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United Nations Children’s Fund

B wing, 4th Floor, 215 Atrium,

Behind Courtayrd Marriott hotel,

Andheri Kurla road, Chakala,

Andheri (East), Mumbai - 400 093
Maharashtra.

INDIA www.unicef.org

MAH/CDN/2020/027

30t March 2020

Dr. Nitin Gangane,

Dean

Mahatma Gandhi Institute of Medical Sciences
Sewagram
Wardha-442102

Dear Dr. Gangane,

Sub:

Support to MGIMS Sewagram for project “Empowering Family and Community for nurturing care
for children 0-6 years: Consolidation Phase for the period April to June 2020

This has reference to your letter No. 13277 dated 27" March 2020 with detailed proposal and activities
budget for project Empowering Family and Community for nurturing care for children 0-6 years: Consolidation
Phase during the period April to June 2020. We are committed to support this project for taking the Early
Childhood Development agenda forward. We have reviewed the proposal and confirm our support up to a
maximum of Rs. 32,30,600/- (Rupees Thirty Two Lakhs, Thirty Thousand and Six hundred only) as follows:

Sr.No | Particulars / Outputs Approv(:ti)budget
1 Team building for program implementation 19,46,400
2 Travel of Program staff / Investigators 2,17,200
3 Conduct of training workshops/ review and advocacy meetings 72,000
4 Process documentation and dissemination 7,94,000
5 Office management Expenses 2,01,000

Total 32,30,600/-

The programme will be reviewed in June 2020 for further continuation.

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.

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.
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United Nations Children’s Fund
B wing, 4th Floor, 215 Atrium,
Behind Courtayrd Marriott hotel,
Andheri Kurla road, Chakala,
Andheri (East), Mumbai - 400 093
Maharashtra.

INDIA www.unicef.org

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.
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PAREXEL International Clinical Research Private Limited

(Signatdre of Authorized Official)

Dr. Roopa Basi s 11 Mar 2020
(Typed or Printed Name) Date

t Gandhi Enstitute of Medical Sciences (MGIMS)
Maann A

(Signature of Asithorized Official)
D1 Nikg Y Cyt&qm&,

Mah

(6 | Metr |20 20

(Typed or Printed Name). Date

.[nvesﬁgatnr. . Bishan Swarup

bingu _

(Signature oi‘ﬁ‘.‘ds.!tﬁ'gifnvasttgatbr) e
12| maren| 20

Dr. Bishan Swarup Garg,

Date

Investigator: Dr. Ahishek.V.Raut
Dbl g |

{Signature of Now Investigator)

Dr._ Abishek.V Raut

18} rAkles2e

Date

(Signatire of A uthorized Official)

Sy - Q“‘{M tid Lo kw*zw \‘?5[ ?9} 24708

{(Typed ot Panted Name) Date

230751 VPMIDOZ-IN3.0ITBR IND 1OMGI CSAAL (Pl Cliange) Raut English 20200311 1.0
i’agebero
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'. - MASSACHUSETTS

N9 GENERAL HOSPITAL

A 4
The Division of Global Health and Human Rights Thomas F. Burke, MD, FACEP, FRSM
Department of Emergency Medicine Chief

125 Nashua St, Suite 910
Boston, Massachusetts 02114-2696
Tel: 617-584-0064

Letter of Agreement April 29®, 2017
Every Second Matters for Mothers-Uterine Balloon Tamponade
ESM-UBT

Dear Dr. Garg,

It was good to see you over the past few days. Thank you so very much for your remarkable leadership and
partnership. We do have such a wonderful opportunity to make a difference in India, together and beyond.

With this letter of agreement I personally commit to supporting approved necessary finances for ESM-UBT
across the 10 medical schools through January of 2019, or until such time that other resources are secured, from
the Ujenzi Charitable Trust. Additionally, I guarantee the human resource efforts necessary from our Division to
ensure high quality performance.

Over this coming two years we together will seek resources in order to secure additional support for the
sustainability and scale of the ESM-UBT program, so that ultimately women across India will no longer lose
their lives from postpartum hemorrhage.

It is an honor and privilege to work with you, Dr. Poonam, Dr. Jain and the entire MGIMS family. This is to
confirm that Dr. Poonam is in-country lead on ESM-UBT.

Kind Regards,

Thomas F. Burke, MD, FACEP, FRSM

Chief, Division of Global Health and Human Rights, Massachusetts General Hospital
Departments of Emergency Medicine, Surgery and Pediatrics, MGH

Associate Professor of Surgery and Emergency Medicine, Harvard Medical School

Associate Professor of Global Health and Population, Harvard T.H. Chan School of Public Health

B.S. Garg MD, PhD, FAMS
Secretary, Kasturba Health Society
Mahatma Gandhi Institute for Medical Sciences, Sewagram

CC:

Dr. Poonam Shivkuma
Dr. Manish Jain

Ms. Moytrayee Guha
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2.

5.

10.

anderstands that, under United States law, Foundation grant funds, and income earned on
those funds, may be spent only for charitable, religious, scientific, literary or educational

purposes.

Inspection of Documents: Recipient agrees to provide Jiv Daya will all relevant information
and documentation relating to the Project that may reasonably be requested by Jiv Daya
relating to the use of grant funds. Such information and documents include, but are not
limited to, background and qualifications of personnel, staff compensation, written
information given to staff and patients, data collection and analysis reports, periodic progress
reports, development updates, expenditure reports and other appropriate reports and
documentation. Jiv Daya Foundation will review such documentation to ensure the validity
of the project and proper use of funds.

Reports: Recipient will timely submit periodic progress reports, as detailed below.

Acknowledgements: Recipient will acknowledge Jiv Daya support in all posters,
publications and the like discussing data collection or the progress made possible by the
Project Grant Program.

Use of Photographs and Information: Recipient will give permission for Jiv Daya to use
photographs (taken during site visits) and hospital information on the Jiv Daya website and in
Tiv Dava publications and materials.

Confidentiality: Jiv Daya will protect the confidentiality of information and data provided
by Recipient. Recipient and Jiv Daya each agree to use all information and data disclosed to
the other party in connection with the Project Grant Program in furtherance of their common
goals.

Payments: Jiv Daya will make all payments under the Project Grant Program to Recipient in
quarterly installments throughout the year, contingent on receipt and approval of proper
reporting to demonstrate the impact made and a detailed breakdown of expenditures.

Bank Accounts: Recipient should arrange for Jiv Daya grant funds to be kept in a separate
bank account whenever possible. If a separate account is not possible due to institutional
regulations, the recipient should record and maintain the grant funds in a separate
bookkeeping account (limited to charitable purposes) in the grantee’s financial records. An
institutional director or finance director must sign and have notarized an affidavit stating that
grant funds are used solely for the purposes outlined in the MOU and that Jiv Daya is the sole
funder of all staff salaries and items provided by the MOU.

Return of Unused Funds: Any grant funds, and any income earned on grant funds, that are
not spent or committed for approved purposes in connection with the Project Grant Program
as described in Appendix 1 must be returned to the Foundation.

Compliance: The Foundation reserves the right, in its sole discretion, to discontinue the

Project Grant Program and all funding under it if the Foundation is not satisfied with the
progress of the grant or the information reported by Recipient.

2 MGIMS, Wardha. IMH]I. 2013
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Final Report. Upon completion of the initial research project grant period, Recipient must
simely prepare and submit a final report detailing the use of grant funds and the results and
achievements of the Proiect including final data analysis and results.

STAFF

Information. Recipient must provide the following information for all Foundation-supported
empioyees: name, address, position, terms of employment and compensation.

Prompt Payment to Staff. Under no circumstances may the payment of compensation be
delayed in favor of other expenditures. Ensuring staff salary payments should be given the
highest priority.

Salary Increments. Request for staff member salary increases may be made to Jiv Daya
Foundation at any time; however, regular or annual pay increases are not sanctioned by the
Foundation without prior express written consent. The Foundation reserves the right to make
all decisions regarding a staff member’s salary based solely on Jiv Daya’s assessment of the
staff member’s job performance.

PROHIBITED ACTIVITIES

So that the Foundation may comply with the tax laws of the United States, it is understood that the
Foundation grant funds will not be used for any of the following purposes:

1.

to carry on propaganda, or otherwise to attempt to influence any legislation (within the
meaning of Section 4945(d)(1) of the United States Internal Revenue Code);

to influence the outcome of any specific public election or to carry on, directly or indirectly,
any voter registration drive (within the meaning of Section 4945(d)(2) of the United States
Internal Revenue Code; or

to make any grant to an individual or organization; or

to undertake any activity for any purpose other than the charitable purposes specified in
Section 170 (c)(2)(B) of the United States Internal Revenue Code.

Please contact the Foundation should you have any question regarding permitted activities.

PROJECT COMMENCEMENT AND TERMINATION

This MOU will become effective on the date that it is fully executed by both Jiv Daya and Recipient.
The term of the Project Grant Program will be as described in Appendix 1. The Project Grant Program
may be terminated by Jiv Daya at any time before expiration of its term if Jiv Daya determines, in its
sole discretion, that reasonable cause for termination exists. In the event of such termination, Jiv
Daya will provide Recipient with written notice of termination, documenting the reason for
termination. Circumstances that may warrant termination include, but are not limited to:

Determination of unexpected, significant or unacceptable risk to patients;

Failure to spend funds solely for the purpose of the grant program;

Failure to share documentation, reports, and status updates with the Foundation;
Failure to share information on staff or to provide adequate information of practices;
Insufficient adherence to Jiv Daya Foundation requirements;

4 MGIMS, Wardha. IMHI. 2013



<  Non-compliance with monitoring processes or procedures;
» fnsufficient or incomplete data, or data that otherwise cannot be evaluated.

In the event of discontinuation of the Project Grant Program prior to the end of the term, Recipiem
must return to the Foundation all unexpended grant funds, in an amount to be agreed between the
Darties.

OTHER ELEMENTS OF THIS AGREEEMENT

Any notice required by this MOU shall be sufficiently given if sent in writing by prepaid, first class,
certified or registered mail, addressed in the case of Jiv Daya Foundation to:

Jiv Dava Foundation

Attn: Dr. Vinay Jain

12400 Coit Road, Suite 570
Dallas, TX 75251

and in the case of Recipient, to the address then on file with Jiv Daya.

This MOU, including its attachments, represents the complete agreement between the parties
regaraing its subject matter and supersedes all prior written or oral promises, representations and
agreements regarding the same subject matter. This MOU may be amended or modified only in a
written document signed by duly authorized representatives of Jiv Daya and Recipient. This MOU
may be executed in two or more counterparts, each of which will be deemed an original. it any
provision of this MOU is held to be unenforceable for any reason, that unenforceability shall not
affect the enforceability of any other provision of this MOU, and the parties will negotiate in good
1aith to substitute an enforceable provision with similar terms.

Executed by the parties hereto as of the date set forth below:
JIV DAYA FOUNDATION: RECIPIENT:

\J\\\ on

VinayK_Jain, Pyesident

Title:

Jaln 9 2

Date ! Date

5 MGIMS, Wardha. IMHI. 2013



APPENDIX 1 - DESCRIPTION OF PROJECT AND GRANT PROGRAM

SUMMARY DESCRIPTION OF PROJECF

The Jiv Daya Foundation agrees to collaborate with MGIMS, Wardha on the Partograph Researce
Study Project. This will be accomplished through the provision of additional support staff for the
“avor and delivery ward, namely supplemental salary support for 1 Data Entry Operator, | attendant,
and 2 Auxiliary Nurse Midwives. The goal of the project will be to “ensure the complete and
accurate plotting of modified WHO partograph in 100% of laboring women and assess the reduction
in maternal and fetal complication rates”. Expected sample size will be 1 ,500 within the initial 6
month grant period. The Auxiliary Nurse Midwives (ANMs) will be responsible for collecting all
required measurements and ensuring the accurate filling of the partograph, as well as monitoring of
laboring women, and coordinating with all Doctors and post-graduate residents. The Data Entry
Operator will be responsible for entering all data collected by ANM’s onto paper partograph and
conducting all computer based data entry. The Attendant will be responsible for collecting and
sending completed partographs to JDF staff as well as all other minor duties related to the project
such as photocopying, sending reports, etc. Additional support may be given based on the successful
outcomes of this project. Additional support may include the provision of e-partogram devices in
cooperation with Jhpiego.

SCOPE OF GRANT PROGRAM (DELIVERABLES)
Jiv Daya will provide the following support in connection with the Project:

1. Incremental salary support for the Project staff identified below.
2. Computer, scanner, copy machine, phone card, and stationary for data collection and entry

purposes

Other relevant information:

1. All data collected will be the property of Recipient. The data will be entered and maintained
locally in Wardha, India and backed up on a server in Dallas.
2. Project success will be measured on the following:
a. Number of partographs collected and submitted
b. Completeness of data entered into partographs
c. Improvements in data collection process
d. Improvement in assessment of maternal and fetal complication rates

PROJECT DETAILS AT A GLANCE

Project Title: Partograph Research Study at MGIMS, Wardha

Location of Project: Wardha, India

Type of Project: India Maternal Health Initiative

Project Objectives: To ensure the complete and accurate plotting of modified WHO

partograph in 100% of laboring women and assess the reduction in
maternal and fetal complication rates

Duration: The Project Grant Program will commence on the date this MOU is
signed, and will continue thereafter for a period of up to one year.
The initial term will be for a period of six months and is renewable
if it is determined that the support provided has a measurable and
positive impact on outcomes.

Appendix 1 1 MGIMS, Wardha. IMHI. 2013



PERSONNEL

1. Principal Collaborator

The principal investigator on the project will be:

Dr. Poonam Varma Shivkumar- Professor and Head of Dept. of OBGYN

The co-investigator on this project will be:

Dr. Promod Kumar- Assistant Professor- Dept. of OBGYN

FINANCIAL SUPPORT

Equipment/Personnel Assistance Covered by Grant

Item Number
1. Salary support for Auxiliary Nurse Midwives 2
2. Salary support for Data Entry Operator 1
3. Salary support for Attendant 1
4. Computer for data entry 1
5. Scanner 1
6. Copy Machine 1
Budget (for Full Project Duration)
Amount (in
Item INR)
Initial Grant Renewable 1-Year
Period (6- Grant Period Total
months) (6-months)
1. Salary Support
2 Auxiliary Nurse Midwives @ Rs. 60,000 60,000 120,000
5,000 /month
1 Data Entry Operator @ Rs. 10,000/ 60,000 60,000 120,000
month
1 Attendant @ Rs. 4000/month 24,000 24,000 48,000
Total Salary Support 144,000 144,000 288,000
2, Equipment
Computer (1) @ Rs. 40,000 40,000 0 40,000
Scanner (1) @ Rs. 18,000 18,000 0 18,000
Copy Machine (1) @ Rs. 19,000 19,000 0 19,000
Monthly support for stationary, 15,000 15,000 30,000
telephone bills, postage chargers and
contingency @ Rs. 2500/month
Total Equipment 92,000 15,000 107,000
Grand Total 2,36,000 159,000 |  3,95,000

Appendix 1

MGIMS, Wardha. IMHI. 2013




APPENDIX 2 -METHOD OF PAYMENT

Fayment will be made via check. Please provide your mailing instructions by answering the following

quESTIOR:.

| Name of the Beneficiary (as check should be made out)

Beneficiary's mailing address with Pin/Zip Code

Signature Date

Title

MGIMS. Wardha. IMHI. 2013



APPENDIX 3 — SUPPORTED PROJECT STAFF INFORMATION

Please provide the information below for each employee whose salary will be supported by the
Foundation:

Labor Law Yes/No Comments

a. Who employs personnel locally?
(i) Name of the institution

b. What are the local requirements?

(i) Registrations (with social security authorities for
instance)?

(ii) Other requirements (such as having written
employment agreement, internal regulations, pension
plan, etc.)

(iii) Are there withholding/reporting/payment
requirements such as social security contributions?

(iv) Are there withholding/reporting/payment
requirements such as wage tax?

Signature Date

Title

MGIMS, Wardha. IMHI. 2013
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GOVERNMENT OF INDIA
Ministry of Health and Family Welfare
Directorate General of Health Services

CENTRAL DRUGS STANDARD CONTROL ORGANISATION
i WEST ZONE
Office of the Deputy Drugs Controller (India)

4™ Floor, Zonal FDA Bhawan, GMSD Compound, Beliasis Rd,

Mumbai Central, Mumbai-400 008.

Tel: 022 - 23002279 / 23002215
Fax : 022-23002271
Email: ddciwzmum-mohl’w@nic.in

REF: 22/PvPI/WZ-2011/ 35 97.

To

The Secretary-cum-Scientific Director
Indian Pharmacopoeia Commission
Sector-23, Raj Nagar

Ghaziabad 261 002

UTTAR PRADESH

Subject:

June /4/ 2011

Forwarding of List of Proposed Medical Colleges for enrolling their

institute as ADR Monitoring Centre under PvPI — reg.

Directorate's Office Order No. DCGI/MISC/2010/36

dated 19" April 2011
Sifs

As informed by the Directorate all the activities of PvP] will be coordinated through the
National Coordinating Centre (NCC) i.e. IPC, Ghaziabad, this office would like to

forward the list of proposed Medical Colleges whic

Monitoring Centres in West Zone.

I am forwarding herewith the List of Medical Co
Pharmacovigilance Programme of India along
(LOI) requesting for approval of their Pharma

h can be included in PvP] - ADR

lleges who are willing to be a part of the
with the copies of the Letter of Intent
covigilance Centre to run as ADR

monitoring Centre for information and necessary action.

Yours faithfully,

N

(DR. R RAMAKRISHNA)
DY. DRUGS CONTROLLER (INDIA)
CDSCO, WEST ZONE, MUMBAI

Encl: List of Medical Colleges along with LOI

Copy forwarded for information to:

1 The Drugs Controller General (I), DGHS, New Delhi 110 002
2. Dr.S.B.Patel , Professor & Head, Department of PharmacologyGrant Medical
College & Sir JJ Group Of Hospital, Byculla, Mumbai-400008

22
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10.

11.

Dr.Sudhir R. Pawar, Professor & Head, Department of Pharmacology Lokmanya
Tilak Muncipal Medical College & General Hospital, Mumbai 400 022

Dr. Ghongane B B Prof. & Head, Deptt of Pharmacology, BJ Medical College &
Sassoon General Hospital, Near Pune Railway Station, Pune 411 001
Dr.R.K.Dikshit Prof. & Head, Department of Pharmacology, BJ Medical College,
Ahmedabad 380 016

Dr.Varsha J Patel, Professor & Head, Department of Pharmacology, SMT NHL
Municipal Medical College, Ahmedabad, Gujarat-380006 (India)

Dr.C B Tripathi, Professor & Head Department of Pharmacology Government
Medical College, Near ST Bus Stand, Jail Road, Bhavnagar-364001, Gujarat

Dr. (Mrs) Vandana A. Badar, Proposed Co-ordinator, Professor & Head — Deptt.
Of Pharmacology Indira Gandhi Government Medical College, Central Avenue
Road, Nagpur-440018

Dr. R K Gupta, Prof. & Head, Deptt of Pharmacology, Mahatma Gandhi Institute of
Medical Sciences, Sevagram, Wardha 442102

Dr. V.N. Jindal (Dean), Goa Medical College & Hospital, Bambolim, Premier
Govt Based Hospital, Goa

Dr. Y K Gupta, Prof. & Head — Depit. of Pharmacology, All India Institute of
Medical Sciences, New Delhi 110 029



INDIAN PHARMACOPOEIA COMMISSION

National Coordination Centre - Pharmacovigilance Programme of India
MINISTRY OF HEALTH & FAMILY WELFARE, GOVERNMENT OF INDIA
SECTOR-23, RAJ NAGAR, GHAZIABAD- 201 002.

Tel No: 0120- 2783392, 2783400, 2783401; Fax: 2783311
Mail: jpclab@vsnl.net, Web: www.ipc.qov.in

File No.IPC/NCC-PvPI/AMC/2015-16/57 Dated: 05/01/2016

OFFICE ORDER

As per the recommendations of 7 Working Group of PvPI and also
as per the mandates of Medical Council of India, the Adverse drug
reaction Monitoring Centres(AMC) of PvPl are required to be
equipped with dedicated work place, computer, printer, logistics etc.
of their own to carry out the PvPI related activities rather than
provided by NCC-PvPI. NCC-—i’vPI shall provide only the trained

manpower (Technical Associate) to assist in PvPI activities at AMC.

(Dr. G5. N. Singh)
Secretary-cum-Scienfific Director
Copy to:

1. All AMC Coordinators-for strict compliance.

Prof. Y K. Gupta, National Scientific Coordinator, PvPI-for information.
All CDSCO Zonal Offices- for information. |

Joint Secretary, Medical Council of India, New Delhi-for information.

SO L

Administrative/Procurement Officer, IPC- for information.
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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 p1oor 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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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, Guyjarat-
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
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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. Johns 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

Page 14 of 24




BCX1XD

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.

1.

12.

13.

14.

15.

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.

16. Manage the Study Data developed through the funding Assistance of BIRAC in a manner that ascertains

17.

18.

19.

20.

21.

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....ccocevieiiniinnnnnnn dated
The Sanction order has been noted aserialno ........................ 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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Biotechnology Industry Research Assistance Council

Ref No. BT/CS0033/CS/03/20 Dated:

RELEASE ORDER

A LA N,

Subject: Release of First Installment for the proposal no BT/CS0033/CS/03/20 entitled “Strengthening

organizational capacity for community bascd clinical trials on Covid-19 and other priority public health

issues™ Submitted by Kasturba Health Socicty. '

E Do continuation of BIRAC « Cirani m=Aid Letter Nerceniont datcd an 2" Minch P07 Sanction s herehy
accorded for the releise of Ry, 6544 Lakhs (Rupees Siviy e | aklis and Lo Foar 1 hosand Ol s
Grani-in-Aid, heing the ey tistallment for the meplemeniitione o he proqect cuntled “Nirengthening
organizational capacity for community based clinical teinis on Covid 19 other priovity public healil
issues™ with Dr. Bishin Swarup Garg, as the designated Projeet 1ny estigartor Lon Kastorba Health Sociely,

2. The Union Bank of India is being separately authorized / instructed 1o credit the amount of Rs, 65.44 Lakhs
( (Rupees Sixty-Five Lakhs and Forty-Four Thousand Onlyv) in the bank account Kasturba Health Society as
prer details viven below
Name of the Bank , Central Bank of India !
" Branch Address J Sowacran, Tal, Dist, Wardha 442102 '
| Account Number: 1784848847 '
! Account Holder’s Name ] Kasturba Health Society, Sew e : ]
MICR Number (on Cheque) 06502 '
| NEFT/IFSC Code: | CRINO28069 7

|
3. The other terms and conditions governing this financial release will remain the same as mentioned i the GILA
dated 05 March 2021, ‘
4. The expenditure will be debited 10 BIRAC Head of Account: K.01 for the financial year 2020-2021.
5. This issue with the concurrence of BIRAC Finance Division (BFD) and approval of the Competent Authority

vide BFID No .. ; [Dated

=

The Release order has been noted at Serial No. i the Girant register of National Biopharma Mi<wion.

- A | Ao h
. s f e i

Missian Birector NBAE

To.

Dr. Bishan Swarup Garg
Director and Professor,
Kasturba Health Society.
Sewagram, Wardha-442102

Mobile No: - 9422141693

Copy t0:
I BIRAC Finance Office
2. Senior Finance Officer. BIRAC
3. Coneerned Project File

S e, QA AR, o, shal e, AR 9, 7 Rehio1 10003, AR ‘
1st Floor, MTNL Building, 9, CGO Complex, Lodhi Road, ‘New De;ihi - 1?0(_)03,_ India &
Phone: +91-11-24389600 Fax: +91-11-24389611 Website: www.birac.nic.in E-mail: birac.dbt@nic.in

{amdes |, /CIN No. : U73100DL2012NPL233152




From: Byreddi B user-035@birac.nic.in &
Subject: Proposal No BT/CS0033/CS/03/20 submitted under Mission COVID Suraksha call
Date: 4 February 2021 at 11:31
To: gargbs gargbs@gmail.com
Cc: Madhvi Rao nbm1@birac.nic.in, Dr. Shikha Taneja Malik nbm2@birac.nic.in, monikabahl cdsa monikabahl.cdsa@thsti.res.in,
Kavita Singh technical @birac.nic.in

Dear Dr Bishan,

This 1s with reference lo your Proposal No. B1/CS0033/CS/03/20 study enlitled  Strengthening organizational capacity for
community based clinical trials on Covid-19 and other priority public health issues” submitted under Mission COVID Suraksha.

We are pleased to inform you that the proposal has been recommended for financial support under Mission COVID Suraksha
of BIRAC (BIRAC contribution to the applicant) subject to financial and legal clearance by BIRAC with the following
recommended objectives, activities, milestones and timelines.

The following points are for your information and necessary action:

1. Proposal: You are requested to revise the proposal with recommended objeclives, activities, timelines, milestones and budget
as mentioned below. The link for submission of the revised proposal is active. Kindly complete the online proposal submission by
5th February 2021 (Friday). The objeclives, aclivilics, timelines and milestones should be verbatim copied from the details
as mentioned below. After finishing the revision, kindly inform us for our review. Please reach out to us in case you face any
issues in making changes in the proposal.

2. Budget: The details of the final budget have been given in the table below. No changes in the value are permissible. Kindly
contact us for any concerns regarding this.

3. Quotations: f-or all the items in the budget having cost equal to or greater than INR 5 lakhs (if any) quotations need to be
arranged.

Please find below the recommended objectives, activities, milestones, timelines and budget for this project.

Recommended Objectives & activities:

Objective wise Activities and Timelines:
Objective 1: Capacity Building
« On-site availability of equipment for trial conduct and development of functional
laboratory for biospecimen collection, processing and cold chain facility for
starage of vaccines and bio-samples

« Recruitment of manpower and completion of training of newly appointed staff
(under this grant): GCP/ BLS/ DGCT 2019 (Good Clinical Practice / Basic | ife
Support, New Drugs and Clinical Trials Rules, 2019)

Objective 2: Voluntcer Data Base Development

» Outreach aclivilies for engaging with community to increase volunteer
awareness for vaccine clinical trials and encourage participation for a possible
trial of COVID vaccine

- Establishment of electronic database of interested healthy population and
initiation of clinical trials [if offered to the site]

- 2000 for Phase I/l trial for COVID-19 Vaccine

« Relevant local administrative [Government, Medical Colleges, Institutional
Head and Committees] and regulatory [Institutional Fihics Committee]
approvals in place

Objective 3: To make the site ready for Clinical Trial conduct

Gap analysis and development of critical SOPs for COVID-19 vaccine trials

Development of clinical trial centre: Clinical examination room, consenting
rooms, sample collection facility, trial pharmacy, participant observation room/s.
data management and record-keeping facility

.

Develop SOPs for managing and reporting Adverse Fvents following
Immunization and management of medical emergency
Referral and Inpatient Management for trial participants in casc of SAl-s

.

Facility for audio-visual consenting
Site assessment by industry / third party for readiness lo lake up clinical trial
through audit visits from vaccine manufacturers and subsequent signing of
service agreements

‘Recommended Milestones and Timelines:

Milestones i o " Month of end of activity
Signing of Contract 0
On-site availability of equipment for trial conduct and development of functional 2

laboratory for biospecimen collection, processing and cold chain facility for storage of
vaccines and biosamples
Establishment of electronic database of interested healthv nonulation number and 3




initiation of clinical trials [if offered to the site]
2000 subjects for Phase /11l trial for COVID-19 Vaccine

Submission of Report 12

Recommended Budget (INR in Lakhs):

Budget-Head ~ BIRAC contribution to Applicant ~ Applicant contribution ~~ Total
Non- Recurring 48.20 0.00 48.20
Recurring 115.40 0.00 115.40
Total o A 163.60 ! 0.00 163.60

Recommended Budget Break-up (in lakhs):

Sub- Heads BIRAC Contribution Applicant C'ontribution'"‘i
A.  Non-recurring
1. Equipment 48.20 0.00
2. Accessories 5 0.00 0.00
Total | 48.20 0.00
B.  Recurring
1. Consumables 18.20 0.00
2. Manpower 85.0 0.00
3. Travel 12 0.00
4. Outsourcing ' 0.00 0.00
5. Conlingency 5.00 0.00
Total 115.4 0.00 i
Total Cost of the Project 163.60 |

Duration of the project: 12 months

We, hence request you to kindly ensure that proposal is revised within the next 02 days (05" February 2021 ).

Kindly acknowledge the receipt of this email.

For any relaled query, you may contact the undersignad

TR Bl regards,

# tag B W Ak Dr Bodu B B W
L FIUE R Sence Broaram fices

Dirac Q"ﬂ

Biotechnology Industry Research Assistance Council
14 Govdrrment of india Ente-prise)

Lst Foor, MTNLE B9,

Ledh Acad, New Delk-1100

111 24383600 | Fax -51 11 24383611




unicef @ | for every child

United Nations Children’s Fund | UNICEF Field Office for Maharashtra
B wing, 4th Floor, 215 Atrium, Andheri Kurla Road, Chakala, Andheri (East), Mumbai - 400 093, Maharashtra, INDIA
Telephone;+ 91 22 49791469; Telefax: + 91 22 49791496; website:www.unicef.org;

MAH/2021/078
19% June 2021

To,

Dr Nitin Gangane,

Dean

Mahatma Gandhi Institute of Medical Sciences, Sewagram
Wardha, Maharashtra

Sub: Commitment letter for UNICEF support towards proposal of rapid assessment of COVID
Pandemic response and preparedness for future surge in cases in Satara district during June
July 2021.

Ref: 1) Your letter No. C/Gen/2102 dated 19 June 2021.

Dear Dr. Gangane,
Greetings!

This has reference to your letter No C/Gen/2102 dated 19 June 2021 requesting approval of UNICEF
support for carrying out the “Rapid assessment of COVID Pandemic response and preparedness for
future surge in cases in Satara district” during June- July 2021. We have reviewed the proposal, and
happy to confirm our support towards the agreed activities as per the detailed budget breakdown
given below to a maximum of Rs.9,86,000/- (Rs. Nine Lakhs Eighty-six thousand only/-) and processing
the amount of Rs. 9,86,000/-

Sr. No. Activity Budget (INR)
1.0 Honorarium for the field investigators and Technical experts 3,50,000.00
2.0 Cost of travel, accommodation and mobility of the field investigators and 5,46,000.00

experts for rapid assessment.
3.0 Cost of data entry, compilation, report writing and other logistics for 90,000.00
assessment
Total Estimated Budget (INR) 9,86,000.00

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 can’t be used for procurement of any supplies and
equipment.

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 able to utilize UNICEF’s cash assistance within a period of

four months from date of release of the funds, 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, we request your office to submit completed
FACE form, a budget vs actual expenditure statement (SOE), and an activity report to enable us to
liguidate 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 regard, 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.

Thanking you for your cooperation and assuring you of my highest esteem.

With best wishes,

%\ N
~
Ms. Rajeshwari Chandrasekar

Chief of Field Office
UNICEF Maharashtra
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