
including(1)data collection forms, (2) checklists and educational materials on danger signs that may
occur with maternal or neonatal sepsis; and (3) the adjudication process for validation of clinical
infection.

®  Training staff in the standard application of the WHQO definitions for maternal and neonatal sepsis to
improve identification and characterization of sepsis in the trial.

" Validating estimates of intrapartum deaths, maternal and neonatal sepsis used in sample size
calculations.

In addition, the pilot study will provide an opportunity to inventory and upgrade local capacity to conduct
routine cultures (blood and other specimens) for the A-PLUSTrial and the AMR sub-study. A standardized
tool will be used to assessexisting local and institutional microbiology capacity and identifyadditional
resources that will be needed to collect, transport, store, and perform cultures. The Azithromycin Working
Group will monitor and facilitate the assessment and subsequent upgrades. During the pilot, study staff will
receive training on procedures to collect specimens for routine cultures and to conduct AMR testing when
indicated.
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5/28/2021 Welcome to Rediffmail: Inbox

Rediffmail

Mailbox of maruti_zade@rediffmail.com (Prinl | @@

From: nitin gangane <nitingangane@rediffmail.com>

To: <maruti_zade@rediffmail.com>

Fw: Allocation of lumpsum annual budget and release of funds under the project titled “Population

Subjeet: Based Cancer Registry” including PBCS for the financial year 2021-22,

Date: Fri, 28 May 2021 11:00:37 IST

Note: Forwarded message attached
-- Original Message --

From: Accounts Officer accounts@ncdirindia.org

To: nitingangane nitingangane@rediffmail.com

Ce: Ashok Arora aarora@ncdirindia.org, "C. Gopalakrishnan" gopalakrishnan@ncdirindia.org
Subject: Allocation of lumpsum annual budget and release of funds under the project titled
“Population

Based Cancer Registry” including PBCS for the financial year 2021-22.

S Dr. Nitin Gangane,
MD, DNB, FUICC,FICP,FAMS,PhD
Dean and Director Professor of Pathology,
Mahatma Gandhi Institute of Medical Sciences,
Sevagram. Dist. Wardha. Maharashtra 442102, INDIA
Contact:09422144856
Dr. Nitin Gangane
Principal Investigator, PBCR &
Professor and Head, Department of Pathology
Mahatma Gandhi Institute of Medical Sciences,
Sevagram Dist. Wardha - 442102
Mabharashtra

Sir,

This has with reference to above cited subject, Director, ICMR-NCDIR has accorded approval and
sanctioned the lumpsum annual budget of Rs. 44,27,345/- (Rupees Forty Four Lakhs Twenty
Seven Thousand Three Hundred And Forty Five Only) (this includes an increase of 5% over last
year budget) towards “Population Based Cancer Registry” including PBCS for the financial year
2021-22.

S The Lumpsum Annual Budget of Rs. 44,27,345/- has been sanctioned under head as “Recurring”
grants to meet the recurring expenditure includes emoluments to the manpower engaged,
travelling expenses for data collection, stationery & consumables, postage, internet and
website/computer maintenance. This lumpsum annual budget includes Rs.1,00,000/- towards
meeting expenses incurred for travelling allowance (TA / DA / Accommodation for attending
meetings / workshops / training / review meeting organized by NCDIR at designated places for PI,
Co-PI and staff of PBCR's)

Accordingly, a sum of Rs, 8,00,000/- has been released to your centre as first installment for the
financial year 2021-22.

The transaction details are as under

& Name of the Centre Amount Date PFMS transaction reference ID
PBCR, Mahatma Gandhi
Institute of Medical Sciences, | 8,00,000 | 20-05-2021 RBI1412192739996
Wardha

The receipt of the money may please be acknowledged.
Regards,
Accounts Officer

ICMR-NCDIR, Bengaluru
For Director

https://fémail.rediff.com/ajaxprism/readmail?printable=1&block_images=1&file_name=1622179837.5.83389.7 20854 H MWW5pdGIulCBnYWSnYW.., 1/2
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Welcome to Rediffmail: Inbox

Rediffmail

Mailbox of maruti_zade@rediffmail.com Print | | Cancel |

From: nitin gangane <nitingangane@rediffmail.com>

To: <maruti_zade@rediffmail.com>

Fw: Release of fund under the project titied “Additional Hospital Based Cancer Registry in Source of

Subject: pegistration (SoR) of Population Based Cancer Registries (PBCRs)”.

Date: Mon, 17 May 2021 17:20:42 IST

Note: Forwarded message attached

-- Original Message --

From: Accounts Officer accounts@ncdirindia.org

To: nitingangane@rediffmail.com

Ce: Ashok Arora aarora(@ncdirindia.org, "C. Gopalakrishnan" gopalakrishnan@ncdirindia.org
Subject: Release of fund under the project titled “Additional Hospital Based Cancer Registry in
Source of

Registration (SoR) of Population Based Cancer Registries (PBCRs)”.

Dr. Nitin Gangane.

MD, DNB, FUICC,PhD

Dean and Director Professor of Pathology,

Mahatma Gandhi Institute of Medical Sciences,

Sevagram. Dist. Wardha. Maharashtra 442102, INDIA

Contact:09422144856

No. NCDIR/HBCR-ADSoR/2020 17 May 2021

Dr. Nitin Gangane

Dean & Director Professor,

Principal Investigator of ADHBCR - SoR,

Department of Pathology,

Mahatma Gandbhi Institute of Medical Science (MGIMS),
Sevagram, Wardha, (Maharastra)—442102.

Dear Sir,

This has with reference to above cited subject, a sum of Rs.2,00,000/- has been released as first
installment to your centre under the above mentioned project for the Financial year 2021-22.

The transaction details are as under

PFMS
Name of the centre | Amount Date Transachon 1D
Mahatma Gandhi
Institute of Medical 2,00,000 | 30.04.2021 | C042126915244 | C042126915232

Science, Wardha

PPA No.

The annual budget for the financial year 2021-22 is Rs. 7,35,000/- to your centre.
Principal investigator will have the liberty of allocation of this fund for functioning of
registry and its requirements such as hiring of manpower, training, workshop,
contingencies, etc.,

The receipt of the money may please be acknowledged.

Yours faithfully,

Accounts Officer
ICMR-NCDIR

Bengaluru

1/2



UTILISATION CERTIFICATE.

Mahatma Gandhi Institute of Medical Sciences : Sewagram, Dist. Wardha

Department of Paediatrics

Name Of Project : Congenital Rubella Syndrome Surveillance In India

Certified that out of Rs. 10,98,826/- of Grant-in-Aid Released during the Year ended as
on 31" March 2020 by National Institute of Epidemiology (NIE), Chennai For
Congenital Rubella Syndrome Surveillance In India and Rs.6,939/- on account of interest
received from Bank during the year, a sum of Rs.7.88,348.70/- (Rs. Seven Lakhs
Eighty Eight Thousand Three Hundred Forty Eight and Seventy Paisa Only. ) has been
utilized for the purpose for which it was sanctioned and balance of Rs. 3,17,416.30( Rs.
Three Lakhs Seventeen Thousand Four Hundred Sixteen and Thirty Paisa Only) remains

unutilized as on 31.03.2020.

FOR RAJENDRA BHUTADA & CO
CHARTERED ACCOUNTANTS

RN

’-‘"‘-‘_-'-’-—-—_.-“
[RAJENDRA BHUTADA - PROP.]
Membership No. 43283

[HEAD OF THE INSTITUTION]

DEAN FRN. 108359 W
Manatma G+ | Lastitute of UDIN : 20043283AAAAEG6016
ghay sthe... . = AGRAM,
11" day of

July, 2020



7 MAHATMA GANDHI INSTITUTE OF MEDICAL SCIENCES : SEWAGRAM, DIST. WARDHA.
[DEPARTMENT OF PAEDIATRICS].
[PROJECT : CONGENITAL RUBELLA SYNDROME SURVEILLANCE IN INDIA] 0

RECEIPTS AND PAYMENTS ACCOUNT FOR THE PERIOD FROM 16TH APRIL 2019 TO 31ST MARCHFQ@Q,.

*RECEIPTS*

GRANT IN AID :
From National Institute of Epidemiology(NIE), Chennai.
Sanctioned on 27th February 2019.
Released & Vide Letter.
Dated 03.05.2019
Dated 20.02.2020.

OTHER INCOME :
Interest from Bank on Saving Account.

RECOVERIES AND DEDUCTIONS :
Profession Tax.

LIABILITIES :
Audit Fees Payable.

Rs. ...

Wardha, the
[HEAD OFE, %N 11th day of
INSTIT B s rocritute ofuly, 2020

sAdabatmpo (30

5,49,413.00

5,49,413.00

*PAYMENTS*

STAFFING :
Technical Assistant(Nurse).
Technician (Lab).

CONSUMABLES :
Clot-Act Tube.
Laboratory Material.

10,98,826.00

6,939.00 CONTINGENCIES :
Advertisement.
Stationery and Printing.
Audit Fees.

Bank Charges.

Postage and Courier.
Travelling Expenses.
Refreshment Expenses.

Repairs and Maintenance.

7,100.00

3,000.00

PAYMENTS OF RECOVERIES AND DEDUCTION! :
Profession Tax.

CLOSING BALANCE :
With Central Bank of India, Sewagram.
On Saving Account No. 3746753115,

Cash in Hand.

11,15,865.00 T O 1T A L : R ol

CHARTERED

3,50,300.00

4,06,800.00

1,164.00

13,539.00

484.00
10,399.00
3,000.00
17.70
175.00
1,250.00
1,040.00

180.00

3,16,326.30

4,090.00

7,57,100.00

14,703.00

16,545.70

7,100.00

3,20,416.30

CERTIFIED that the figures shown in the above Receipts and Payments Account of MAHATMA GANDHI INSTITUTE OF MEDICAL SCIENCES : SEWAGRAM,
DIST. WARDHA [DEPARTMENT OF PAEDIATRICS] [FROJECT : CONGENITAL RUBELLA SYNDROME SURVEILLANCE IN INDIA] for the period from 16th April
2019 to 31st March 2020 are in agreement with the Books of Account maintained and produced to us by the said Institution for cur verification which have been
checked by us us and are found to be correct subject to explanations given thereto.

FOR RAJENDRA BHUTADA & CO.
ACCOUNTANTS

SN e

—
[RAJENDRA BHUTADA

Membership No.43283

- PROP.]

FRN. 108359 W

~11,15,865.00
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B

£

This memorandum of understanding (MOU) is made on this day of Dec 2018 between:
k

The Director, National Institute of Epidemiology (NIE), Il Main Road, TNHB, Ayapakkam,
[ Chennaion one hand

MEMORANDUM OF UNDERSTANDING

AND

I The Head /Dean, Mahatma Gandhi Institute of Medical Sciences, Sevagram, having its
Registered Office Sevagram, Wardha, Maharashtra 442102 on the other hand.

1. The Ministry of Health and Family Welfare, Government of India, New Delhi has
approved the study titled “Congenital Rubella Syndrome Surveillance in India” and
has recommended to United Nations Development Program (UNDP) for funding. NIE
has been identified and designated as the nodal agency/coordinating center for the
conduct of the project involving fifteen partner institutions (Sentinel Sites) in the
third year. The Director, NIE will enter into a separate agreement with each of these
institutes; one for the implementing the study protocol and one for the financial

arrangements.



2. And, whereas Mahatma Gandhi Institute of Medical Sciences, Sevagram is one of
these aforementioned partner institutions and has been tasked, inter alia, with the
following responsibilities in order to ensure smooth execution of the deliverables as
follows:

(a) The Sentinel Site / hospital will enrol all suspected Congenital Rubella
Syndrome (CRS) cases as study participants as defined in the study protocol

(b) The Sentinel Site / hospital will test the samples for serological confirmation
of rubella infection at the sentinel site/hospital laboratory or at the
designated laboratory. The sentinel site/hospital will also send samples to the
National Institute of Virology, Pune for additional tests, as per the laboratory
protocol.

(c) The Sentinel Site will collect clinical and epidemiological data and complete
the Clinical report form (CRF) appropriately.

(d) The sentinel site will perform investigations strictly following the procedures
outlined in the protocol.

(e) The Completed CRFs will be sent to the National Institute of Epidemiology,
Chennai

3. And, whereas the Director, NIE will fulfil the following obligations under this MOU to
enable the Director / Head of the partner institute to carry out the responsibilities as
mentioned herein above.

(a) Will coordinate the work and provide the necessary technical input for the
conduct of the study.

(b) Make periodic site visits to ensure smooth implementation of the project at
all the sites and maintain high quality in the ongoing work.

(c) Respond immediately to problems and provide appropriate guidance.

4, No failure or delay or omission by either party to fulfil any of its obligations under
this MOU (other than the obligations mentioned herein with a view to coordinate
the timely execution of the deliverables) shall give rise to any claim against such
party or be declared to be breach of this MOU if any, to the extent such failure, delay
or omissions arise from the unplanned event not within the reasonable control of

such party.
5. The progress during the period of the survey will be reviewed periodically by ICMR /

Expert committee constituted by ICMR and necessary mid-course corrections will be
made to resolve the problems faced by NIE, partner institutions, or related agencies

in any aspect pertaining to the study.



6. And, whereas in order to enable NIE and partner institutes to effectively discharge
their respective responsibilities and obligations under this MOU, the Director NIE
and the Head of the Partner Institute / Director of the partner institute do hereby
commit to put in place effective systems to deliver on the measurable outcomes set
out in this MOU.

7. The decision regarding publications and reports will be taken by the Expert
Committee of the project. For publication of national surveillance data the group will
be identified as “Congenital Rubella Syndrome Surveillance in India” project and the
Centres and Principal Investigators/Co-investigators identified by name. The
contribution of the sites will be duly mentioned in the manuscript and authorships
will be considered based on level of interest in writing the papers and contribution in
the conduct of the project. If the sites are interested they can analyse and report the
data related to their site, in consultation with the Expert Committee.

8. The Director NIE and the Director/ Head of the partner Institute, having accepted the
respective responsibilities and obligations described in this Memorandum and
having agreed to the terms and conditions contained herein, do set their hands to
this MOU on this the day of 20189.

9. The MOU shall remain in force for a period of 2 years from the date of its signature
and seal, and may be terminated by either side by giving a three months notice to
that effect in writing. However, notwithstanding the notice of the intent to
terminate the memorandum, all rights, obligations and corresponding duties and
subsisting therein shall be respected and mandated till the finalization of the project
and accomplishment thereof.

10. The parties to this MOU undertake to treat as CONFIDENTIAL AND PRIVILEGED

information of the other institution, which is so classified in advance. The terms of
confidentiality and mode of disclosure shall be as per mutually acceptable terms.

p )

\ v Dean/Head Director,
Mahatma Gandhi Institute of National Institute of
Medical Sciences, Sevagram Epidemiology

DEAN
Date: Mrmﬂ C-..: R f.,S:a""Ufﬂ ., Date:

Modical Scivice:, T AGRAM,
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UTTLISATION CERTIFICATE.
Name Of Project :“C'1' MRI Fision Project”

(Run Through-Department of Radiotherapy-M.G.1.M.S. ,Sevagram)

Certified that out of Grant-in-Aid of Rs. 60,000/~ released during the Period From 21"

December 2021 to 28" February 2022 by Cancer Research and Statistic Foundation
Mumbai . for the Project entitled as* CT MRI Fision ™ the sum of Rs 60,878/~ (Rupees
Sixty Thousand Eight Hundred Seventy Eight Only) has been utilized for the purpose for

which it was sanctioned and balance of Rs. NIL remains Unstilted.

Gl

[PRINCIPAL INVESTIGATOR| FOR RAJENDRA BHUTADA & CO

CHARTERED ACCOUNTANTS
[HEAD OF THE INSTITUTION| -
[RAJENDRA BHUTADA ~— PROP.]
Membership No. 43283
Wardha, the FRN. 108359 W
14" day of UDIN : 22043283AEVIIF2871

March, 2022



CT MRI FISION PROJECT.
¢ . [RUN THROUGH-DEPARTMENT OF RADIOTHERAPY, M.G.L.M.S., SEVAGRAM].
RECEIPTS AND PAYMENTS ACCOUNT FOR THE PERIOD FROM 21ST DECEMBER 2021 TO 28TH FEBRUARY 2022.

*RECEIPTSH* *PAYMENTS*
GRANT-IN-AID :
From Cancer Research and Stauste Foundanon
Mumba. Vide Letter No. NIL,
Dated 26.10.2021.

SUPPLIES :
Graph Pad Prism 9 Perpetual Licence, £0,500.00

60,000.00 OTHER EXPENSES :

Bank Charges. 378.00
OTHER INCOME :

Interest from Bank on Saving Account. 193.00 CLOSING BALANCE :

ADVANCE :
Dr Pallavi kalbande G85.00
7.0V & K-z RS. . G0O,8780 T O T A L : RS. .. 60,878.00
CERIIFIED

"-"-Cf‘ the figures shown in the chove Reeeipts and Payments Account of CT MEI FISION PROJECT [KUN THROUGH-DEPARTMENT OF
RAPY, M.GLM.S,, SEVAGRAM|. for the Period From 215t December 2021 1o 28th February 2022 are i apteement with the Books ol Account

e and produced to us by the said Institution for our verification which have been checked by us and are found to be correct subject 1o
explanacons given thereto.

[PROJECT L ;
: ; T FOR RAJENDRA BHUTADA & €O
INCHARGE! S\ ——
ARGE] — CHARTIERED ACCOUNTANTS
Y N
S Noao-
R :‘-:-':"_—.::-. '..:*.e- IRAJENDRA BHUTADA - PROGP,|
w .l _w.-.‘.__. ‘.' i _Gi-.; Membership No.43283
| i 2 b SIEITn, Ve

IFIZN. 108259 W




World Health  Srotirewent an R
{@ organization ngfsl:'m:ENTA 0 WHO Reference/ Référence OMS

Global Service Centre WHO Registration  2021/1142104-0

Block 3510 Purchase Order 202710223
COVERING LETTER é;'?ggg:mf Unit Reference WCO-SRHR
LETTRE D'ACCOMPAGNEMENT s avsia
gac-procuremeni@who.nl
Dr B S Garg
MAHATMA GANDHI INSTITUTE OF
MEDICAL SCIENCES
WARDHA
P.O. Sewagram
WARDHA
MAHARASHTRA
442102
India

AGREEMENT FOR PERFORMANCE OF WORK (APW)

Re: Mahatma Gandhi Institute of Medical Sciences- Strengthening Health Sector Response to Gender-Based
Violence during COVID-19 Pandemic, 23 July - 30 November 2021
We are enclosing the Agreement for Performance of Work between the World Health Organization and MAHATMA GANDHI
INSTITUTE OF MEDICAL SCIENCES, WARDHA, in the amount of INR 342,475.00 (Three Hundred Forty-Two Thousand Four Hundred
Seventy-Five), for conducting the above-mentioned work. We also enclosed two attachment(s) referenced in the Agreement.

Kindly acknowledge your acceptance of this contract by returning the email with a copy of duly signed Purchase Order (all pages).

For any technical questions relating to this Agreement, please contact the responsible technical officer, Kiran SHARMA, 09650111233
sharmaki@who.int.

Invoicing Instructions for Contractors who are legal entities (Company Contractors):
Invoices must be sent via email to gecounispayable@whoint. Other than invoices, please do not send any enquiry Lo this email address. You
may contact the above responsible technical officer for enquines.

In order to ensure timely and accurate payment, invoices must include:
* Invoice number
« Purchase Order number against each invoice line;
« Invoice descriptions matching with PO descriptions
e Invoice currency same as the Purchase Order Currency also corresponding with the currency of the bank account provided 10
WHO,
« Supplier name as in the PO

Invoices shall be clearly readable and stamps or any other additional markings should not obscure the original invoice content. |nvoices
shall not be handwritten.

On behalf of the World Health Organization, we would like to thank you for your collaboration.

WHO Global Service Centre
cc: WHO India

Concerne: Mahatma Gandhi Institute of Medical Sciences- Strengthening Health Sector Response to Gender-Based
Violence during COVID-19 Pandemic, 23 July - 30 November 2021

Veuillez trouver ci-joint I' Accord pour Exécution de Travaux entre I'Organisation Mondiale de la Sante el MAHATMA GANDHI
INSTITUTE OF MEDICAL SCIENCES, WARDHA, pour un montant de INR 342 475.00, vous permettant de mener a bien le travail
susmentionné. Veuillez également trouver 2 piéce(s) jointe(s) mentionnee(s} dans I'Accord.

Merci de confirmer volre acceptation de ce coniral en nous retournant le courriel el une copie dament signee du Bon de Commande (
complet)

-3



GLOBAL

PROCUREMENT AND "
LOGISTICS WHO Reference/ Reéférence OMS
Global Service Centre WHO Registration ~ 2021/1142104-0
AGREEMENT FOR s 32:20,.“1 g Purchase Order 202710223
PERFORMANCE OF WORK 63000 Cyberjaya Unit Reference WCO-SRHR
ACCORD POUR MALAY SIA - S
EXECUTION DE TRAVAUX gat:procurementigwhio.nl

Pour toutes questions & caraclére lechnigue ayant trait a cet Accord, veuillez contacter le responsible Kiran SHARMA, 09650111233,
sharmaki@who.int.

Instructions concernant la facturation pour les contractants qui sont des personnes morales.(Personne Morale ).
Les factures doivent &tre envoyées par courriel & accountspayable@wha.inl Oulre les factures, n'envoyez aucune enquéte & cette adresse de
courrier électronigue.Vous pouvez contacter le responsable technique responsable ci-dessus pour toute demande de renseignements.

De maniére a garantir un paiement exact et ponctuel, les factures doivent impérativement compaorter.
e Le Numéro de facture
e Le Numeéro du bon de commande , répété a chaque ligne de facturation
« Des descriptifs des produits idenliques & ceux du Bon de commande
« Une devise de facturation identique a celle du Bon de commande &t 3 celle du compte en banque fourni @ 'OMS
« Un intitulé de facture ( nom de fournisseur) identique a celui du Bon de commande.

Les factures doivent étre parfaitement lisibles. Le contenu de |a facture ne doit en aucun cas étre masqué par un tampon ou tout aulre
marquage. La facture ne doit pas étre manuscrite.

Au nom de 'Organisation mondiale de la Santé, nous vous remercions de votre collaboration.

Centre mondial de services de 'OMS
cc: OMS India

AGREEMENT FOR PERFORMANCE OF WORK Page 10of 7

Sensitivity. Internal & Restricted
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World Health gkggalliEMENT AND
Organization  Locistics

Global Service Centre WHO Registration ~ 2021/1142104-0

WHO Reference/ Référence OMS

AGREEMENT FOR Y ek Purchase Order 202710223
PERFORMANCE OF WORK 83000 Cyberiaya Unit Reference ~ WCO-SRHR
ACCORD POUR MALAYSIA = s
EXECUTION DE TRAVAUX Osc-orouemeni@uhg o

The WORLD HEALTH ORGANIZATION hereby agrees to provide to
L'ORGANISATION MONDIALE DE LA SANTE s'engage par la présente & fournir &
MAHATMA GANDHI INSTITUTE OF MEDICAL SCIENCES

WARDHA

WARDHA
INDIA

The Maximum amount of/Un montant Maximum de: INR 342,475.00 (Three Hundred Forty-Two Thousand Four Hundred Seventy-
Five) in respect of/en vue de: Mahatma Gandhi Institute of Medical Sciences- Strengthening Health Sector Response to Gender-Based
Violence during COVID-19 Pandemic, 23 July - 30 November 2021

For the period financed by this Agreement From/De: 23-JUL-2021
Période du projet financée par le présent Accord To/A: 30-NOV-2021

Summary of work/ Description sommaire des travaux:

Description of work under this Agreement/ Description des travaux faisant l'objet du present Accord
Mahatma Gandhi Institute of Medical Sciences- Strengthening Health Sector Response lo Gender-Based Violence

during COVID-19 Pandemic, 23 July - 30 November 2021, as per the Terms of Reference at Annex 1 and within the
approved budget at Annex 2. Both these Annexes form an integral part of this agreement.

During the course of the contract and on its conclusion, the contractual partner shall ensure to submit the stipulated
deliverables mentioned under "Financial arrangements”.

Financial arrangements/ Dispositions financiéres:

Payments will be made as follows/Les versements seront effectués comme suit:

Deliverable/ Résultat Due date/ % Currency amount/

Date remise Montant en devise

1 | Upon submission of countersigned contract 23-JUL-2021 30.00 _102,74250

2 | Upon submission of finalized tool and capacity buiiding plan | 08-SEP-2021 40.00 136,990.00

| | of action data = e ; =B

3 | Upon submission of draft Report a 31-0CT-2021 2000 | 68,495.00

4 | Upon submission of certified financial statement of 30-NOV-2021 10.00 34,247 .50
expenditure

Annexes

The following annexes form an integral part of this Agreement/ Les annexes listées ci-dessous font partie intégrante de ‘Accord:
Annex/Annexes | File Name/ Nom du fichier

1 | 2021/1142104 | Conlractual - Terms of Reference | ] _
2 | 2021/1142104 | Contractual - Budget Breakdown | |

In the event that the annexes contain any provisions which are contrary to the terms of this Agreement, the terms of
this Agreement shall lake precedence/ En cas de contradiction enlre les dispositions des annexes el celles de

AGREEMENT FOR PERFORMANCE OF WORK Page 2 of 7

by~
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world 'Hea-lth g;ggG;EMENT AND WHO Reference/ Ré!e;n;e OMS
Organization  Loaistcs
Yyico-enue WHO Registration  2021/1142104-0
AGREEMENT FOR i DI Purchase Order 202710223
PERFORMANCE OF WORK 63000 Cyberjaya Unit Reference WCO-SRHR
ACCORD POUR MALAYSIA e .
EXECUTION DE TRAVAUX gs-progurement@wno.n!

I'Accord, les dispositions de I'Accord prévaudront dans tous les cas

The undersigned parties, having read the terms and
General Conditions, hereby conclude the present
Agreement and confirm their agreement and acceptance
thereof.

ON BEHALF OF WHOQ/ POUR L'OMS

Responsible WHO Technical Officer:
Fonctionnaire technigue responsable de ['OMS:

Kiran Sharma
NPO (Adolescent Health & Gender)
SE_IND WR Office, India

Approved by:
Approuve par:

PAYDEN
Deputy Head of WHO Country Office
SE_IND WR Office, India

Authorized Signatory:
Signataire autorisé:
SO o
Mr Prem Prakash Chopra
Team Lead, a.i.
Global Procurement, Processing and Logistics
(WHO BOS/SUP/GPL)

Processed by:
Traite par:

Noor lzreen Mustaffa
Procurement Assistant
HQ/BOS Business Operations

PO Approved Date:
PO approuve le.
27-JUL-21

AGREEMENT FOR PERFORMANCE OF WORK

Les parties soussignées, ayant lu les modalités et les
Conditions Générales, ratifient I'’Accord et confirment
leur acceptation.

CONTRACTOR/ CONTRACTANT

Py

Signature

Name & Title/ Nom & Fonction

WNoeehr , SO ke Ned ma
Maims S eyefd@@w

Page 3 of 7
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World Health &%

L) PROCUREMENT AND WHO Reference/ Référence OMS
._' LOGISTICS

522 Organization Global Servioe Centre | WHO Registration  2021/1142104-0
AGREEMENT FOR Block 3510 g
PERFORMANCE OF WORK ok aseiagly Uni Referonce.  WGO-SRH
ACCORD POUR MALAYSIA
EXECUTION DE TRAVAUX QscaronrameniGwhe nl

GENERAL CONDITIONS CONDITIONS GENERALES

' Rulationship of the Parties. It s uncerstood that the execution of ine wark does nol
Crete any ‘ P In this respect, the contractor shall be solely
mmum"mmmmmummm WHO shall not be

for any loss. 5 ge o injury sufl by any person whalsoever
Ansng n of out of the of this work, ing traved | ge for any
such loss, acodent damage or injury will be the L} i fuding
wihgr Approprale. Msurance Q6 for pe used by the 10 carmy oul the
wark

Withaul prajuscs 1o ine foregaang. WHO may in certain cases provide msurance coverage
for the coniractor kic traval m WHD veticles. WHO geclines il respansmilily for mon-
payment oy the insurgnce company of all or pan of a dam submiteg by of for the
coniractor for any accident. In cace of such non-payment, the contracior snall be ablged
o immedalely remourse all of pant of any advance which WHO may have pasd o the
contractor.

2 Righis. All rights in the work, including ownership of the ongnal work and copyright
thereaf, shall be vested in WHO, which reserves the right (a) to revise the work, (b) 1o use
e work in @ diferent way from (hat anginaily envisaged, or (c) not to publesh or use the
WOk,

3. Payment and use of funds. Il Mme opbon on ™he face of this agresment or payman!
ol & foed sum Bppbes thal sum & payable 0 the manner provided subsec! o proper
performance of the work
¥ the option for payment of 8 maxmum amoun! applies
(1) e funds shall be used exciusvely for the work specified In this agreemant and
any unspent balance shall be refunded (o WHO. In mis latier case. any financial
statemion! reguired shall rellect expendilufes according 1o e relavant main
calegonies of expenditure: and
(i) te the axtent the contracion i8 requined (0 purchase any goods and/or senvices I
connection wih s performance of (his agreement, the contractor shall ensure thal
such goods andfor services shall be procured in accardance with the prncipie of
best value Tor money. "Beal value for monoy™ moans the responsive offur thal i tha
best combinabion of lechnical speciications. quality and price-

Contracion who are lugal unlibes (hetonaflor referred to as “Company Conracions”) musi
submil an invece 1o the contracting WHO depariment or the WHO Giobal Service Certer
M onder 10 receive payment Invoices are 0 required fom contractois who are
nodusls (hersnafior refered 1o s “Individunl Contracion™). who can be pmd upon
recept by the contracting WHO departmant of the required delnarablas (nclsdng any
required wechnical repons and inancial stalemenis ) i a satistaciony Inanner

The wwoce from Company Contractors shall reflect any tax exempton to which WHD
My e entitied by reason of te immunty it enjoys. WHO i, 8s a general rule, exempl
from all direct wxes, custom duties and Me lke, and the Company Contractor will consul|
with WHO 50 as Lo avold the imposition of such charges with respect to this agreameant
and e work performed hefeunder  As regards excise dulles and othes taxes iMposed o
Ihe provision of goods and services (e.g value added tax), the Company Costracior
agress o varfy in consulabion with WHO wisather in the counlry where 1he tax would be
payatle, WHO is exompd fram such fax al the sowce, of antitied 1o cam rembursemen|
thereol. Il WHD |5 exempl from value adoed tax. this shall be indicaled on lhe nyece
whieraay I WHO can claim reimbursamant thereol. Ihe Company Contrecior agrees 1o iist
such charges on s asa e and. 1o the exlen! equired. cooperale
with WH 10 enabie resmbursement ihereol

WHO shadl have no responsibdity whatsoewer lor any taxes, dubies or olher contribubons
payatde by confractors. Paymen! of any laxes, dulies and other comribubions which @

1. Relation entre les Parties. || nest pas institue de refabons demployeur @ employé aux lins
de l'oxecution des iravaux. A celt égard, le @st seul resp de d la maniére dont
las trivaux 3601 exdcutds. Anii, FOMS ne saurai assumer, b I'égard de quelgue parsonne gque
o s0ll, aucune responsabilté pour loule perte. lou! acciden!, foul dommage ou Toute blessure
subIS Bu COUTS DU BN MIB0N de Mexboulion des avaux ou d'un déplacement les concernant. La
mise &n place d'une couverture dassurance pour toule pane, toul Bccident, loul dOmMmMBge ou
foute blessure subis Bu COUMS DU BN rAISON O ['excubon des Tavaux sere 0@ a8
responsabiils du conbrsctant y comprs lo cas dchéant loute couvenure & assurance pout les
personres aunfusfles e contractan! fecour powr 'exéculion des ravaux

Sans projudice 08 o gui poeceds. TOMS puecl, Guns Certaing cas, oW UNE COUVertuTe
dassurance au contractan| en cas de déplacement dans un vélwcule de | 'OMS. L'OWMS géciine
Ipute resp e pour le P parla Qrue o o= |a totaline ou dune
partie dune demands Mindemnisation soumise par ou pour le | Slite @ un

En cas de non-paemen, le contraciant sera obligé o immediatament rembourser ia 1otaite tu
une parte des avances que 'OMS. pourrail lul Bvolt vemsees.

2. Droits. Tous les dioits aftachés aux travauk. y compris la proprieté des travaux onginaux et
le drott d'auteur y afférent sevon! dévolus 4 I'OMS qui se résenve lo droll 8) de réviser |es
Iravaux, b dutliser ion travaux d'une autre ub Cole gee. ou c)
0% nE pas publier m uliser oS Irdvaus

3. Palement et utilisation des fonds 5 lopton spplicable  prévue au recto oy présent
Ao - g5 celle du paement d'une somme fike celte somme est payable dans les condiions
[Prévued. Sous réserve de 'exsoution sstisfesanie 0es Waviul

Si Foplion apol oF! calle du pal | dun

(i) les fonds seroni uthses exclusivement aux fins des ravauy precisés dans 'sccord et lout
soide non utilisé sera rembourse 4 FOMS. Dans ce demier cas, les diats financiers requis
devrond indiguer les montants engagés pour les principaus postes de dépense el

(b} dans la mesure ou e confractant doll acheler des bens etiou des services guelconques
dans |e cadre de Mexéculion du présent accord, il devra velller & ce que fachat de ces biens
etiou services soil effectué sur 1a base du principe du madleur rappon qualié-prix. On entend
pa o tlileur rmppon gualite-pra & Fofre qui présenta 8 melisute combinascn du pont de
vile des specficatons techniques. de & guallé = du pos

Alin  ddine  payé  les  conilanis QUi RONT  Oes  PErSONOEs  Momies  (Ceapris
2enammés « Pemonnes Morales «) dorvend présents une factune sy départemeni confractani
de FOMS oy au centre mondal oe sarvces de OMS. Les contractants qui 5on! des persannes
physigues [C-apres denommas « Porsonnos Fhysiques u) no sonl pas lenus de présenter ou
tacture ot peuvent Stre payes au moment de {8 récepbon sous une forme satistesante. des
Invrables requis (y comps loul rappon technigue 8f el SNancer requis) par e département
contractant 6@ 'OMS.

La facture des Personnes Morales devia refiéler loute exonésation oimpdl & laquelle MIOMS
pourrail avoer drodl an veru de Mimmunité dorl slle joul. De manere génémle. 'OMS os!
axanénéa de 1out impd! direct, de tout oroil de douane ol O Tous drods &l laxes smiades, o la
Personne Morale devia se melire on rappor avec [OMS alin d'evter lepplication des dlles
charges en rappon avec le prasent gocord ot les fravaux gul en résgitent En ce qul concarre
les impdls et autres charg p 4l 4 06 Diens o de Senices |par s
Lvam @ I vislour apoulée). [ Porsonne Morade accepie do varihe: en consultalion aves: FOMS w
dans ke pays ol la charge seral axgitle. MOMS es! exonérée de latite charge 4 13 source ou
et an droil den idclamaer le remboursement. S IOMS est enondis de la taxe & la valew
sjoutée. cels devia dtre Indgui sur la facture. 1andis gue s 'OMS est en droil den reclamer le
rembour s Pe Morale ple de menbonner celte charge de fagon sépanée sur
$o% [DCIUNGs ¢, 3 NACHSSATS. de CoNperer avec MOMS afin d'en obters ¢ rembcursemont

L'OMS n'encoutra aucune resporsabiltd pour queigue e, droit ou autre coniributon o par

Ccontracior may be required o pay shall be e sole nes lity of that who

(23 Le de quekque (axe. ool Ou Sulne confribubon  qu'un

whisll ol e entitled O any reimbursement hemeof by WHO

4. Satisfactory performance. || the work & not satisfactorily compheted jand whem
spphcable, delversd) Dy the Gale fosd o D agreement andior § any financial statomen)

¢l & not sl W WHO n atcondance wih goneml comallon 5
e vammamnmm within which. this agresmenl must be
sabalaiionly performed Normally such sddibons! penod should be of al lesst one week's

AGREEMENT FOR PERFORMANCE OF WORK

conlrisctant pourtal #tre leio de Diyer sefa de Menbéis redpormabiile oe oelikcl el | naus
dron @ sucun remboursement de ks pan de TOMS & ce nire

4, Exdcution satisfaisante 5. s travius ne sonl pas sccompls comeciemant (o1, le cas
dcnéant, loumis) @ ta oste pibvue par Socord ou S 10Ul etal nancer reguis n'esl DaE SouMEs
e Tagun ! e & TOMS cor 1 @ la conditin gindsile 5 ci-dessous, TOMS peul
accorger un dels supplementave @ fexpwalion duguel faccord dod éire ewecule de fagon

En regle g . oo dela supplemeniare sl O'une Semame au MoNS, 4 molns

Page 4 of 7

Sensativity. Intemal & Restrictod

W



GLOBAL
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PROCURENENT AND WHO Reference! Référence OMS
(X% Organization  Locistcs
_ i i
AGREEMENT FOR Bock 810 PucheseOrder | 202710229
PERFORMANCE OF WORK 23000 Cybarieys Unit Reference  WCO-SRHR
ACCORD POUR MALAYSIA
EXECUTION DE TRAVAUX Qsiaroirers ngans.l

durstion, yniess (| o clear from (he agresment thal || was particufarly impartant ihat the
petornance be complated on (e dale specilied. i which case WHO may specdy &
shorer period o refuse 1o grani any adddional period et all in ihe eveni that the work s

aull e mossorte clarsment de (accord guil etad particullerement important d'achever les
(ravaus a la date mibaemen prévue. auguel cas 'OMS peul accorser un diar phus cowrt ou
tehiser la moindie prorogaton. Si les tavews e sonl pas ochevés el lvres da legon

nol sabistactonly completed and ocelivered on the date foed, or any paciod
memnmllmwwwlmmqmsmmlym

f te & la date prévue ou 8 lexperation de tout oéla supplémentaire accorde par 'OMS
sUou = loul éal fnancer requis mes! pas soumis de fegon salsfasants & rOMS

o WHO in with general 5 balow, WHO may in
this agreemant (in addibon o the other remedies), In mmmu CONGMBOn
11 balow (withoul being held 1 grant the contractar an addibonal pariod of thinty (30) days
1o perform, complete and deliver the work ).

8, Completion and delivery. The contraclor shall complete and deliver the work 10 WHO
{inchuding nny techrical repod inal may te requined) by the date fied m this agreement or
any sddnonal penod that may be granted by WHO under general condition 4 above. Any
fnancinl statemen roguesd shull be submated within thiry (30) days (hereafier a1 Ine
lavest |1 the payment schadule on the face ol this agreement p lor & finat pay

s génerale 5 i Qg 1 put T W sl

| présent accord (sans préadice O'dutres recours dont alle peut disposer), corformement & la

e 13 o (sans élre lenUo d'sccorde au coniractanl une péode
mplmmdemm:-mpwm achever ol livier les travaux)

5 Achévement et livraison Lo contractant achéve of Iivre les tavaux b TOMS |y compris lout
rappon tlechmgue qui pourrard #ire reques) & la date prévue par faccord ow & lexpirabon de toul
odla supplémentace pcoore par 'OMS en apgl de la diton géné 4 ch-dessus
Tout étal financier regels et sowmis i plus tard dons les Pente (30) jours g suvent, Sile

upon complobon of e work tha linal payment shall be made only after salsteciony
recespt of all cefiverables cabed Tor under s agreement, mcluding any echmcal repon
ane financial statemant,

& Cartification of status of individual contractors. Each Individusl Contracior cortifims
fhai he/she does nol presently, and will nol during the term of thes agreemant, hold sny
form ol contractua! relationship with WHO (including any WHO regional, country or project
affice, as well as any programme, center or other entity where staff s subject 1o WHO
Slafl Regulations and Rules) thatl confers Lpon the Individual Contractor the status of &

[=:1 de paement préve Su 18Cto de laccord praved |6 palement & |3 fn des Iravaux
oslucl nest offectud ou'apres recepbon, sous une forme salistaisanie, de lous les [vables
angits aux ermes do factond, y compns |es rappons echmigues ot s dlats Rnancirs.

6. Certification du stalut des p s physig Toute F Priysique cerifie
qualie n'n pas actuslement el N'awa pan pour s Ourdo Ou présent accod, de redation
contractugile avec I'OMS (y compris les bureaux régionaux de (OMS, les bureaux de pays ou
de projel, les programmes cenfres ou entiths ol le personnel est soumis au Statul el #u
Reglernenl du Personnel de I'OMS) kil conférant le statut de bre du de 'OMS
Toule Personne Physigus comprend gu'une fausse dédaration ce sa pan peut antralner
I lation de fous les #U/ou e retrait de toute offte de contral, avec I'OMS

WHO st imernber. The Indeidusl Contracior understands that a tetse may
rasull in he cancellation of any o all contracts. andior the witharawal of any offer of &
contiadl, with WHED

7. Reosearch involving human participants. If and Io the extent fhe womk 1o be
perormed mr m:s agmmerl includes surveys OF Inleviews invohing  human

d o as . the following shatl npply'
MEmmmm
uumcmmammmmwmmngmmcmuumﬁn

rh under this agr i with the

Wmmawmahguuw me nmmmww
Hutsinki Declaration and any subseguent lents. Prior 1o g any such
MESearch, mnmncwrihd ensure that (a) the nghis and welfare of the subecls
ivolvisd 1 Ihe ane cted, (b} freely giver informed consent has
been for ail par (e} tna b figk and p

7. Recharchas impliguact des blres humaing S0 el dons b misure Ou los ravaus &
effeciver dans le cadre du presen! accord inciuent des &ndes ou mierviews imphgquant des
dres humaing (Chaprés denommes “recherches” ou Celude de suets humains”), les points
syt sonl apphcares

7.1 Aspects sthigues

Il ncombe su contractan! de §'assUrer qu'sy Couns des fraveus offectuds dans le cadre e cet
secord 2l impliquant lelude de sujets humains es drofts &t la santé de ces dermiers soient
wmwmammwalnnwmmmﬂ ou, & defaut & la
Déctaration dHelmnki @) Bux Tt e wilt emant apportés
Avant de commencer outs recherche, lemmmlﬂunsmw @ fas droits &t le bien-
trw des supats imphl wont st nt gés. b, le consenlement libre el eclaire a e
obleny pour lous les panicipants: nwamlmmswhmoﬂ
évplud los nsgues of los avanidges polenliels & onl jugd quils s'dgullibrent de manibre

involved hits beer: assessad and deemed acceplable by a pansl of independent expens
appoinied by Me contractor, and (d) any spacal nabonal reguirermants nayve been mot

7% Regutatory Requirements

I the responsibiity of the contacior i3 comply with the rolevant national regulanons
panaining 10 eseach nvolving human subiects.

7 3 Protection of Subjects

Withoul prejudica fo ocbligations under applicable laws. the contracior shall maie
approprate TEs 1o of mitgate any negatve consequences Lo subgcts
or their tamilles resulting from the conduect of the research under s agreement. Such

tabie e d. loute exige Here de la adté
7.2 Exigences regiamentaires
Il mcombe au comractanl o respocier la roglernentalicn natonale relative sux recherchos
imphguant [Stuoe de Suels Numans
T3 Protection des suits humans
Sans préjudice des obbgatons jul INcombant sux lermes des lois en wguewr, le conlactant
pranidra des mesutes spproprides en vue delimner ou datténue loute constquence négative
pout W% Sujols Ou b famdle sesultant de la conduite des recherchos dans i cadre e cet
accord, Ces mesures. comprandsont, dmshnwauraﬂu possitie, des conseils appropres, un
railement médical @ un 0 Le Wosengege en oulte A

amungaments shall (o the exient feasible include appoprisie ger le des informations qui pourrsienl permettrs d'identifier les
eamtment and financial reliel. The contractor furthermors undenares (o mu e syats impliqués dans jes ludes.

rifh y af the relating to the possible identification of subjects involvea

i ihe reseanch

8 Comgliance with WHO Policies. By entenng o the sgresment, o Conireciol
acknowledges INal It has read and harely sccapls Gnd agrees 10 comply with. the WHO
Polisas (as dafhingd bolow| In connation wih the foregoing

Company Contractors shall take appropnale measwres 1o prevent and respond 10 any
violabons of the standards of conduct as described in the WHO Polcies by her
employses and iy olher parsons engaged by thewn 1o porform o work under the
agreement. ang

« Individual Contractors shill nol engage in any conduct that would constifule 8 wolation of
ihe standards of condudt, as sescnbed n the WHO Pobcies.

B Respect des politiques de I'OMS. En concluani cel mocond. e contractant recarnail qu'il a
lui les Politigues de IOMS (elles que definies c-0essous|, e quil |es accepie & convient de sy
confortmer En len ovec ce gul précede
- bt Pergonnes Marales dolvent prendre des mesures approprées alin de prévenw el (epondre
@ laule wiolation des normes de candule, lelles que décries dans bes Poliques de I'OMS, par
leurs employes et par ule sutre parsonne qu'shes onl engagées pour execuled o Irsveus en
ity ge cal accord, &
- lgy Personnes Physquos ne oolvent pas adopler un comp i it
wiolation des normes de 1afles que decnies dans les Pobliques oe [OMS.
Sans imiler la portée de ce qu: précede, le contractant doil immédatement signaler 4 FNOMS.
UK disp des Poliigues oe 'OMS applicables, toute viclation réelle ou

CLL}

Witnaul limiting the foregoing. ihe contractor shall prompitly repon to WHGO, n
with (he lerms of e applicable WHO Polices, any actusl of suspecied violations of any
WHO Pobcles ol which the contracior becomes aware. For purposes of this agreement,
the tarm “WHO Policies” means collectively. (1) the WHO Code of Ethics and Prolessconal
Conduct (k) the WHO Poliey on Sexual Exploitation and Abuse Prevention and
Responss, (i) me WHO Code of Conduct for responsiole Research; () the WHO Polizy
on Whistieblowing and Protection Against Retaliation. and (v) the UN Supplier Code of
Conduts, in each case. a5 amented from lume 1o bnie and which are publicly available on
e WHO website of ho  Toliowing  links:  hitpdiwwwwiho inbaboutfinances

AGREEMENT FOR PERFORMANCE OF WORK

donl I & toule Polique de 'OMS. Aux fins du présent
mw Fexpression « Politiques de FOMS » signifie collectivarment — (1) le Code d'éthique el de
déoniologie de MOMS. (i) \a Politique de MOMS retative & la prévention el & la lufte conltre
l'explostation ef les abus sexuals (1) ke Code de pour une p , ()
la Polbque de FOMS sur le signal des achos rép 2l o p conire |es
représailles, et (v) le Code de condule des fournsseurs des Nalions Unies. y COMDIS leuis
madifications dveniucies o gu sonl pubkguement accessbles s o sie teme do TOMS
aux ens suvams  hip iwwewe, who ntiabouthinances-acoountabilily procurement/en’ pour ce
qu et oBu  Cooe de condute des  fournsseurs  des  Nalons  Unes o
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AGREEMENT FOR Block 3510 Purchase Order | 202710223
PERFORMANCE OF WORK S50 Cyoatin, Unit Reference  WCO-SRHR
ACCORD POUR MALAYSIA
EXECUTION DE TRAVAUX ascsroemaniGuno )
accountatiltyiprocurementeiy  for the UN Suppher Code of Conduct and al  hilp//wwew,.who inbaboul/eiiscs/end pour ce qul e des auires Poliliques de ' OMS

it (e wiha inlaboutethics/an’ lor the atrer WHO Palicies

8. Zero tolorance for sexusl exploitation and abuse. WHD has zero olerance lowards
sexual explodalion and abuse In (his regarg. and withou! limiting any ciher NoVISONS
Containgd hensn
aach Compary Conlraclor warrants thal i will (i) tske all reescnable and
BPPIOPNEIE MEeasuwes 1o preven! sexual i or abuse as ibed in
the WHO Policy on Sexunl Explodation and Abuse Prevention and Response
by any of s employees and any other persons engaged by it 10 perform the
work unoer (he agreement, and (k) prompily repon to WHO ana respond 10, in
accordance witly ihe terms of the Policy, any aciual or suspecied violations of
the Poficy of whech ihe Company Contracior becomes aware; and
mach Indivicusl Contracior wartants that ho/she will (i) nol engage in any
condutt hal woukd constlule sexval eaploialion of abuse as described n the
WHO Polcy on Seaual Explostation and Abuse Prevenhon and Response, and
(i) promotly report lo WHO, In accordance with the terms of Ine Policy. any
actual of suspacisd violations of the Policy of whech the Indwidual Contractor
becomes aware

10. Tobacco/Arms Reiated Discl Sta Company C: s may be
required 10 disclose relationships they may have with the tobacco andior arms indusiry
through compiletion of the WHO Tobacco/Arms Disclosure Statement. |n the event WHO
regUiras compistion of this S , the Ci y Conira d nol ko permill
work on e agreement o commaence, untll WHO has assessed the disclosed information
ano confl 1o the C. i in writing that the work can commence

' Ang d UN s 1T

for the guration of e agraoment Mal
() 0= nol ang wil NOE be nvolved i or associated wilh, any perscn or enlily

with s desigl d by any UN Securily Council sanchons

regime, Mat i will not make any paymen! of provede any oMer suppor 1o any such
porson or ently and that i wil not ever nto any
relatonshsp with finy SUCh person or antity,
() & ghasil no! engape in any Wegal corupl, fraudulent colligive of cosCve
prachees (nciuding bribery, thefl Bnd other misuse of lunds} in connection with The
execution of the agreement; and
i) e contractor shall ke all necessary precaulions 10 pravent the financing of
terronsm andior any' Begal comupt, faudulent. colusive or cosrove practices
(Incuding bribery . hefl and other misuse of funde) In connection with the execulion
ol Ihe agreemeni,

Any payments usad by ihe conlractor for the promolion of any temonist activity or any

llegal, comupt, I It coll of practice shall be ropakd 10 WHO withou!

ey

The contraciar wanmanis

el

wployment or g

12 Breach of esseotial terms. The contractor acknowledges and agrees [hat esch of the
provasions of genersl conditions 8, 5, 10 and 11 above constitules an essensal lenm of this
agreamant, and that in case of breach of any of thess provisions, WHO may, n its sole
discrelion, decde o
(i) berminaie this agreemant, andior any other coniract conduded by WHO with the
conracion. immediately upon written natice 10 the contractor, without any liability for
Irmeriation charges or any other (ubility of any Rind; andlor
i) axciude the from ing in any ongaing o fulura tenders analor
anlenng wilo any fuluie i, will WHO

Jal or

WHO shaill be antiied 10 reparl any wolation of suth prowisions lo WHO's goverming
bodes, oiher UN Bgences andior conors

11 Termination. WHO may lermmato s agreement of sy pan thamof wih immadate
affect (in addition to any other rights or remedes to which WHO may be entitfed, including
the nghl 1o clie damages), on witlen notice 1o the contracior | the conlractor is
(i} ¥ breach of any material obligation{s) under this agreement and, to the extent
suCh Dreach 1 capable of beng remediec, fails W cormect such Dreach willvn a
panod of thirty (30) days aflar having received a written nolification to that sffect from
WHO, o
(1) mjudicated bankrupt or lomally seeks rebel of is financil Gobgetions

14 Use of WHO name and emblem. Withou! WHO'S prioe witten sgproval ihe
contracion stall Not M any statemant of mstenal of an adverisng Or DIOMCHONE e

AGREEMENT FOR PERFORMANCE OF WORK

4. Tolerance zero pour I'expioitation et les abus LOMSE appi ta f ]

@n matiene Cesplelalion Bt Tabus sexsels A cet Bgerd, e sans imiter In porte de oule sulre

AiSPoston gy present accond
- chague Personne Morale garanit | quielle prendra toules les mesures
rasonnables el appropnides pour pr sl acie o ol d'abus sexuols
lets que décnis dans la Poltue de 'OMS reiative & I3 prévention 8t 3 |a ufle contra
lexplotation el jes abus sexueis, par [un quelcongue de ses amployés ef loule
autte personne engagée par elle pour exécuter les travaux prévus au e du
pritsent accord, et (i) qu'ebe signalera Immédiatemant & FOMS et donnera sule &
foute wolaltion réelio ou présumde de cette Politigue dont elle 8 conasissance
confl au jons de Ia Politigue; et
- choque Pemsonne Phyiique gorantit 1) guelie nedoptens sucun componement qu
refgvarail de Fesplodaton ou labus seauss els que decits dans la Poliique oe
FOMS relative 3 la prévention et 8 18 lutie contre Paxplollaton o ey abus sexuels, e
i} qu'ete signalers immédisament 3 TOMS 1oute violation raelie ou prosumde de

Politique dont elle a 3 aun disposi de la Poliligue.
10 Declaration relative & Mindustrie du ar ent. I pout die demandd aux
Personnes M de feurs @ventuelles refations avec (industrie du tabac etou de
[¥ on ia o n requise par FOMS relative 8 Nndustie du tebacide

larmemant. Dans les cas o0 FTOMS une lolie fa Pesorne Morale
slengage 4 ne pas aulonser le commancément des travaus au bire de l'accond tant gue POMS
a paas dvaiud les nformations communiquées el confitme par 4crit & b Personne Maorale que
C&S ravaux peuvent Commencer,

11 Ant-terrorisme ¢f sanctions de 'ONU, fraude ol corruption Le cont@ctanl garantil
pour loule fs durie de | accurg
(1) il @Sl o e SEia mpliaed A NegH70 de 1 855006 A StUne DEIONME ou Nl que
le régirme de sanctons du Consed du sécurie de FONU a comme dlant
au teronsme. quil ne fera awcun paiement 3, ou ne soulendra daucune autre Maniére.
une lolle personne ou entild. el guil ne conclure Bucune relabon Templol M98 Sous-
ratance avec une telle personne ou entite
(1) qu'l re prendra part & sutuneg prabque iegale, de comupbion, de fraude, de Collusion ou
di coarciion (y compris. pols de v, vol ou autre ulilisation abusive de fonds) en lien avec
l'execubon ce Facocord | ef
(W] le contractant prendra loutes les précoubions nécessaires pour emp@cher e
financement du feronsme elfou toute pratique llégale, de corruption, de faude, de
CORUSION OU o COBTCIlion |y compris, pots 08 vin, vol ou Bubie uliksaton abushe de londs)
o ken avec lexdtution de Faceord
Toul pasment uliksé par & contractan: pour la promatan de loule actvile lemonsie ou de loulo
pratque  Négale, de coruphon oo Ireude de colluson ou de coorcibon doll &im
mmacatement rembourse a FOMS

12 Viclation de clauses lles Le L] ple que chacune des
dispositions des condibons gandrales 8. 9, 10 &t 11 o-oessus e clsuse il
du présent accord, el qu'en cas de & 'une g o ces FOMS

peut, H =8 seule discrétion, decider
(1) de résilier mmédialement cet accord, al/ou lout Butre contral concly par 'OMS avec le
conraciant, moyennant une notficaion écrile Baressée au confractant, sans &re
redevabla d'aucune penalile Gu lilne d'une telke resdiation et sans que sa responsabdite nie
504 engagée o'une quelcongue manidre que ce soil, elloy
(i) Fonciure le contractand de foule parbcpaton & des appels d'oflres an Cours cu & venir
olicy de toute relaton conlraciuelie Ou de colaboration future avec 'OMS

L'OMS sari @n dron 06 rappone’ oUte viclation 08 ces GISpOMBONS aua Drganes direcieurs o8
I'OMS. sux autres organismes des Natons Unies aliou aus dongteurs.

13 Résiliation. L'OMS peut résbor avec effet immadial ke présent accord ou loule perte de
celu-cr (8n plus de lous les sutres drots ou recours dont 'OMS peul se prévalon y comphns
celul de rédamer des dommages-interéts), moy | une f derite [
contraciant. si e dermier
(i) st &n viciation d'une (ou plusieurs) obiigation(s) mponante(s) du présent accord et
dans le cas dune violmbon susceptible d'dtro réparde, manque do remidier & une folle
viclation dans fes wente (30) jours suwan! @@ réception d'une nolification écrite de nomMms
envoyde 4 cet eflel ol
(i) s'esl déciagre en fulite ou 8 gemandd oficisliement 3 dire subiend de ses abligatons
financigres
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AGREEMENT FOR Block 3510 Purc?hfs? 33:.}?“ 202;1 24 o
Jalan Teknokrat 6 agas
ACCORD POUR MALAYSIA
EXECUTION DE TRAVAUX gscproarement@who.nl

refer 1o ths agreement or the contractor’s reiationship with WHO. or otherwrse use he
narme far any sbbrevishion theneof) andior emblem of the Waodd Healih Organization

15 Publication of ag Subyect 1o of confidentialty. WHD may
acknowledge e sustence of this sgreement 1o the public and publisn andior cthanwise
publicly gisclose the contracior's name and for Company Contracion. the counitry of
ncorporaban, general nformation with respect 10 the work descnbed herein and tha
agreement’s valug. Suth disdosure will be made n with WHOr's In b
Dinclosum Pokcy and shall be consstent with the terms of this agreement.

18, Audit. WHO may request a linancal and review oF audit of the work
performed by Company Convaciors under this agreement, to be conducied by WHO
and/or parties authonzed by WHO, ang e Company Conltractor undertakes to faciltate
wuch review of audit, This review of audit may be carried oul 8l any lime dunng the
implementation ol the work performed under (his o wihin fve years of
completion af me work, In order 1o fsoltate such linancial and oporational fednew or
dudit the Company Contracion shigl keep acourate and syslematc acoounts Wd ecords
L TESpeCt Of the work peroimed under this agragment,
The Company Contractor shall mane avalable without restriction. 10 WHO sndlor paries
Suthonzed by WHO
(i) the Company Contraciors books, records and systems (Incloding all relevant
financial and operatonal miormation) relating o this agresment; and
(ijreasanable sccess 10 the Company C s premises and perioniel
The Company Contacior shall provde satistactory explanabons to all quenes ansng m
with thi af audit and sccess rights.

wmmﬂmmwmlmmummmum
the work that is g the
qusmmuwwam:mmuﬁewtmwu&mmy

Contractor and refated o ihe work unaer this ag
17 Surviving p Thosa p of (s agr Ihat are by thawr
fature 1o survive its exp of eailer ter shall continue lo apply

18, Settlernent of disputes. Any malier relating 1o the slerpretabon o apphcation of iis

nt which is not d by its terms shall be resolved by reference to Swiss law
ﬁwmmummumawmolmmwu uness
armacably settied. be subject to conciiation. In the event of lalure of the latter, the dispute
shall be settied by abitration. The arbitration shal be conducted in accordance with the
modalities o be agreed upon by the parties or, in the absence of agreement, with the
Rules of Arpitraon of the intemational Chamber of Commerca. The parlies shall accept
ine arbiral award as fnal

18 Privileges and immunities. Nolbing contaimed in o reliving to his agresmant shad
be desmed 10 constiule a waiver of any of [he privieges and mmmunitins enoyed by
WHO andior as submitting WHO to any national courl junsdictan,

AGREEMENT FOR PERFORMANCE OF WORK

14 Utilisation du nem ot de l'embléme do MOMS. Lo contmctant n's pas le deoll, dans
aucune déclaralion ni aucun support & caractdre publicnare ou promationnel, de faire
référance au présen| sccoid ou A o reinbion avec 'OMS A dutiiser g'une aulre mamére o
nom (ou toute abréviation de celurcr) sUou lembreme de [Organisaticn mondiale de ln Santé
sans lauiorisation dcrte presable do NOMS

15 Publication de I'sccord Sous rdserve de ! i la fi d
I'OMS & le drofl de divuiguer ['exisience de cel accord ef de pubber, slou rendre pudlic dune
dutre maniene, le nom du contractan! ansl que, le pays denregistroment si e contractant es!
ume Personne Morale, des informations générales concemnant les fravaux décrts dans le
présent accord of la valeur de [‘accord. Cefte divuigation se fera conformément @ ia politique de
I'OMS sur la divuig dus mb LT du présen accond.

16 Verification. L'OMS peul demander qu'un examen ou une veérhication de type linanceer sl
operationrl de travau efectués par los Porsonnes Momslos en vor du prosen) sccord soll
eflectusio] par OMS ellou par des pares sulunsees par [OMS @l la Pesonne Morale
anguge 4 tecliter ool eunmen ow cote vonbcation. Cel pamsmen oy cotte virdcation pout #ne
effectudde | 3 loul momeni pendant [exgcution des ravaux efeciués au live du présent Bccorg,
Ou dans les ong ans suvan Pachivemen) des Uavieus Al de lncliter col axamen ou cotln
1 de type ol op el l@ Personne Morale doit lenr des comples ol des
préos ol vy o U s rnvius offociugs on verty du présen! sccord
LaPcrmmMmm mettre & la disposition de MOMS olou des paries aulonsdes par
I'OMS, sany resinchon
(1) les livres, mmmelmmmlaPmmmmtnmm

accord (y compns Fensemble des nf ol op )
et

{d]muﬁsﬂmﬂﬁemmmmwwaubmu Moraie.
La Personne Morale doil fournir des exg B P
questions decoulant de la venfication et des drois d'acces susmenlionnas.

b toules les

L'OMS peut demandar 8 Lo Personne MOre 9o lu Communguer Jes miomalions
complémentames concemant les Savaus Bxecules au bire du présent scoord qui Sont

4Nl i 58 dSPOSLON, y COMPNS kS Conclumons of les resultals dune varnbcalon
(imterne ou externe} effectude par i Personne Morale au suet des travaux axecutés au litre du
present accord

17 Dispositions restant en vigueur apris la fin du contratl Les dispositions du présent
Bocord qui Sonl, de par lewr nalure, destinées & survivie A Fexpiration ou & la résilation
anlicipbe dudit accard continueront de s'appbaquer,

16. Riglement des différends Toute question concemant |'interprétation ou lapphcation du
présent accord que les disposiions de ce dermver ne permatient pas de resoudre goll dtre
resolue par référance pu dros suisse. Tout différend relati! & Capgication ou @ |'interprstation du
présent accord gu Bursil pu Su resolu 4 l'amiable lors 'obwel d'une conclistion. En cas
wdchec do celle-o. lo afforeny surn 1ogie par ardirage Les mocekbis o Pardilrage seront
curvenues entre les parkes ou, en labserce d'accofd selon le g 0
d'mirege de la Chamtre oe Commarce intemalionale. Les paries reconnsissent que la
senience artvirale sera linale.

18, Privileges ot immunités. Aucun des lermes du présent Bocord ne Ser8 CONSIENE cComme

tituant une & que priviége ou Immunité que ce soit dont joull 'OMS en
vertu du drolt national ou international et/ou interprété comme une soumission de 'OMS 4 s
compeience dune quelcongue jurdichon nabonale
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