This is to certify that Ms. Anusha Mittal student of MBBS-II of Bharati Vidyapeeth
University Medical College, Pune has been awarded the Short Term Studentship (STS) for
a period of two months during 2019 under the guidance of Dr. Aarati B. Pokale for the
project entitled, “Cervical cancer knowledge and human papilloma virus vaccination
hesitancy in adolescent girls in Pune city- A quasi-experimental study” (Ref. No. 2019-
03903) and the Report was found to be satisfactory.

Dr. N.C Jain Prof. (Dr.) Balram Bhargava
Scientist G & Head, HRD Secretary, Department of Health Research &
ICMR Director General, ICMR



Govt.of Maharashtra, Health Services

Jt.Director of Health Services (Leprosy & TB)
“AROGYA BHAVAN" Opp. Vishrantwadi Police Station,
Alandi Road, Yerwada, Pune-411008.

Jt.Director - @& (020) 26686955 > Section wise e-mail
Dy.Director - 26686951 : T8 section- stomh@rntcp.org
Office - 26686952-54 1 DC{_T & Lep section - jlepnms@rediffmail.com
Fax — 26686956 Sorsg 0 Est section - jdhsest99@gmail.com
No.Jt. DHS/TB&L/ Desk- RNTCP/TB/ 1694~ ())7 ij
Date 22/5/2018)
To,
The Dean

Bharti Vidyapeeth University,
Medical College,
Pune

Sub:- Sanction of grant-in-aid for the Operational Research proposal under
RNTCP.

Ref:- The State Operational Research Committee meeting held on 25th
June, 2018 at Disha Hall, Parivartan Building, Arogya Bhavan, Pune.
The following Operational Research proposal submitted by the Principal Investigator
(P1) of your institute was discussed in State Operational Research Committee Meeting held on 25th
June, 2018 under RNTCP and it has been approved.

Sr. Name of the PI Name of the Department & Topic ‘
no Medical College
Dr. (Dr. Prakash Doke, Dept. of Community Medicine Death audit of registered
Professor, Bharti Vidyapeeth University tuberculosis patient in
Medical College, Pune Pune MC area.

The Principal Investigator (PI) will sign a Memorandum of Undertaking (MOU) with the TB
programme manager on behalf of the society for the release of funds. The MOU will inciude the
objectives for which he will utilize the funds and the timeline for the study. It will also include the
commitment from him to return the funds if the study cannot be taken up due to any reason, and
other relevant causes. Funds will be released on the name of the institution of the Principal
Investigator, so that the College / Department can ensure the completion of the study project / will
return the funds in the event that the Principal Investigator is Moved from the college during the
course of the study.

A Grant-in-aid of Rs. 1,99,500 (Rs. One Lac Nighty Nine Thousand Five Hundred
only) for the above OR proposal will be released under the "New FMR Code - 10.2.9 Research for
Medical Coileges from RNTCP funds by CityTB Officer, Pune. 50% of the grant-in-aid will be
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released after receipt of the four hard copies of the final documents.

. %
uy‘ Tny{)m
D/
Joint Director of Health Services

(Leprosy & TB) Pune

Copy to—

1. The CTO Pune - To follow up with the respective medical college & Principal Investigator
and release the grant-in-aid amount of Rs. 1,99,500 (Rs. One Lac Nighty Nine Thousand
Five Hundred only) under the "FMR Code 10.2.9 Research for Medical Colleges from
RNTCP funds as per the guidelines.

The additional budget of Rs. 1,99,500/- is sanctioned from state leve! approved PIP of Rs.
14.03 1ac for the year 2019- 20,

2. Dr. Prakash Doke, Professor, Dept. of Community Medicine Bharti Vidyapeeth
University Medical College, Pune

3. The RNTCP Medical Consultants by email — mhconsultants@rntcp.org

4. The OR Committee Members ...... (All)

Copy with complements to —

Dr. Babaji Ghewade, Chairman State OR Committee, Maharashtra & Professor Respirator
Medicine, Chief Medical Superintendent, Acharya Vinoba Bhave Rural Hospital
and Jawaharlal Nehru Medical College, Wardha




N ICMR - NATIONAL INSTITUTE OF EPIDEMIOLOGY
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INDIAN COUNCIL OF NAT[ONAL INS:TIIUIE OF . . .
MEDICAL RESEARCH  LRIDEMIOLOGY R-127, Second Main Road, Tamil Nadu Housing Board,

Ayapakkam, Chennai - 600 077, India
Phone: 91-44-26136204 /26136201 / 26820469 (D)

Department of Health Research Fax: +91-44-26820464 Website: www.nie.gov.in
Ministry of Health & Family Welfare directorne@dataone.in, director.nie@icmr.gov.in
Government of India manojmurhekar@nie.gov.in

Dr. Manoj Murhekar, M.D.

Director

NO.NIE/D/SNTBFC/21 2‘5 = 1*' February 2021
To
The Dean/ Principal/Director of Medical College/Institute

Sub: Participation by Community Medicine Department in verification of Sub-national claims for ‘TB Free'
status in India

Dear Sir/Madam,
Greetings from ICMR-NIE!

Government of India has resolved to end Tuberculosis (TB free) in India by 2025. To achieve that

goal, the Ministry of Health & Family Welfare, Government of India has developed a sub-national TB free
certification process. An important step in the sub-national TB free certification process is validation of
claims of reduction in TB incidence at District/State/UT level.
As per the decision by Central TB Division, Govt. of India, National Institute of Epidemiology (NIE), ICMR
has been identified as the independent verification agency for Sub-national certification of TB elimination
efforts along with Indian Association of Preventive and Social Medicine (IAPSM) and World Health
Organization (WHO) This year, TB free claims have been received from 67 districts, 1 state and 2 UTs.

Department of Community Medicine of your esteemed institute has been assigned this validation
exercise along with other stakeholders in the district where the Medical College is located or the allotted
nearby district (list enclosed). The faculties & PG students have to train field teams, undertake
supervision of field work, verify secondary data, conduct qualitative interviews and submit a report. All
expenditure will be borne out of the budget provided for this purpose by CTD to IAPSM.

You are requested to kindly consider the period of their engagement in the verification process in
the month February & March 2021 as ‘on duty’

Thank you and with regards,

[Dr

Copy to:

1. Professor and Head, Community Medicine, Medical College/Institute
2 Principal Investigator

3 District TB Officer

Copy for information to:

1. DDG (TB), CTD, MOHFW, Govt. of India Secretary, IAPSM
2. Secretary General, IAPSM

3 State Nodal Officer, IAPSM

4 State TB Officer

Enclosure: : List of identified Medical Colleges and assigned districts

WHO Collaborating Centre for Leprosy Research and Epidemiology



List of Districts and assigned Medical College/Institute for verification of sub-national claims for 'TB free'status in India

List of Districts and assinged Medical Colleges/Institutes for verification of Sub-national claims for ‘TB Free’ status in India

Sr |State District Medical College Name Contact Email id
1 |Madhya Pradesh |Betul GMC, Bhopal Dr. D.K. Pal 8962280240 |paldkbpl@gmail.com
2 [Madhya Pradesh [Sehore GMC, Bhopal Dr. Manju Toppo 9993113042 |drmtoppo@gmail.com
3 |Madhya Pradesh |Harda Govt. Medical College Khandwa Dr. Priyesh Marskole 9752325600 [priyesh.marskole@gmail.com
4 |Madhya Pradesh |Narsinghpur NSCB Jabalpur Dr. Prashant Verma 9827322824 |drprashantv08@gmail.com
5 [Madhya Pradesh [Umaria NSCB Jabalpur Dr. Neelam Toppo 9981598198 [neelam.philips2011@gmail.com
6 [Madhya Pradesh [Alirazpur R.D. Gardi Medical College Ujjain |Dr. Dinesh Bhatnagar |[7665851573 [hodcm.rdgmc@gmail.com
7 [Mizoram Mamit Zoram Medocal College, Falkawn |Dr Manoj B Patki 9920473981 |drmbpatki@yahoo.co.in
Dr Vanlalduhsaki 9862931101 | vanlalduhsaki07@gmail.com
Dr Andrew 6909488322 |andrewlallawmzuala@gmail.com
Lallawmzuala
8 [Meghalaya Jaintia North Eastern Indira Gandhi Dr Rikrak Ch Marak 8415930096 |rikrakmarak.07@gmail.com
Regional Institute of Health &
Medical Sciences (NEIGRIHMS),
Shillong Meghalaya
9 |Meghalaya EKH North Eastern Indira Gandhi Dr Ningombam Joenna |7005622883 |ningjoenna@gmail.com
Regional Institute of Health & Devi
Medical Sciences (NEIGRIHMS),
Shillong Meghalaya
10 |Meghalaya WKH North Eastern Indira Gandhi Dr Markordor Lyngdoh (9774668924 |marsangriang@gmail.com
Regional Institute of Health &
Medical Sciences (NEIGRIHMS),
Shillong Meghalaya
11 |Lakshadweep Lakshadweep Amrita Institute of Medical Dr.Aswathy 9447294260 |draswathygopan@gmail.com

Sciences, Kochi
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List of Districts and assigned Medical College/Institute for verification of sub-national claims for 'TB free'status in India

Amrita Institute of Medical
Sciences, Kochi

Dr.GayathriAV

8281733797

gayathriav88@gmail.com

12 |Telangana Khammam Mamata Medical College, Dr Nithesh 99855 31172 |ramyanithesh@gmail.com
Khammam
13 |Telangana Bhadadri Mamata Medical College,
Kothagudam Khammam
14 |Telangana Nizamabad Government Medical College, Dr Goutham 8825626482 [thumatigoutham@gmail.com
Siddipet
15 |Telangana Kamareddy Government Medical College, Dr Srinivas Gundala 9866870803 |srini_25867@yahoo.co.in
Siddipet
Dr Mamta 8826075160 [drmamtagehlawat@gmail.com
16 |Tamil Nadu Thiruvannamalai [Tiruvamnamalai MC Dr Venkat 98945 97687 |drvenkat90021@gmail.com
17 |Arunachal Pradesh |Tirap Tomo Riba Institute of Health & Dr Debarshi Paul 9954526895 |debarshipaul@gmail.com
Medical Sciences, Naharlagun
18 |Arunachal Pradesh |East Kameng Tomo Riba Institute of Health & Dr Anoop Dev 6901260770 |dev_anoop@rediffmail.com

Medical Sciences, Naharlagun

19 |Arunachal Pradesh |East Siang Tomo Riba Institute of Health & Dr Pallavi Boro 9654817069/9boropallavi@gmail.com
Medical Sciences, Naharlagun
20 [Arunachal Pradesh [West Siang Tomo Riba Institute of Health & Dr Amrita Sarkar 7002129302 |[dr.amrita.cm@gmail.com

Medical Sciences, Naharlagun

21

Andhra Pradesh

Vizianagaram

Maharaja Institute of Medical
Sciences

Dr Bikash Chandra
Nayak Assistant
Professor

8917331556

drbikash2013@gmail.com

Dr D CH S VARA
PRASAD RAO

9490950507

chandrashekharvaraprasadrao@g
mail.com

22 |Andhra Pradesh Srikakulam Government Medical College Dr B Nagendra Naidu [9849846360 |drnagnaidu@yahoo.co.in
(RIMS)
23 |Nagaland Kiphire Jorhat Medical College Assam Dr.Bishnu Ram Das 9435020324 |drbishnu07 @yahoo.co.in
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List of Districts and assigned Medical College/Institute for verification of sub-national claims for 'TB free'status in India

24 [DNH & D&D Dadra Nagar NAMO Medical Education and DR. Bhavesh Bariya 9537511598 [bariyabhavesh7@gmail.com
Haveli Research Institute, Silvaasa
25 [DNH & D&D Daman NAMO Medical Education and Dr Paras Mehta 8460853214 |[drparasmehta7890@gmail.com
Research Institute, Silvaasa
26 [DNH & D&D Diu GMERS Medical College Junagadh |Dr.Jatin Chhaya 9978998810 |[dr.jatinchhaya@gmail.com
27 |Odisha Sonapur Bhima Bhoi Medical College, Dr Satyajit Sundar Ray [9861339499 [dr.ssray@gmail.com
Balangir
Dr Gurukrushna 9861359857 |[gurukrushna@gmail.com
Mohapatra
28 [Odisha Dhenkanal Hi Tech Medical College, Dr. Lisa Sarangi 9437165488 [sarangilisa@gmail.com
Bhubaneshwar
29 (Gujarat The Dangs GMERS Medical College, Valsad Dr. Ravikant Patel 9925046199 | drravi909@yahoo.com
GMERS Medical College, Valsad Dr. Hinal Baria 9228895045 | drbariag@gmail.com
30 [Gujarat Devbhumi M.P. Shah Medical College, Dr Mithun Sanghavi 9428125190 |drmmsanghavi@rediffmail.com
Dwarka Jamnagar
M.P. Shah Medical College, Dr Karansinh Sodha 8377995178 | karansinh.s18 @gmail.com
Jamnagar
31 (Gujarat Porbandar M.P. Shah Medical College, Dr Rohit Ram 9099925720 | rohit.ram84@yahoo.com
Jamnagar
M.P. Shah Medical College, Dr Pradeep Pithadia 9909602670 | pradeep280683@gmail.com
Jamnagar
32 (Gujarat Botad Government Medical College, Dr Ghanshyam Ahir 9687604104 [ghanshyamahir@gmail.com
Bhavnagar
33 [Gujarat Mehsana GMERS Medical College, Vadnagar |Dr Nilesh Thakor 9979846971 |drnileshthakor@gmail.com
34 (Gujarat Rajkot PDU Medical College, Rajkot Dr Anupam Banerjee 9426783774 |dranupamb@rediffmail.com
35 |Jharkhand Pashchimi
Singhbhum
36 [Jharkhand Dumka P.J. Medical College, Dumka Dr. Surinder Singh 7004147545 |[surendra.109@gmail.com
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List of Districts and assigned Medical College/Institute for verification of sub-national claims for 'TB free'status in India

37 (Jharkhand Saraikela- Manipal Tata Medical College, Dr. Ratnesh 9934115236 (ratnesh2806@gmail.com
Kharsawan Jamshedpur
38 [Jharkhand Palamu Palamu Medical College Dr. Dilip Kumar 7488526734 |dilipmyself09@gmail.com
39 |Puducherry Puducherry Govt. Indira Gandhi Medical Dr. Ananaraj R. 8105804642 |anand2469@gmail.com
College & Research Institute
(IGMC&RI)
Dr Vijay Chavada 9095316465 |[drchavada2000@gmail.com
40 [Himachal Pradesh [Lahul-Spiti IG Medical College SHIMLA Dr. Anupam Parashar 9418035278 [anupamvikrant@yahoo.co.in
41 [Himachal Pradesh [Kinnaur IG Medical College SHIMLA Dr. Anmol Gupta 9418020160 |dranmol1964@gmail.com
42 [Himachal Pradesh |Kangra Dr. RPGMC Tanda, Kangra Dr. Sunil Raina 9418061066 |ojasrainasunil@yahoo.co.in
43 [Himachal Pradesh [Una Dr. RKGMC Hamirpur Dr. Devender Kumar |9816334394 |[dev10121986@gmail.com
44 [Himachal Pradesh |Hamirpur Dr. RKGMC Hamirpur Dr. Abhilash Sood 9418076890 |[abhilashsood@gmail.com
45 [West Bengal Nadia AlIMS, Kalyani Dr Ritesh Singh 9836444242 |drriteshsingh@yahoo.com
Dr Gandhari Basu 9007830561 | gandhari.basu@gmail.com
46 [West Bengal Purba Medinipur [NRS Medical College, Kolkata Dr. Chandra Shekhar |9830838879 |csmaity@gmail.com
Maity
Dr. Niladri Shekhar Pal niladrirockyfisher@gmail.com
47 [Maharashtra Kolhapur Bharati Vidyapeeth Deemed to be [Dr.Sanjay R. Quraishi 9822523362 [sanjay4165@gmail.com
University Medical Collegeand
Hospital, Sangli
Dr.Randhir V.Dhobale [9422396623 |dr.randhirdhobale@gmail.com
48 [Maharashtra Nashik Dr. Vasantrao Pawar Medical Dr Sunil Panigrahi 8424017937 [sunil1986panigrahi@gmail.com

College Hospital and Research
Centre, Nasik

Dr Syed Meraj Ahmed

8056028572

merajahmed10@hotmail.com
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List of Districts and assigned Medical College/Institute for verification of sub-national claims for 'TB free'status in India

49 [Maharashtra Ratnagiri BKL Walawalkar Rural Medical Dr.R.P. Chauhan 7020609696 |[chauhanrambadan@gmail.com
College,Sawarde, Ratnagiri

50 [Maharashtra Satara Bharati Vidyapeeth Deemed to be |Dr.Jayashree 9423037645 |jayashree.gothankar@bharatividy
University Medical Collegeand Gothankar apeeth.edu,
Hospital, Pune jayashreesg@rediffmail.com

Dr Tejal Paratwar 9423953083 |[tejalnpld@gmail.com

51 [Maharashtra Sindhudurg BKL Walawalkar Rural Medical Dr.R.P. Chauhan 7020609696 |[chauhanrambadan@gmail.com
College,Sawarde, Ratnagiri

52 [Maharashtra Bhiwandi Rajiv Gandhi Medical College, Dr.Swapnali S. Kadam (9820959095 |faimersskl@gmail.com

Nizampur Kalwa, Thane

53 [Maharashtra Centenary Lokmanya Tilak Medical College, |Dr. Dasi Rao 9833348943 ([dhrao_2000@yahoo.com
Mumbai

54 [Maharashtra Ghatkopar Lokmanya Tilak Medical College, |Dr. Pallavi Shelke 8356945770 |drpallavis@gmail.com
Mumbai

55 [Maharashtra Grant Road National Institute of Public Health [Dr.Sudhir Wanje 9920750333 |swanje@rediffmail.com
Training and Research, Mumbai

56 |[Maharashtra Parel Grant Medical College, Mumbai Dr.Lalit Sankhe 9820513651 |lalit.sankhe@gmail.com

57 |Maharashtra Prabhadevi Grant Medical College, Mumbai Dr.Pallavi Uplap 9757017082 |pallaviuplap@gmail.com

58 |Punjab Fatehgarh Sahib |DMCH, Ludhiana Dr. Mahesh Satija 9876123916 |maheshsatija@yahoo.com

59 |Punjab Kapurthala GMC Amritsar Dr Jasleen kaur 8146333011 |drjasleen89@gmail.com

60 [Punjab Nawanshahr DMCH, Ludhiana Dr. Sarit Sharma 9815598162 (sarit_sharma@yahoo.com

61 |Tripura North Tripura Agartala Government Medical Dr Chanda Mog 9436927950 |drchandamog@gmail.com
College, Tripura

62 |Tripura Dhalai Agartala Government Medical Dr Amar Tripura 7005565873 |amartripura@ymail.com
College, Tripura

63 |Tripura South Tripura Agartala Government Medical Dr Rituparna Das 8794030424 |drrituparnad@gmail.com
College, Tripura

64 |Tripura West Tripura Agartala Government Medical Dr Shampa Das 9436501217 |drshampa777 @gmail.com

College, Tripura
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List of Districts and assigned Medical College/Institute for verification of sub-national claims for 'TB free'status in India

65 [Rajasthan Bhilwara RVRS Government Medical Dr Mahesh Choudhary |8005799645 |drmahesh2711@gmail.com
College, Bhilwara
Dr Sandeep Upadhyay [7597346403 |u_sandeepkumar@yahoo.com
66 [Rajasthan Rajsamand Ananta institute of medical Dr Mitin Parmar 800119207 [mitin3112@gmail.com
sciences
Dr Kalika Gupta 9868677619 |kalikaguptaO07 @gmail.com
67 |Jammu Kathua GMC Kathua Dr. Yangchen Dolma [7780823508 |yangchendolmal2@gmail.com
68 |Jammu Udhampur GMC Jammu Dr Rakesh Bahl 9419192166 |rbrakeshbahl@gmail.com
69 [Kashmir Budgam GMC Srinagar Dr. S Mohammad 9419013699 |[smsalimkhan@gmail.com
Salim Khan
70 [Kerala Kollam GMC, Kollam Dr. Zinia Nujum 7907862136 |[drzinia@gmail.com
71 |Kerala Ernakulam Amrita Institute of Medical Dr.Aswathy 9447294260 |draswathygopan@gmail.com
Sciences, Kochi
Amrita Institute of Medical Dr.Gayathri AV 8281733797 |gayathriav88@gmail.com
Sciences, Kochi
72 |Kerala Malappuram MES Medical College, Dr. Sheela P Haveri 8618629403 |sheelaish@gmail.com
Perinthalmanna
73 |Kerala Kasargod GMC Kasargod Dr Arun Bhat 9447062117 |arunnbhatt.ch@gmail.com
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CLINICAL STUDY AGREEMENT
among

Syneos Health UK Limited
and

Dr Vijay Raghunath Kalrao
and

Bharati Vidyapeeth (Deemed To Be University) Medical College and Hospital
Pfizer Protocol # C3591025
Ths Clinical Study Agreement (“Agreement”) among

Syneos Health UK Limited, with a place of business at Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire GU14 7BF United Kingdom and it’s clinical
affiliates including but not limited to inVentiv International Pharma Services Private
Ltd. Located at 3™ Floor, Tower A, The Presidency Towers, 46/4, MG Road, Sector — 14,
Gurgaon — 122001, India (“CRO”)

and

Dr Vijay Raghunath Kalrao, with a place of business at Bharati Vidyapeeth (Deemed
%0 be University) Medical College & Hospital, Department of Pediatrics Pune-Satara
Road, Dhankawadi, Katraj, Pune-411043, Maharashtra, India

(“Principal Investigator”),

Pfizer 1012858/18PFZ0017 C3591025 IND Tri Partite CSA

[Dr Vizay Raghmmath Kalrao] [Bharati Vidyapeeth (Deemed to be University)

Medical College & Hospital Pune] [Site #1069] = Confidential
1
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and

Bharati Vidvapeeth (Deemed to be University) Medical College & Hospital, with a
place of business at Pune-Satara Road, Dhankawadi, Katraj, Pune-411043, Maharashtra.
India (“Institution™),

when signed by all parties, is effective as of 01 Jun 2020.

Pfizer Inc. (“Pfizer”) wishes to sponsor a clinical study trial/entitled “A PHASE 1, OPEN-
LABEL. SINGLE-DOSE STUDY TO ASSESS THE PHARMACOKINETICS, SAFETY AND
TOLERABILITY OF CEFTAZIDIME-AVIBACTAM (CAS-AVI) IN CHILDREN FROM 3
MONTHS TO LESS THAN 18 YEARS OF AGE WHO ARE HOSPITALIZED AND
RECEIVING SYSTEMIC ANTIBIOTIC THERAPY FOR SUSPECTED OR CONFIRMED
NOSOCOMIAL PNEUMONIA, INCLUDING VENTILATOR-ASSOCIATED PNEUMONIA™
“Study”) to be conducted by Principal Investigator at Institution under the Pfizer protocol
wdentified above (“Protocol™). Pfizer has delegated responsibility for management of this Study,
mcluding contracting and Study monitoring, to CRO, and has authorized CRO to bind Pfizer to all
ommitments within this Agreement identified as belonging to Pfizer.

Principal Investigator as a signatory/confirming party to this Agreement acknowledges the

(1‘ ’

™
8

i
labilitics and obligations as an ‘investigator’ under the provisions of the New Drugs and Clinical

nals Rules, 2019 (“Rules”). The parties agree as follows:

"
J

g Responsibilities

1.1 Investigators and Research Staff. The Study will be conducted by Principal
Investigator, namely Dr Vijay Raghunath Kalrao (“Principal Investigator™) at
a facility that is identified as a ‘clinical trial site’ under the Rules. Principal
Investigator is not an employee of Institution. Principal Investigator is authorized
by Institution to conduct the Study at Institution under a separate agreement
between Principal Investigator and Institution. Principal Investigator will ensure
that only individuals who are appropriately trained, experienced and qualified
assist in the conduct of the Study as investigators, sub-investigators or research
staff. The Principal Investigator shall si gn an undertaking in the form prescribed in
Table 4 of the Third Schedule of the Rules.

1.2 Compliance Obligations. Principal Investigator and Institution are responsible to
CRO and Pfizer for compliance by all Study personnel with the terms of this
Agreement, the Protocol, the applicable provisions of the Drugs and Cosmetics Act,
1940 ("Act"), the Rules, and International Conference on Harmonization Good
Clinical Practice (“ICH GCP”) guidelines, ethical guidelines for Biomedical
Research on Human Participants issued by the Indian Council of Medical Research,
as well as applicable law, regulations, and governmental guidance, including
without limitation, the laws of the Republic of India. The Institution and CRO shall
be jointly responsible for obtaining requisite permissions and approvals for the
conduct of the Study in terms of applicable laws, including permission from the
Central Licensing Authority. The Institution also undertakes to abide by and
Pfizer 1012858/18PFZ0017 C3591025 IND Tri Partite CSA
[Dr Vijay Raghunath Kalrao] [Bharati Vidyapeeth (Deemed to be University)
Medical College & Hospital Pune] [Site #1069] - Confidential
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Agreed to and Accepted by:
Syenos Health UK Limited Dr Vijay Raghunath Kalrao

L i
A

Printed Name: John Michael Dominic Go

Title: Associate Director, Site Start Up & Regulatory

Date: 20 3 3020

Bharati Vidyapeeth (Deemed to be University) Medical College & Hospital

110,
r.Naray:

et A 4
B - pL ) UHOD.

Tathe: Prncipal, Bharati Vidyapeeth (DTU) Medical College & Hospital

~ -

Date: 5 Tu?z 2920

Antachments

Attachment A Study Budget and Payment Terms

Attachement B Indemnification and Research Injury Policy

Attachment C Equipment and Materials

Attachment D Pfizer International Anti-Bribery and Anti-Corruption Principles

Pfizer 1012858/18PFZ0017 C3591025 IND Tri Partite CSA
[Dx Vigay Raghunath Kalrao] [Bharati Vidyapeeth (Deemed to be University)
Medical College & Hospital Pune] [Site #1069] - Confidential

24




0¢
[enuapyuo) [6901# @11S] [sund resrdsoH 2 950]10D [edIpIN
(Ans19A1u) 2q 0) pawaa(]) yreadeipiA nereyq] [oeifed] yeunydey Lelip sq]
VSO auued UL ANI STOI6SED L100Z4d81/8S8C101 19Z21d

a3DI0ANI 38 oL

E0D paIgey
JUBUNEBL L [FUCIHPPY

LAeq -
woisnul
Alsuliesed
X 9S'LEL 0} 9€ 260 81zes'0l Z9 0LZ'6) 55 6rE'SH Lttt
10 920'2 pLI% e Hm [0I9nS DSd
peayisn0
bE 889"t 16 Lwv's 69292 66 890'6 20 600'SL 8Z L64'28 nam IL101aNS DS,

UBdg 1O ‘Amix 154D JO SISy UieIaC
AUSUIES | MBYLOOUOD/IONG HISUT
uopdasenuas *(Aue ) SINpatol
apnadaion ) eAoUNIPY "UBAZ
€9 888 0s 0 gT L 00 oZ LeL 004 8zt QO B2 LEE'S O00E 612551 61 zgstl s9 sz 2220 asionpY “atnwu:u.._.i .ﬂ?%wm“\i (Aunoy) Jorauipiood Apn
‘(elgeiBiAE i) uoyEINIES USBAXC
'subig ey ‘eiqeopdde ) 1INg WBlaN
"WOISH ‘BHSYID UolNPKRIAOISNPU

aoa oo o000 ooceg'y 00 000 00 Z85'Y zosy o 00 Z98'y UOUENSIILIPY INY-ZV!

. o_ ¥l @m; mmw . mmm ’ xﬁ TR R ki
_w.oc t Wi o . whae oo AR el 0z
) no o ol tnn wird'y o [ Y TR " IbiE WLrLE w0 Bing/ws BNS_\!n-I(\En!uuu“ WIBIOD pauisou 350D 139fans 194
[
1wnuoo
¢ 4vg § Avg ) Asg
prsoy-S ’ TR I B W1 S S, U 100
dn moliog e inoH s» inoH vi Alsuiineg 0} 4o IoRUINN (0L WeWLoD 1502 40 NO 1d ¥D$3a
§ LISIA r LmA o LEA LU Y (¥L 1Y iNpRseig 0 Asunbeid

)aBpNg Apmg
V JuaWwydRRY 0) | JAqYXY




¥ o
[enuapyuo) [6901# anS] [ound [eydsoy 2 28a][0)) [edIPaN
(Ans1aA1un) 9q 03 pswsa(q) yreadedpip nereyq] [oerey peunydey Lelip Iq]

VSO °1ed UL ANI STO16SED L100ZAd81/858T10T 9z d

‘sasuadxa ay) jo 1d199s1 [enioe
auy Bupiugns uo 00"00SE HNI 01 dn jo
unowe JO 000001 AN J© iunowe ay)
00 '00S€E o} dny Buiked Aq isi a)is Yyoes Jo} pesmnquisy UBIPIENS)/JaNIBIIED 10 BOUBMO(Y [SABLL
'syo9lgns
40 %001 43d | 33Bpng “ys dn
tMO||0} 10} Sosuadxs [anes) JanBale) Jog
et al pauropsd
el 've 19.0pa20.d [ENJOR 10} PESNQUI IS panpayasun
= wiwded iy xwm ||
dev00c USIA 19 48 OuM 8198fans o} eiqea)ddy Sired uselos
00'090'0¢ 08} dn-Ue}s UWpY
00'0i0'8 99} dn-Le)e Aowiumig
Arossip prod 0 o) MOpARY (BNULY - 9004 OF/QY| (820
Awaip prd 0q 0, MOUBJOLY = 980, OB/BNI 9007
Auaap prdoa gy MIPOY BIIN) - 9994 OB/BNI (900"
UL ainpessig 04800 |09 Apnig Joy30

B R L L R e T T L R A A




BHARATI VIDYAPEETH
(DEEMED TO BE UNIVERSITY)

.MEDICAL COLLEGE & HOSPITAL, PUNE
Department of Pediatrics

First Accraditation
A Do

L2 mere

Pediatric Research Cell

Pune-Satara Road, Dhankawadi, Pune - 411 043.
Phone : +91 20 24364308, Fax - +91 20 24375541
email - researchpedpune@gmail.com

Date: 8 June 2021
To,

The Chairman
Institutional Ethics Committee

Subject: Notification to Ethics Committee for Site Close-out for the E2007-G00-338 study
Protocol Number: E2007-G000-338

Protocol Title: “A Multicenter, Double-Blind, Randomized, Placebo-Controlled Trial with an
Open-Label Extension Phase of Perampanel as Adjunctive Treatment in Subjects at Least 2

Years of Age with Inadequately Controlled Seizures Associated with Lennox-Gastaut
Syndrome”

Dear Sir,

Please be informed that the “Site Close-out Visit” (SCV) for the above referenced study was
performed on 07 June 2021 at Bharati Hospital, Pune.

We can confirm that there are no active screened or randomized patients pertaining to the study
at our site.

We request you to acknowledge the receipt of the documentand provide the acknowledgment
copy of the same at the earliest.




BHARATI VIDYAPEETH _rimacsesiion
) (DEEMED TO BE UNIVERSITY)
MEDICAL COLLEGE & HOSPITAL, PUNE
Department of Pediatrics
Pediatric Research Cell R S
Pune-Satara Road, Dhankawadi, Pune - 411 043.

Phone : +91 20 24364308, Fax - +91 20 24375541
email - researchpedpune@gmail.com

Date: 09 April 2021

To,

The Chairman

Institutional Ethics Committee

Bharati Vidyapeeth (Deemed to be University) Medical College
Pune

Ref: Protocol Title: “A Multicenter, Double-Blind, Randomized, Placebo-Controlled Trial with
an Open-Label Extension Phase of Perampanel as Adjunctive Treatment in Subjects at Least 2
Years of Age with Inadequately Controlled Seizures Associated with Lennox-Gastaut
Syndrome”

“Trial Code: E2007-G000-338

Subject: Notification to Ethics Committee for discontinuation of the E2007-G00-338 study

Dear Sir,

Please be informed that the Sponsor has taken decision to discontinue the E2007-G00-338
study. The Sponsor letter received for the study discontinuation has been enclosed herewith.

We had screened 1 patient on 01 Feb 2021 for this study, however, the patient was not
randomized. Based on the sponsor decision, the patient has been termed as screened failure
and discontinued from the study.

We can confirm that there are no active screened or randomized patients pertaining to the study
at our site.

We request you to acknowledge the receipt of the document and provide the acknowledgment
copy of the same at the earliest.

Principal Investigator,
Bharati Hospital, Pune.
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/ March 30, 2021
Dear Investigator,

Re: E2007-G000-338 Suspension of Recruitment Activities

Protocol Title: “A Multicenter, Double-Blind, Randomized, Placebo-Controlled Trial with an Open-Label
Extension Phase of Perampanel as Adjunctive Treatment in Subjects at Least 2 Years of Age with
Inadequately Controlled Seizures Associated with Lennox-Gastaut Syndrome”

We are writing to inform you that, regretfully, Eisai has taken the decision to discontinue the perampanel
Phase 3 LGS study.  Since study initiation in 2016, patient recruitment into this study has been challenging
which is further impacted by the COVID-19 pandemic in the past year. This study discontinuation is not
because of any safety concerns.

The last subject last visit date for the study is targeted to be 31 July 2021.

ww (Note: Please schedule the patient’s study completion/early termination visit to take place by 23 July 2021 in
ordet to allow for ~1 week of window shall unforeseen events require postponement of the last visit but no
later than 31 July 2021.)

We understand that some of the study sites still have patients ongoing in the study. Please keep the following
into consideration as you are making arrangements with the patients and their caregivers to schedule their
remaining study visit(s):

* Patients currently in the Core Study can continue through the end of Corc Study. If deemed by the
investigator to be necessary, these patients will be allowed to enter Extension A (blinded conversion
period only) provided the subject’s last visit will be scheduled to take place by 23 July 2021 (and in any
event no later than 31 July 2021 as detailed above).

e Patients currently in the Extension A or Extension B can continue in their respective extension phase;
however, all patients should have their last study visit scheduled to take place by 23 July 2021 (and in
any event no later than 31 July 2021 as detailed above).

W In the coming days, your PPD CRA will be reaching to you with more detailed information about close out
activities. Meanwhile, if you have any questions, please do not hesitate to contact your PPD CRA or Eisai’s

Study Director.
Yours Sincerely, .
4;%{ mg
Stella Ngo, PhD Gleb Filippov, MD, PhD
International Project Team Lead and Clinical Study Director and Medical Monitor for E2007-
Lead for Fycompa G000-338
Neurology Business Unit Neurology Business Unit
Eisai Inc. : Eisai Inc.
Email: stella ngo@eisai.com Email: Gleb_Filippov@eisai.com
Phone: +1-201-466-7398 Phone: +1-551-264-6334
Eisai Limited
European Knowledge Centre
Mosquito Way
Hatfield Tel  +44 (0)20 8600 1400
Hertfordshire AL10 9SN +44 (0)845 676 1400 Eisai Limited is registered in England and Wales

www.eisai.co.uk Fax  +44 (0)20 8600 1401 with company number 2242511




INSTITUTIONAL ETHICS COMMITTEE

BI:IARATI VIDYAPEETH DEEMED UNIVERSITY
Bharati Hospital & Research Centre, Pune-Satara Road, Dhankawadi, Pune 411043
Tel: 020 405555 55, Ext 265, Email: bvduiec@gmail.com
DCGI Regd. No. ECR/313/Inst/MH/2013/RR-19

. NABH Accreditation No. EC-CT-2018-0016

IEC/2020/59 Date: 20 Jul 2020

To,

Dr. Kavita Srivastava,

Principal Investigator,

Professor, Pediatric Epilepsy & Neurology Unit,

Department of Pediatrics,

Bharati Vidyapeeth (Deemed to be University) Medical College,

Ref: Protocol Title: A Multicenter, Double-Blind, Randomized, Placebo-Controlled Trial
With an Open-Label Extension Phase of Perampanel as Adjunctive Treatment in
Subjects at Least 2 years of Age With Inadequately Controlled Seizures Associated
With Lennox-Gastaut Syndrome

Trial Code: E2007-G000-338
Sub: Institutional Ethics Committee (IEC) Approval for conduct of the above referred

study and study related documents.
Dear Dr. Srivastava,

The above referred study, submitted vide letter dated 05 Jun 2020 was reviewed and
discussed in Institutional Ethics Committee meeting held on 08 Jul 2020, at 02:30 pm in the
Conference Hall, ground floor, Bharati Vidyapeeth (Deemed To Be University) Medical
College, Pune.

Following documents were submitted for review:

Sr. Document/Language Document Details/Versions
No.
I. Protocol No: E2007-G000-338 Version :11.0, Amendment 05, Version Date:
19 Nov 2018
2. DCGI Submission Acknowledgment | Dated 11 Mar 2020
Letter
2 Investigator’s Brochure Investigator’s Brochure Edition 19 Dated 26-
Sep-2019
4. Investigator’s Brochure Addendum | Edition 19, Addendum 01, v1.0 dated 20 Jan
2020 P g
Edition 19, Addendum 02, v1.0 dated 22 Apr
2020
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Insurance Certificate

Policy Period: Jan 28, 2020 to Jan 27,2023 |
Policy No. 4067/192802706/00/000

CRF Template

Dated March 5, 2019

Draft CTA & Budget

NA

English Adult ICF

- A3 -

India English Adult ICF v6.1.0_11 Mar
2020 Dr Kavita Srivastava

Hindi Adult ICF

India Hindi Adult ICF v6.1.0_11 Mar
2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

10.

Hindi to English Adult ICF

India Hindi to English Adult ICF v6.1.0_11
Mar 2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

11.

Marathi Adult ICF

India Marathi Adult ICF v6.1.0_11 Mar
2020 Dr Kavita Srivastava
Translation Certificate dated 12 May 2020

12.

Marathi to English Adult ICF

India Marathi to English Adult ICF v6.1.0_11
Mar 2020 Dr Kavita Srivastava
Translation Certificate dated 02 Jun 2020

13.

English Parental ICF

India English Parental ICF v6.1.0_11 Mar
2020 Dr Kavita Srivastava

14.

Hindi Parental ICF

India Hindi Parental ICF v6.1.0 _ 11 Mar
2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

15.

Hindi to English Parental ICF

India Hindi to English Parental ICF v6.1.0_11
Mar 2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

16.

Marathi Parental ICF

India Marathi Parental ICF v6.1.0 _11 Mar
2020 Dr Kavita Srivastava
Translation Certificate dated 12 May 2020

L7

Marathi to English Parental ICF

[ndia Marathi to English Parental ICF v6.1.0_
11 Mar 2020 Dr Kavita Srivastava
Translation Certificate dated 02 Jun 2020

18.

English Assent form Age 7-9 ICF

India English Assent 7-9 ICF v4.1.0_ 18 Feb
2020 Dr Kavita Srivastava

19.

Hindi Assent form Age 7-9 ICF

India Hindi Assent 7-9 ICF v4.1.0_18 Feb
2020 Dr Kavita Srivastava
Translation Certificate dated 01Jun2020

20.

Hindi to English Assent form Age 7-
9 ICF

India Hindi to English Assent 7-9 ICF v4.1.0_
18 Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

21.

Marathi Assent form Age 7-9 ICF

India Marathi Assent 7-9 ICF v4.1.0_18 Feb
2020_Dr Kavita fﬁi‘x@s‘[ava
Translation Certificate dated 12 May 2020

Page 2 of 7
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Marathi to English Assent form Age
7-9 ICF

India Marathi to English Assent 7-9 ICF
v4.1.0 18 Feb 2020_Dr Kavita Srivastava
Translation Certificate dated 02 Jun 2020

23.

English Assent form Age 10-11 ICF

India English Assent 10-11 ICF v4.1.0_18
Feb 2020 Dr Kavita Srivastava

24,

Hindi Assent form Age 10-11 ICF

India Hindi Assent 10-11 ICF v4.1.0_18 Feb
2020 _Dr Kavita Srivastava
Translation Certificate dated 01Jun2020

25.

Hindi to English Assent form Age
10-11 ICF

India Hindi to English Assent 10-11 ICF
v4.1.0 18 Feb2020_ Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

26.

Marathi Assent form Age 10-11 ICF

India Marathi Assent 10-11 ICF v4.1.0_18
Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 12 May 2020

27.

Marathi to English Assent form Age
10-11 ICF

India Marathi to English Assent 10-11 ICF
v4.1.0_ 18 Feb 2020_Dr Kavita Srivastava
Translation Certificate dated 02 Jun 2020

28.

English Assent form Age 12-15 ICF

India English Assent 12-15 ICF v4.1.0_18
Feb 2020 Dr Kavita Srivastava

29.

Hindi Assent form Age 12-15 ICF

India Hindi Assent 12-15 ICF v4.1.0_18 Feb
2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

30.

Hindi to English Assent form Age
12-15 ICF

India Hindi to English Assent 12-15 ICF
v4.1.0_18 Feb 2020_Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

31.

Marathi Assent form Age 12-15 ICF

India Marathi Assent 12-15 ICF v4.1.0_18
Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 12 May 2020

32.

Marathi to English Assent form Age
12-15 ICF

India Marathi to English Assent 12-15 ICF
v4.1.0_18 Feb 2020_Dr Kavita Srivastava
Translation Certificate dated 02 Jun 2020

33.

English Assent form Age 16-17 ICF

India English Assent 16-17 ICF v4.1.0_18
Feb 2020 Dr Kavita Srivastava

34.

Hindi Assent form Age 16-17 ICF

India Hindi Assent 16-17 ICF v4.1.0_18 Feb
2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

35.

Hindi to English Assent form Age
16-17 ICF

India Hindi to English Assent 16-17 ICF
v4.1.0 18 Feb 2020_Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020

36.

Marathi Assent form Age 16-17 ICF

India Marathi Assent 16-17 ICF v4.1.0_18
Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 12 May 2020

37.

Marathi to English Assent form Age
16-17 ICF

India Marathi to Ex@lish Assent 16-17 ICF
v4.1.0 18 Feb 2020_Dr Kavita Srivastava
Translation Certificate dated 02 Jun 2020
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38. | English Adult PG ICF India English Adult PG ICF v1.1.0 18 Feb
; 2020 _Dr Kavita Srivastava
39. | Hindi Adult PG ICF India Hindi Adult PG ICF v1.1.0_18 Feb
2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020
40. | Hindi to English Adult PG ICF India Hindi to English Adult PG ICF
< PRSI - v1.1.0_18 Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020
41. | Marathi Adult PG ICF India Marathi Adult PG ICF v1.1.0_18 Feb
2020 _Dr Kavita Srivastava
Translation Certificate dated 12 May 2020
42. | Marathi to English Adult PG ICF India Marathi to English Adult PG ICF
v1.1.0_18 Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 02 Jun 2020
43. | English Parental PG ICF India English Parental PG ICF v1.1.0_18 Feb
2020 Dr Kavita Srivastava
44. | Hindi Parental PG ICF India Hindi Parental PG ICF v1.1.0 18 Feb
2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020
45. | Hindi to English Parental PG ICF India Hindi to English Parental PG ICF
v1.1.0_18 Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020
46. | Marathi Parental PG ICF India Marathi Parental PG ICF v1.1.0 18 Feb
2020 _Dr Kavita Srivastava
Translation Certificate dated 12 May 2020
47. | Marathi to English Parental PG ICF | India Marathi to English Parental PG ICF
v1.1.0_18 Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 02 Jun 2020
48. | English Consent form for Audio India English AV ICF v1.1.0_18 Feb
Video Recording 2020_Dr Kavita Srivastava
49. | Hindi Consent form for Audio Video | India Hindi AV ICF v1.1.0_18 Feb 2020 Dr
Recording Kavita Srivastava
Translation Certificate dated 01 Jun 2020
50. | Hindi to English Consent form for India Hindi to English AV ICF v1.1.0_18 Feb
Audio Video Recording 2020_Dr Kavita Srivastava
Translation Certificate dated 01 Jun 2020
51. | Marathi Consent form for Audio India Marathi AV ICF v1.1.0 18 Feb
Video Recording 2020 _Dr Kavita Srivastava
Translation Certificate dated 12 May 2020
52. | Marathi to English Consent form for | India Marathi to English AV ICF v1.1.0 18
Audio Video Recording Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 02 Jun 2020
53. | English Patient Card v1.0.0 dated 20 N&v 2019
54. | Hindi Patient Card v1.0.0 dated 20 Nov 2019

Translation Certificate dated 29 Nov 2019

Page 4 of 7




55. | Hindi to English Patient Card v1.0.0 dated 20 Nov 2019
Translation Certificate dated 29 Nov 2019
56. | Marathi Patient Card v1.0.0 dated 20 Nov 2019
Translation Certificate dated 29 Nov 2019
57. | Marathi to English Patient Card v1.0.0 dated 20 Nov 2019
L. : L Translation Certificate dated 29 Nov 2019
58. | English Seizure Diary Book Version 1.0_English-IN_Dated 20 Oct 2016
59. | Hindi Seizure Diary Book Version 1.0_Hindi-IN_Dated 20 Oct 2016
Translation Certificate dated 19 Feb 2020
60. | Marathi Seizure Diary Book Version 1.0 Marathi-IN_Dated 20 Oct 2016
Translation Certificate dated 19 Feb 2020
61. | English Patient Dosing Information E2007-G00-338 Patient Dosing Information,
v2.0, 07 Feb 2017
62. | Hindi Patient Dosing Information E2007-G00-338 Patient Dosing
Information Hindi_v2.0, 07 Feb 2017
Translation Certificate dated 07Jan2020
63. | Hindi to English Patient Dosing E2007-G00-338 Patient Dosing
Information Information Hindi to English_ v2.0, 07 Feb
2017
Translation Certificate dated 07 Jan 2020
64. | Marathi Patient Dosing Information | E2007-G00-338 Patient Dosing
Information Marathi_ v2.0, 07 Feb 2017
Translation Certificate dated 07 Jan 2020
65. | Marathi to English Patient Dosing E2007-G00-338 Patient Dosing Information_
Information Marathi to English_ v2.0, 07 Feb 2017
Translation Certificate dated 07 Jan 2020
66. | Investigator Undertaking Dr. Kavita | Signed and dated on 04 Mar 2020
Srivastava
67. | CV & MRC for PI —Dr. Kavita CV dated 30 Dec 2019
Srivastava
68. | SRC approval letter Dated 25 May 2020

Following members of the IEC attended the meeting to review and discuss the study

proposal:

Sr. | Name Qualification Affiliation Role in the External/ |

No. IEC Internal

1 Dr. Abhijeet | M.D. Professor and Head, Medical External

Tilak Pharmacology Department of Scientist/ !

Pharmacology, | Pharmacologist
Dr. D.Y. Patil Medlcal ~F (Acting S
College, Hospital and Chai |
Research Centre, Pimpri, airperson) j
Pune - 18

Page 5 of 7



Sr.

No.

Name

Qualification

Affiliation

Role in the
IEC

External/
Internal

Dr. Priti Dave

MD Medicine

Professor

Department of Medicine
Bharati Vidyapeeth
(Deemed to be University)
Medical College,

Pune

Clinician/
Physician

Internal

Dr. Sanjay
Natu

MD
DNB(Pediatrics)
MNAMS
FACEE (PEM)

Professor,

Department of Pediatrics
Smt. Kashibai Navale
Medical College & General
Hospital, Pune

Consultant Pediatrician
Shashwat Hospital,

22, Happy Colony,
Kothrud, Pune

Clinician/
Pediatrician

External

Dr. Anand
Deshpande

DNB
(Pediatrics),
DCH

Honorary Associate
Professor,

Department of Pediatrics,
B. J. Medical College and
Sassoon General Hospital,
Pune

Consultant Pediatrician,
Deenanath Mangeshkar
Hospital and Mai
Mangeshkar Hospital, Pune

Clinician/
Pediatrician

External

Dr. Jayshree
Dawane

MD Ph.D
(Pharmacology)

Associate Professor,
Department of
Pharmacology

Bharati Vidyapeeth
(Deemed to be University)
Medical College, Pune

Medical
Scientist/
Pharmacologist

Internal

Adv. Ashwini
Hogepatil

B.A.,L.L.B.

Practicing Lawyer,
Pune

Legal Expert

External

Mrs. Vidya
Garkhedkar

M.A.
(Philosophy)
B. Ed

Assistant Teacher in Dept.
of Philosophy & Logic at
junior college, S.P. College,
Pune 30

Philosopher

External

Mrs.
Vijayalaxmi
Bathe

B.A., B. Ed
(Physical
Education)

President of Jivhala Jeshth
Nagrik Sangh, Astoniya
Royale, Ambegaon BK, =¥
Pune 411046

Yoga Teacher

Lay Person

External
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Sr. | Name Qualification Affiliation Role in the External/
No. IEC Internal
9 Mrs. Sarika B. Com Housewife Lay Person External
Deshmukh
10 | Dr. Prasad_ MD (P&SM) | Professor Member Internal
Pore D.N.B. (SPM) Department of Community | Secretary
Medicine
Bharati Vidyapeeth
(Deemed to be University)
Medical College,
Pune

Adv. Sangeeni Pol and Dr. Swati Shirwadkar were unable to attend the meeting and had
intimated about the same.

IEC composition was ICH - GCP and New Drugs and Clinical Trials Rules 2019 G.S.R. 227
(E) compliant. Required quorum was present for the meeting.

IEC reviewed the above mentioned documents and discussed the project in detail.

After reviewing all the study documents, IEC granted Approval for conduct of the study and
study related documents for 1 year.

IEC suggested that after the 19 weeks of treatment period (Titration and Maintenance period),
if the drug is beneficial, then those participants who are in control/ placebo arm, should also

get the drug.

We approve the trial to be conducted in its presented form.

IEC expects to be informed about the progress of the study, any Serious Adverse Event
(SAE) occurring in the course of the study, any changes in the protocol and patient
information / informed consent, deviations, any new information that may affect adversely

the safety of subjects or conduct of the study and asks to provide a copy of the final report.

Kindly submit a report on the progress of the study every six months. Annual study status
report needs to be submitted for approval for continuation of the study.

With best wishes,

Yours truly,

Dr. Prasad Pore
Member Secretary
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CLINICAL TRIAL AGREEMENT

THIS AGREEMENT IS MADE AND ENTERED INTO AS OF THE &7 Ik DAY OF

Iﬂh!!ﬂ:ﬂﬁ 202| 2020,

BETWEEN:

Indian Immunologicals Limited, a company duly incorporated under the Companies Act,
and having its registered office at Road No. 44, Jubilee Hills, Hyderabad, Telangana— 500033
(hereinafter referred to as “IIL” or “Sponsor”) which expression shall be deemed to include
its successors and administrators and assigns etc.

AND

Bharati Vidyapeeth (Deemed to be University) Medical College & Hospital (BYDUMC),
an institution incorporation under the laws of India, having its registered head office at Katraj-
Dhankawadi, Pune-Satara Road, Pune-411043 India which expression shall be deemed to
include its successors and administrators and assigns etc. (Hereinafter referred to as the
‘Institution’)

AND

Dr. Sonali Palkar, In-charge Pediatric Research, Department of Pediatrics and Associate
Professor, Department of Community Medicine, Bharati Vidyapeeth (Deemed to be
University) Medical College & Hospital, Katraj-Dhankawadi, Pune-Satara Road, Pune-411043
INDIA

(hereinafter referred to as the “Principal Investigator”) which expression shall be deemed to
include its successors and administrators and assigns etc.

With each of the parties collectively or individually referred to as “Party” or ‘“Parties”

AND RELATES TO THE CLINICAL TRIAL:

A Phase I Randomized Single Blind Placebo Controlled Study to Evaluate the Safety
and Immunogenicity of Chikungunya Vaccine (Inactivated) of HBI when
administered by two different dosage schedules to Healthy Subjects of 19 to 49 Years
of age.

Code: HBI/CG/1/2020/001.02.00 Versmn 02

S -'l‘ \ Page 1 of 28
CTA (HBI/CG/I/2020/001.02.00/BVDUMC]/ [2020] &/
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SCHEDULE A

- FINANCIAL CONDITIONS -

1-Clinical Trial Costs:
For sake of clarity, the Parties hereby agree that:
S
(i) “Estimated Budget” shall mean the estimated total amount to be paid by the Sponsor
considering INR 25,080 (Twenty Five Thousand and Eighty Rupees only) per completed

subject. Assuming 66 subjects will complete the study, the estimated budget will be INR
16,55,280 (Rupees Sixteen lakhs Fifty Five Thousand Two hundred and Eighty only).

(ii) “Actual Budget” shall mean the real amount to be paid by the Sponsor to the Institution,
i.e. the Estimated Budget reviewed according to actual number of subjects who have
completed the study.

(iii) Study Completion: Subjects who have completed all the required visits as per the
protocol and have given the final blood sample.

(iv) Drop out cases will not be considered for payment.

2- Payments:

a) The breakdown of the payment of INR 25,080 per completed subject is as follows:

Particulars Rs.

Study Coordinator 3400
Co-Investigator Charges 5500
Investigator charges 8500
Travel Expenses for Subjects 3500
Institutional overhead charges (20%) 4180
TOTAL per Subject 25,080
Total for minium of 66 Subjects 16,55,280

(Exclusive of Taxes applicable)

b) The charges for each screen failure subject (Subject who has given the first blood sample
and is found to be screen failure) is 2500 /- (Rupees Two thousand and five hundred
only).

¢) The Payment for the Screen failures will be made based on the actuals as per the invoices
received every month till the required total number of subjects for the site have been
enrolled.

d) If the subject drops-out from the study for any reason after enrollment, the sponsor will
pay 50% of the per subject cost of the Investigator, Co-investigator and study
coordinator.

-
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CLINICAL STUDY AGREEMENT

Among

1. CADILA HEALTHCARE LIMITED, a multinational pharmaceutical company incorporated under the
laws of India, having its Registered Office at Zydus Corporate Park, Scheme No. 63, Survey No. 536,
Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Sarkhej-Gandhinagar Highway, Ahmedabad-382481,
Gujara-t, India (hereinafter referred to as “the Sponsor”)

2. DR. SANJAY LALWANI, (hereinafter referred to as “Principal Investigator”)

3. BHARATI VIDYAPEETH (DEEMED TO BE UNIVERSITY) MEDICAL COLLEGE & HOSPITAL, Pune-
Satara Road, Dhankawadi, Katraj, Pune-411043 India (hereinafter referred to as “the
Institution”)

CADILA PROJECT:

“A phase lll, randomized, multi-centre, double blind, placebo controlled, study to evaluate efficacy,
safety and immunogenicity of Novel Corona Virus -2019-nCov vaccine candidate of M/s Cadila
Healthcare Limited. (Project No. NCOV.20.002)"

This Clinical Study Agreement ("Agreement") is executed on 29" day of January, 2021 (“Effective Date”)
among Cadila Healthcare Limited, Zydus Corporate Park, Scheme No. 63, Survey No. 536, Khoraj
(Gandhinagar), Nr. Vaishnodevi Circle, Sarkhej-Gandhinagar Highway, Ahmedabad-382481, Guijarat, India
(“Sponsor”) India; Dr. Sanjay Lalwani, Bharati Vidyapeeth (Deemed To Be University) Medical College &
Hospital, Pune- Satara Road, Dhankawadi, Katraj, Pune-411043 India for the study entitled “A phase lll,
randomized, multi-center, double blind, placebo controlled, study to evaluate efficacy, safety and
immunogenicity of Novel Corona Virus-2019-nCov vaccine candidate of M/s Cadila Healthcare Limited.”
(Project No. NCOV.20.002)” (Hereinafter referred to as “the study”).

This Agreement also covers any companion protocol(s) later developed and approved by all the Parties
that are conducted concurrently with the protocol identified herein (collectively “Protocol”) and that
involve some or all the same subjects. The Sponsor and the Institution hereby declare that all the
necessary permissions and licences required under the provisions of various acts and rules thereunder
have been obtained for the performance of their respective obligations under this Agreement.

AND WHEREAS the Sponsor is desirous of engaging the said Principal Investigator and Institute for carrying
out the Study.

NOW, THEREFORE, in consideration of the premises and the covenants and Agreements of the parties as
hereinafter set forth, the parties have agreed and do hereby agree with each other to the following:

THE PARTIES AGREE AS FOLLOWS:

1. The Sponsor would like to test the vaccine namely ZyCOV D which will be used for Prevention
of Corona Virus Disease - 2019 in healthy subjects. The Sponsor hereby declares that all the

necessary permissions and licenses required under_the provisions of relevant Acts and Rules
Department of Pedlatrics, Bharati Vidyapeeth Page 1 0f 12
{Deemed To Be University )

Medicp) College & Hospital, Pune



CLINICAL STUDY AGREEMENT

Executed by the parties:

SPONSOR:

o

(Mr. Mukund Thakkar) (Dr. Balaji More)
SVP, Legal Sr. GM, Clinical R&D
INSTITUTION:

NS T~ PRINCIPAL
Sign: // Bharati Vidyapeeth

; : (Deemed to be University)
. . \ \
Name: 3viq.(D¥) Navayanan Man Medical College

Designation: P-B'if\ C1 \3 a‘ Pune - 411 043,
Bharati Vidyapeeth (Deemed To Be University) Medical College & Hospital

| have read and understand this Agreement and accept the terms as they relate to my activities as
Principal Investigator. | further agree to ensure that all sub-investigators and research staff are informed
of their obligations under this Agreement.

PRINCIPAL INVESTIGATOR:

Department of Pediatrics, Bharati Vidyspeeth
(Deemed To Be University )
Sign: Medical College & Hospital, Pune

Dr. Sanjay Lalwani

Principal Investigator
Bharati Vidyapéeth (Deemed To Be University) Medical College & Hospital

Page 12 of 12



CLINICAL STUDY AGREEMENT

W-0 - Slte and Investlgator Charges E ? 2 000.00

1

2 W-4 Site and Investigator Charges % 1,000.00
3 W-8 Site and Investigator Charges % 1,000.00
4 W-12 Site and Investigator Charges Z 1,000.00
5 W-52 Site and Investigator Charges T 1,000.00

Telephonic follow-ups
(days 70, 84, 98, 112, 126,
140, 154, 168, 182, 196,
6 210, 224, 238, 252, 266,
280, 294, 308, 322, 336
and 350 (£ 3days) after
Ist dose.)

Telephonic follow-ups (20 time,

@200 per call) 24,000.00

i 2

Department of Pediatrics, Bharati Vidya;ieeth
(Deemed To Be University )
Medical College & Hospital, Pune

Page 2 of 5
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CLINICAL TRIAL AGREEMENT ,.;
The Clinical Trial Agreement (“Agreement”) is made by and among: e
o
« Bharati Vidyapeeth (Deemed To Be University) Medical College & Hospital, having a place of business ,
at Pune - Satara Road, Dhankawadi, Pune- 411043, Maharashtra India (the “Institution”), and; ‘f
= Dr. Jitendra Shankarlal Oswal, having a place of busmess at Bharati Vidyapeeth (Deemed To Be LBy
UmverSIty) Medical College & Hospital, Pune - Satara Road Dhankawadi, Pune- 411043, Maharashtra, }
India (the “Investigator”), and; )
: N
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o IQVIA RDS (india) Private Limited, (formerly Quintiles Research (India) Private Limited) a
Company incorporated under the Companies Act, 1956 and having its registered office at 2nd
Floor, Etamin Block, Prestige Technology Park Il, Sarjapur-Marathahalli Outer Ring Road,
Bangalore — 560 103, India (hereinafter “CRO”), acting on behalf of Serum Institute of India
Pvt. Ltd, and;

o Serum Institute of India Pvt. Ltd. a company incorporated under Companies Act, 1956
having its registered office at 212/2, off Soli Poonawalla Road, Hadapsar, Pune 411028, India.
(hereinafter “Sponsor”).

Each a “Party” and together the “Parties”.

Protocol Number: Sll-aPENTA/IN-02

A Phase Il/lll, Multicentre, Randomized, Open-Label,
Active-Controlled Study to Assess the Immunogenicity
Protocol Title: and Safety of DTaP-IPV+Hib Vaccine Manufactured by
Serum Institute of India Pvt. Ltd. in Comparison with
Pentaxim® in Indian Toddlers and Infants

Protocol Date: 03 Oct 2018

Sponsor: Serum Institute of India Pvt. Ltd.

Country  where Site is
Conducting Study

Investigator: Dr. Jitendra Shankarlal Oswal

30 Calendar Days after Site Initiation Visit (being the
date by which Site must enrol at least one (1) subject
as more specifically set out in section 1.7 “Key
Enroliment Date” below)

Institutional Ethics Committee

Bharati Vidyapeeth Deemed University

4th floor, Bharati Hospital & Research Centre

IRB/IEC Pune - Satara Road, Dhankawadi,

Pune- 411043, Maharastra, India

Phone No - 020 40555555, Ext. 265

Email ID - bvduiec@gmail.com

India

Key Enrollment Date:

The following additional definitions shall apply to this Agreement:

a) Affiliate: means any entity that controls, is controlled by, or is under common control with
the party being referred to. “control” means the ability to vote more than fifty (50) per cent of
the issued voting shares of that entity or the legal power to direct or cause the direction of the
general management and policies of the company, partnership or other entity in question,
and “controlled” shall be construed accordingly.

b) Protocol: the clinical protocol referenced above as it may be modified from time to time
by the Sponsor (defined below).

c) Case Report Form or CRF: case report form (paper or electronic) to be used by Site to
record all of the Protocol-required information to be reported to Sponsor on each Study
Subject (defined below).

d) Study: the clinical trial that is to be performed in accordance with this Agreement and the

Protocol for purposes of gathering information about the compound/medical device identified
in the Protocol.

(‘/ e) Study Subject: an individual who participates in the Study, as a recipient of the
Investigational Product (defined below).

.:-'-_I"\ une ) : /\/ g /\LQ(M
2 A 'INITIALS: /
NI %27 sponsor CRO Institution
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IN WITNESS WHEREOF, this Agreement has been executed by the Parties hereto through their
duly authorized officers on the date(s) set forth below.

ACKNOWLEDGED AND AGREED BY SERUM INSTITUTE OF INDIA PVT. LTD.

Name: Dr. Hitt Sharma

Title : StudypDirector

Signature: V/LW
Date: (’j‘m M,- w&q
D

ACKNOWLEDGED AND AGREED BY IQVIA RDS (India) PRIVATE LIMITED
(formerly Quintiles Research (India) Private Limited)

Name: Shweta Pradhan

Title: Director & Head Site Manaqgment
ey
Signature: | k, M\,\;&/
N =
Date: 99 | T I!Q,;La-!

=

ACKNOWLEDGED AND AGREED BY INSTITUTION

Name: (Brig.) Dr. Narayanan Subramanian Mani

Title: Principal, Bharati Vidyapeeth (Deemed To Be University) Medical College

Signature: N,_%—-——-“'HE// Bharati VCIPAL
Date: '2--6 \ 0 < } 25 Jq (Deemed 30 be Umvcﬁily)
‘ ' i Medical College
Prae - 42

ACKNOWLEDGED AND AGREED BY INVESTIGATOR

Name: Dr. Jitendra_Shankarlal Oswal

Signature: =
—t

Date: \7. Aug 2019

%{ N -g : ﬁ \ Page 15 of 19
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5. DISCONTINUED OR EARLY TERMINATION
Reimbursement for discontinued or early termination subjects will be prorated based on the
number of confirmed completed visits.

6. SCREENING FAILURE
No payments is payable to for screen failures.

7. EC/IRB/IEC FEES

EC/IRB/IEC costs will be reimbursed on a pass-through basis upon receipt of a formal invoice
issued by the EC/IRB/IEC and are not included in the attached Budget. Payment will be made
directly to the EC/IRB/IEC. Any subsequent re-submissions or renewals, upon approval by CRO
and Sponsor, will be reimbursed upon receipt of appropriate documentation.

8. Meeting Attendance:
Necessary travel and lodging expenses (including meals) incurred by the Site when attending
Study start up meetings or other meetings necessary to provide information regarding the Study
or Investigational Product will be reimbursed on a pass-through basis upon receipt of supporting
invoices from a third party vendor.

9. BUDGET TABLE
SII-aPENTA_IN-02 (PART |)

. Institutional
Study visit Grant Overhead (20%) Total
Visit 1 3600 720
Visit 2 3100 620 11760
Visit 3 3100 620
Budget 9800 | 1960
SIl-aPENTA_IN-02 (PART )
- Institutional
Study visit Grant Overhead (20%) Total
Visit 1 2000 400
Visit 2 1500 300
Visit 3 2000 400
Visit 4 1500 300 15000
Visit 5 2000 400
Visit 6 1500 300
Visit 7 2000 400
Budget 12500 2500

Upon receipt of invoice, with adequate documentation, for the costs associated with a Study
subject travel reimbursement up to a maximum amount of Rs 500/- per visit by will be reimbursed
for the subject enrolled in the Study. This allowance per visit is intended to offset the Study
subject’s costs associated or incurred as a result of Study participation. This reimbursement shall
be reflected in the Informed Consent Form as it will be provided to the Study subject.

NO OTHER ADDITIONAL FUNDING REQUESTS WILL BE CONSIDERED

(r 7B
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No.DIR/NIRT/Covid-19/BVMC/2020-21 / [2G% . Date: 31.08.2020

To

The Director,

Bharati Vidyapeeth Medical College and Hospital,
Pune-Satara Road,

Dhankawadi, Katraj, Pune — 411 043.

Sub: Sanction and budget allotment for the Scheme Entitled, “A Phase 2/3,
Observer-blind, Randomized, Controlled Study to determine the Safety
and Immunogenicity of COVISHIELD (COVID-19 vaccine) in Healthy
- Indian Adults™
— Ref.: ICMR Lr.No.VIR/Covid-19/29/2020/ECD-1, dt.:25.08.2020

Sir,

With reference to ICMR letter under reference cited, the Director-in Charge, National
Institute for Research in Tuberculosis, Chennai sanctions the above mentioned research
scheme initially for a period of 8 months from 25.08.2020 to 24.04.2021 subject to extension
upto the total duration specified in para 3(3) below:

The Director-in-Charge of NIRT also sanctions the Budget allotment of
Rs.62,60,250/- (Rupees Sixty Two Lakhs Sixty Thousand Two Hundred and Fifty only) as
detailed in the attached budget statement for the period from 25.08.2020 to 24.04.2021.

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

. The payment of the grant will be made in two instalments (1% instalment — 60%.
Nt 2" & final instalment — 40% respectively) to the Head of the Institution. The first
instalment of the grant will be paid as soon as a report regarding the commencement

of the project is received by NIRT.

o

‘The staff appointed in the project should be paid as indicated in the Budget Statement
attached.

3. The approved duration of the research scheme is 8 months. The extension will be

given after review of the work done on the scheme during the previous months. .

Cont..2

1, AR R R, Aeye, AT - 600 031, KA
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BVMC Pune site:
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Sr.No | BUDGET HEAD ‘ Quantity | AMOUNT | DURATION | Total
Manpower  Dy. Veaishal ' i
Junior Medical officer (Medical) Rs. 60,000/~ | 1 60,000 8 4,80,000
Staff Nurse @Rs. 31500/- p/mm‘é?q‘g; \méﬂ 31,500 8 504000
an{—n Lab technician @Rs. 18000/- p/m .8 1 18,000 8 1,44,000
Sim b\ Field Investigator / CRC @Rs. 31000/-p/m | 1 Savesb31,000 8 2,48000
1k e on | Research Assistant @Rs. 31000/- p/m kt'm‘\‘oi: 31 OQQ_ 2 1 62,000 . .
379—*3—{%31 | Data entry operator (Grade C) @Rs. 31000/~ |1 T’\Pn(ukp 31000 8 | 2,48.:000
| Sub-Total-1 | 16,86,000
_| Patient Management : i.- Pl
: | Volunteer Reimbursement —I screening 320 | 500 1 160000
! Volunteer Reimbursement enrollemntand | 250 500 4 5,00,000
follow up
| communication & Stationery (6::& o=
Communication 1 10000 6 60,000
(Stationaries) Printing of forms, Registers, =
Protocol, SOPs - 60000 1 60,000 -
'-..,_.,' Archival charges 1 100000 1 1,00,000
Laboratory Consumables o ? 22 pas
CoVID swab testing 320 3000 1 960000
Antibody Test (1gG) 320 | 600 1 192000 X
M evold CoVID swab testing 106 3000 1 300000
Additional Labs for symptomatics ifneeded ‘100 5000 1 50Q000
Urine Pregnancy test b 100 120 2 24000
n | Vacutainer needles B 400 15 | V116000 _7__
+ | Blood collection tubes 400 20 1 8000
« | Disposable syringes 400 20 1 8000 4]
+«f Urine containers 200 15 1 3000 ﬁ
v Test tub & Pipettes 400 10 3 12000 |
| Surgical mask 20 20 40 16000 |
5| Hand sanitizer 20 250 10 50000 |
N95 mask, Gloves, face shield 3 20 | 500 i 20 200000 |
o= PPE suit ) 5 1500 100 750000 |
Contingency/Miscellaneous b E o2 3T DeE ‘
Placing of recruitment advertise in 10000 1 10000
~ Newspaper R . .
! Conducting interviews b 10000 -] 10000
Sub-total-2 = . = 39,29,000
Overhead @5% 2,80,750
= Equipments
Pharmacy Grade Refrigerator 1 40,000 40,000 i
Data logger 2 | 15,000 - 30,000 A
Filing Cabinet 1 30,000 - 30000
Pen drive - 16GB 1o 500 = 500 .
Vaccine Carrier (Tropicool) 2 12,000 - 24,000
Sub-Total-3 o 1,24,500
Travel :
Hiring of vehicles (1 no) 1 30000 8 240000
o =) Grand total =Rs. 6260250/~ -~
125 1zat 54
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CLINICAL TRIAL AGREEMENT

THIS AGREEMENT IS MADE AND ENTERED INTO AS OF THE &1 DAY OF

0CYobes 2 2020.

BETWEEN:

Indian Immunologicals Limited, a company duly incorporated under the Companies Act,
and having its registered office at Road No. 44, Jubilee Hills, Hyderabad, Telangana— 500033
(hereinafter referred to as “IIL” or “Sponsor”) which expression shall be deemed to include
its successors and administrators and assigns etc.

AND

Bharati Vidyapeeth (Deemed To Be University) Medical College & Hospital (BVDUMC),
an institution incorporation under the laws of India, having its registered head office at Katraj,
Dhankawadi, Pune-411043 India which expression shall be deemed to include its successors
and administrators and assigns etc. (Hereinafter referred to as the ‘Institution’)

AND
Dr. Rahul Jahagirdar, Professor in Pediatrics, Department of Pediatrics, Bharati Vidyapeeth
(Deemed To Be University) Medical College & Hospital, Katraj, Dhankawadi, Pune-411043
INDIA
(hereinafter referred to as the “Principal Investigator”) which expression shall be deemed to
include its successors and administrators and assigns etc.

With each of the parties collectively or individually referred to as “Party” or “Parties”

AND RELATES TO THE CLINICAL TRIAL:

A Phase IVIII Multicentric Randomized Single Blind Study to Compare the
Immunogenicity and Safety of Measles and Rubella Vaccine (Live) of HBI with MR-
VAC® Vaccine in Healthy Subjects

Code: HB/MR/IVIII/2019/001.02.00  Version 02

Page 1 of 28
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SCHEDULE A

- FINANCIAL CONDITIONS -

1-Clinical Trial Costs:
For sake of clarity, the Parties hereby agree that:

(i) “Estimated Budget” shall mean the estimated total amount to be paid by the Sponsor
considering INR 11,040 (Eleven thousand rupees only) per completed subject. Assuming
100 subjects will complete the study, the estimated budget will be INR 1104,000 (Rupees
Eleven lakhs Four Thousand only).

(ii) “Actual Budget” shall mean the real amount to be paid by the Sponsor to the Institution,
i.e. the Estimated Budget reviewed according to actual number of subjects who have
completed the study.

(iii) Study Completion: Subjects who have completed all the required visits as per the
protocol and have given the final blood sample.

(iv) Drop out cases will not be considered for payment.
2- Payments:

a) The breakdown of the payment of INR 11,040 per completed subject is as follows:

Particulars Rs.

Study Coordinator 1200

Travel Expenses for Subjects 1000
Co-Investigator Charges 2000
Investigator charges 5000
Institutional overhead charges (20%) 1840

TOTAL per Subject 11,040

Total for minium of 100 Subjects 11,04,000 |

(Exclusive of Taxes applicable)

. Page 25 of 28
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THIS CLINICAL TRIAL AGREEMENT (“Agreement”) is made and entered into as of
day of (hereinafter “Effective Date”) by and between:

AT

DiagnoSearch Life Sciences Pvt. Ltd. a company incorporated under Companies Act,
é E 1956 having its registered office at 702, Dosti Pinnacle, Plot No. E-7, Road No. 22, Wagle
Industrial Estate, Thane- 400604, Maharashtra, India (hereinafter “CRO”), acting on behalf

g of Serum Institute of India Pvt. Ltd. a company incorporated under Companies Act,
. ¥ 1956 having its registered office at 212/2, Off Soli Poonawalla Road, Hadapsar, Pune
e g 411028, India. (hereinafter “Sponsor™);
. § :
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Project: Pratocol No. PCV-10-003

Dr. Sanjay K Lalwani, Professor & Head, Department of Pediatrics, Bharati Vidyapeeth

(Deemed To Be University) Medical College & Hospital, Pune 411043; hereinafter
referred to as Investigator; AND

Bharati Vidyapeeth (Deemed To Be University) Medical College & Hospital, Pune
411043 an institution functioning as per the provisions of the Societies Registration Act.
1860 having its Registered Office at - Katraj-Dhankwadi, Pune-Satara Road, Pune
411043, India; represented by its Principal, Bharati Vidyapeeth (Deemed To Be
University) Medical College, Brig. (Dr.) Narayanan Subramanian Mani (which
expression shall where the context so admits include its successors and permitted assigns)
hereinafter referred to as Institution.

WHEREAS CRO is engaged in the business of managing and providing clinical research
services and related activities and has been appointed by Sponsor to arrange and
administer a clinical Study entitled: “Phase 3, Randomized, Double-Blind Study to
Evaluate the Immunogenicity, Safety and Tolerability of Serum Institute of India’s
10-valent Pneumococeal Conjugate Vaccine (PNEUMOSIL®) in Healthy Indian
Infants.”, Protocol no. — PCV-10-003, Version 4.0, dated 25-JAN-2019 (“the Protocol™)
and has entered into an agreement with Sponsor or one of its affiliates concerning the
management, funding and administration of the Study:;

AND WHEREAS Sponsor intends to appoint Investigator relating to the said PCV-10-003,
Clinical Study and requires CRO to supervise the services / activities to be undertaken by
Investigator along with the services provided by CRO to Sponsor.

AND WHEREAS Institution and Investigator have each reviewed sufficient information
regarding Sponsor’s vaccine (the “Study Vaccine”), the Protocol for the Study and the
Investigator Brochure to evaluate their interest in participating in the Study and each
desires to participate in the Study as more particularly described in this Agreement.

NOW, THEREFORE, subject to the terms, conditions and covenants hereinafter set forth
CRO, Investigator and Institution agree as follows.

CRO, Investigator and Institution are sometimes hereinafter individually referred to as a
Party and collectively as Parties.

Article 1 — The Study

1.1 The Institution and the Investigator undertake to conduct the Study in strict
accordance with various guidelines and applicable regulatory requirements including but
not limited to (a) the current World Medical Association Declaration of Helsinki titled.
“Ethical Principles for Medical Research Involving Human Subjects;” (b) the current
ICH Harmonised Tripartite Guideline for Good Clinical Practice (CPMP/ICH/135/95);
(¢) the current Indian Ministry of Health and Family Welfare guideline for good clinical
practice titled, “Good Clinical Practices for Clinical Research in India;” (d) the current
Indian Council of Medical Research ethical guideline for clinical research titled, “Ethical
Guidelines for Biomedical Research on Human Subjects;” (¢) the written requirements of
all reviewing Institutional Ethics Committees and institutional ~review boards
(collectively, the Institutional Ethics Committees) and subsequent amendments if any. to
the above guidelines and such other regulations that may be pronounced by a competent
authority from time to time. It is understood and agreed that, in the event of a conflict

among any of the Standards, the most stringent Standard shall apply.




Project: Protocol No. PCV-10-003

Or to such other address and any Party may designate in writing from time to time to the
other. Any notice shall be effective as of its date of receipt.

IN WITNESS WHEREOF, the Parties have caused this Agreement t0 be executed in
multiple counterparts by their duly authorized representatives.
%u“ -5‘1'—“"-f“““j

Date 01 IO 9‘9/0‘3

I/

Title: Princibal Investigator

FOR AND ON BEHALF OF:
Bharati Vidyapeeth (Deemed To Be University) Medical College, And Hospital Pune

Gl
By: n SA Date__ O APR 2013
/ Name: Bﬁmwﬁhgan Subramanian Mani

Title: I’rincthrBﬁa\ra Vit eeth (Deemed to Be University) Medical College, Pune
(Deemed to be Univetsity )

Medical College
Pune - 43

FOR AND ON BEHALF OF:
DiagnoSearch Life Sciences Pvt. Ltd.

» By: ﬂFy/ Date

Name: Matidar Vaidya
Title: Director-Operations

o?o‘/nﬁRCMlozolﬁ

FOR AND ON BEHALF OF:
Serum Institute of India Pvt. L,td'

.
Z

Namge' ‘//.' istasp Sethna
Titlg#Head — Conjugate Vaccines and Monoclonals
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Project: Protocol No. PCV-10-003

SCHEDULEE

FORM OF FINANCIAL REPORT TO SPONSOR

Investigator Name: Dr, Sanjay Lalwani PAN number of Payee:

Institutional Name: BVMURC, Pune

Particulars ]Rate/ unit Number of Units ]Total

it ~ Investigator's subject Grant * T TaEE =T

Visit 1 5,000 = -
Visit 2 3,900 = -

Visit 3 3,900 = -
‘ Visit 4 3,900 - =
| Total (A) :
| Screen Failure (B) 3,000 - -

Institute Overhead @ 20% (C) : dwgeninmeia d AP s e W b -

Subject Grant Total (A+B+C) 5
=il ~ Subject Travel Cost® ; i :
Subject Travel Cost (D) 500 - ™

Screen Failure Travel Cost (E) 500 - -
| ~ Other 2 : <

I Infrastructure set up cost* (F) . - =
* One time payment
| Operational and administrative cost (G)

| Month(s) Unit Cost Number of Units
Mar-19 15,000.00 - i
=T . ~ Archival (H) - =
Archival Charges l 10,000.00 | - 3
. = ~ Total Cost (A+B+C+D+E+F+G+H) o el E
Notes

@ For timely release of payment please submit the Invoice monthly

* please attached an annexure to the Invoice with visit wise break-up for each subject
A Please provide visit-wise break-up of travel cost along with signed receipt for each subject

o Institutional overheads are to be claimed in the final invoice over the actual cost of A+B.
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AGREEMENT FOR CLINICAL TRIALS

This EAgreement for Clinical Trials (the “‘A-"greeme'nt") is effective on 22-Mar-2019, (the
“Effective Date”) between

£harati Vidyapeeth Deemed University and Medical College, Bharati Hospital and
esearch Centre, Department of Pediatrics, Katraj - Dhankawadi, Pune - 411043,
Maharashtra, India (hereinafter referred to as “Institution”)
g
Ang
g)r. Sanjay Lalwani, Bharati Vidyapeeth Deemed University and Medical College,
Bharati Hospital and Research Centre, Department of Pediatrics, Katraj - Dhankawadi,

gfune ~ 411043, Maharashtra, India (herein referred as the “Principal Investigator”
‘or “Investigator”)

And §
LAXOSMITHKLINE PHARMACEUTICALS LIM ED, a company registered under the
‘Companies Act, 1956 and ice at at Dr. Annie Besant Road, Worli,

d"lt_lmbai 400030 (herginaf K”).
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WHEREAS GSK is a pharmaceutical company involved in the research, distribution and sale
of vaccines for use in humans;

WHEREAS GlaxoSmithKline Biologicals S.A., rue de I'Institut 89, B — 1330 Rixensart,
Belgium (hereinafter referred to as "GSK Bio” or “"Sponsor”) is the sponsor of the Study (as
defined below) and has subcontracted the conduct of the Study to its affiliated local company,
GSK;

WHEREAS Institution is concerned with the diagnosis, treatment and prevention of disease
and clinical research for the improvement of healthcare

WHEREAS GSK is willing to contract with Institution to undertake the conduct of a sponsored
study on the investigational Vaccine (as defined later) entitled “A phase III, randomized,
open study to assess the immunogenicity, reactogenicity and safety of two different
formulations of GlaxoSmithKline (GSK) Biologicals’ oral live attenuated human rotavirus
(HRV) vaccine, Rotarix, when given as a two-dose primary vaccination, in healthy infants with
no previous history of rotavirus illness or vaccination.” (hereinafter referred to as the
"Study”). Such Study will be conducted under the oversight and responsibility of Investigator
at Institution; and

WHEREAS Investigator shall conduct the Study and Institution is willing to provide certain
resources in furtherance thereof.

NOW, THEREFORE, in consideration of the promises and the mutual covenants and
conditions hereinafter recited, the parties do hereby agree as follows:

1. INSTITUTION AND PRINCIPAL INVESTIGATOR

a) Institution represents and warrants that it holds the necessary registrations and
authorisations to perform the Study under this Agreement.

b) Save as may be agreed from time to time by GSK and Institution, Principal
Investigator shall take primary responsibility for the conduct of the Study at the
Study site on behalf of Institution.

c) The Institution represents that it is entitled to procure the services of Dr. Sanjay
Lalwani to act as principal investigator for the Study (“Principal Investigator” or
“Investigator”) and shall be responsible for the performance of the obligations of
the Principal Investigator and other Study staff set out in this Agreement.
Institution represents that Investigator and other Study staff holds the necessary
registration and has the necessary expertise, time and resources to perform the
Study.

d) Institution shall procure and shall ensure that Principal Investigator procures the
performance of the obligations of the Study staff as set out in this Agreement with
all due skill, care and diligence. Institution shall provide qualified personnel,
facilities and resources, as required, to perform this Agreement.

e) Where Institution is riot the principal employer of Principal Investigator,
Investigator represents that Principal Investigator has notified his/her principal
employer of his/her proposed participation in the Stu and, where relevant,
his/her supervision-of-the Study staff and that his/fer principal employer has

2 | Z:\CLINICAL STUDIES\116566-ROTA-083_2016 New_2017\Finance\Agreements\jr. Lalwani\Rota-083_Dr. Sanjay
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Investigator’s breach, negligence, gross negligence or wilful misconduct or a
breach "by Institution or any of its agents, contractors or subcontractors of this
Agreement.

X. COMPENSATION

a) GSK agrees to pay for up to a maximum of 90 subjects included in the screening
sequence, (at a cost of 11400/- per screened subject).

b) GSK also agrees to pay, for each subject enrolled and properly documented as
detailed in the Protocol, the following fees, in INR and this up to a maximum of 90
subjects included in the Study:

Total study budget Unit cost No. of subjects | Amount
Study assessments 6300 ) 90 567000
Investigator's fees 3600 90 324000
Study personnel's fees | 1500 S0 135000
Total 1026000
Overheads (to specify 20% 205200
Travel reimbursemeiit | 1500 | 90 135000
Others (to specify) | 100000 100000
Archival costs (for 25

years)

Miscellaneous 20000 20000
Total study budget 1486200

(hereinafter r=ferred to as the “Study Budget”)

Visit Activities Cost in INR

Visit 1 2 3
Informad consent 800 | 7 0 0
Check Inclusion/Exclusion Criteria 700 0 0
Physical Examination - General 800 700 0
Vaccine/Treatment Administration 400 400 0
Record, Concomitant Medication/Vaccine 300 300 300
Blood Draw, Complex 800 0 800
Study Coordinator, Complex - per visit 500 500 500
Physician, Complex - per visit 1200 1200 | 1200

¢) The maximum Study Budget assigned to the Principal Investigator amounts to
1486200 (Study costs). The Principal Investigator shall be responsible for allocating
and paying all costs of Study within the limit of the Study Budget to all co-
investigators and sub-investigators working for the Study.

Payment of this Study Budget will be made upon achieving the following milestones:

Milestone payment

I First Payment: post site initiation visit: An amount of Rs.20000 will be
released after site initiation visit.

II Subsequent payments:

1 Towards subject visit: once in every two months based on subjects visits
shown in eTRACK

2 Screen failure travel reimbursement p nt: 10% of screen failures will be
provided travel reimbursement. i
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d)

e)

3 Cost involved in medical management and additional costs: once in every
two months; shall be made on the receipt of the invoice and supporting
documents

IIT | Post query resolution: An amount of Rs.50000 will be put on hold from the
second last invoice. The said payment will be made after post query
resolution.

v Post close out: archival payment will be made.

Payments shall be remitted by GSK in INR on a milestone-completion basis, within
thirty (30) days after receipt of duly documented invoice or supporting
documentation demonstrating completion of the milestone. If the number of the
subjects is less than the then-current target number set forth in Section XI a), the
Study Budget and the installments will be reduced accordingly.

The Study Budget shall cover all Study expenditure such as, but not limited to
investigators fees, GE/IP surveillance fees, Study personnel’s fees, laboratory costs,
(including personal and material), travel costs linked to public disclosure activities (if
and to the extent requested by GSK) such as Publication Steering Committee
meetings, core writing team meetings and presentations of Study results at
conferences or congresses, overheads and others (including but not limited to
administrative costs, taxes, insurances, ERC submission costs, etc).

Such Study Budget has been agreed upon by the parties prior to start the Study,
therefore GSK shall in no event accept any overspending and the Principal
Investigator and the Institution undertakes to complete the Study within such Study
Budget.

Payment instructions shall be specified in Schedule B attached hereto (please fill in
the Schedule B -~ Payment Instructions Sheet).

Bank transfer costs shall be supported by GSK.

The Institution will receive the fees mentioned in sub-paragraphs (a) and (b)
above for every subject evaluable according to the Protocol. The fee mentioned
under (b) above shall be paid only with respect to evaluable subject and when the
vaccination’s calendar as foreseen in the Protocol has been scrupulously
respected. In the event of non-evaluable subject(s), only the screening costs
specified in sub-paragraph (a) will be paid. The non-evaluable subject’s criteria
are defined in the Protocol and include, but are not limited to, the following
events:

i) subject or vaccine number not allocated;

ii)  Study vaccine dose not administered but subject number allocated:
iit)  administration of vaccine forbidden in the Protocol;

iv) wrong vaccine vial given;

v) deliberately breaking the randomization code at investigator site, violating
the allowable reasons for breaking the€ode (i.e. SAE, etc.);
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IN WITNESS WHEREOF, the parties caused this Agreement to be executed, as of the date
first written above, in multiple counterparts (each of which will be deemed to be an original,
and all of which together will constitute one and the same Agreement) by their duly
authorized representatives who, by signing, confirm their authority to bind their respective

party.

For and on behalf of
GLAXOSMITHKLINE PHARMACEUTICALS LIMITED

e

By : - By :
Name : Dr. Sanjay Gandhi Name :
Title : Vice President - Vaccines Area Medical Title :
Lead (Gavi, Asia) & Lead LML (Clinical
R&D, EM)

For and on behalf of By my signhature I indicate my agreement to
fulfill the role and obligations of Principal
Investigator under this Agreement and
consent to the disclosure of my name and
Institution(s) with which I am affiliated as
well as the details of any payment or benefit
in kind made to me or for my benefit under
this Agreement in publicly accessible
worldwide registers.

Bharati Vidyapeeth (Deemed To be Principal Investigator
University) and Medical College, Pune

/

By : By :
Name :- Name :Dr.jSanjay Lalwani
Title : (Deemed to be University) Title : Dr S K. Lalwani
Medical College ~ Vice Principal
Pune - 43 Frotessor and Head
B Department of Pediatrice
arati Vidvapesth Decmaed 11
“ \)‘ rj‘[_ i||| ,_L son E_:‘ Uﬁi\“@r‘se!_\f
v al Lellege :
Attachments to the present Agreement : Pune-Satara Road Pune-411 043

Schedule A : Protocol
Schedule B : Payment instructions sheet
Schedule C : Statement of Investigator Financial Interest Form

—
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10/15/2020 Gmail - ROTA-083: Payment Details for Final Payment Invoice

Juhi Suhanda <juhi.x.suhanda@gsk.com> Tue, Oct 13, 2020 at 5:09 PM
To: BVDUMC Pedresearch <researchpedpune@gmail.com>

Cc: "sampadaransubhe@gmail.com” <sampadaransubhe@gmail.com>, Hitesh Bharucha <hitesh.x.bharucha@gsk.com>,
Jagdish Jamgade <jagdish.c.jamgade@gsk.com>, "sanjaylalwani2007 @rediffmail.com"”

<sanjaylalwani2007 @rediffmail.com>

Dear Dr Sonali,
Good Evening!

Please see below the Subject Visit Payments made so far. The payments marked in Green are already
made to the site and those marked in yellow are pending.

Upto 31st May 2019 Subjects Amount Total
Visit 1 13 5500 71500
Visit 2 4 3100 12400
83900
20 % Overhead 16780
100680
Travel reimbursement 17 500 8500
109180
Upto 31st Jul 2019 Subjects Amount Total
Visit 1 36 5500 198000
Visit 2 20 3100 62000
Visit 3 12 2800 33600
293600
20 % Overhead 58720
352320
Travel reimbursement 68 500 34000
386320
Upto 30th Sep 2019 Subjects Amount Total
Visit 1 39 5500 214500
Visit 2 42 3100 130200
Visit 3 31 2800 86800
431500
20 % Overhead 86300
517800
Travel reimbursement 112 500 56000
573800
As of 26th Nov 2019 Subjects Amount Total
Visit 1 9 5500 49500
Visit 2 27 3100 83700
Visit 3 20 2800 56000
189200
20 % Overhead 37840
227040
Travel reimbursement 56 500 28000
255040

https://mail.google.com/mail/u/0?ik=7c5b1d8f96 &view=pt&search=all&pemthid=thread-f%3A16800565141838319588&simpl=msg-f%3A168005€5... 1
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10/15/2020 Gmail - ROTA-083: Payment Details for Final Payment Invoice

As of 13th Feb 2020 Subjects Amount Total
Visit 3 ] 27 2800 75600
20 % Overhead 15120
90720
Travel reimbursement 27 500 13500
Miscellaneous - 20000
124220
Retainage 50000
74220
Last Payment Amount (INR)
Archival Fees 100000
Retainage release 50000
150000

Below is the calculation mentioning the payments deducted for subject withdrawals.

Subject Withdrawals(NOT PAID)
Visit Type No of subject withdrawn Amount (INR) Total
Visit 2 4 3100 12400
Visit 3 7 2800 15600
32000
Overhead 20% 6400
Travel 11 500 5500
Total 43900

Also attached are the previous signed invoices for Subject Visit Payments received from site and cheques
that were generated from GSK for your reference.

Do let me know in case of any further queries. Also kindly send the last invoice and online banking
details so i can initiate the payment process.

Thank you! Stay Safe! SISk ey - legigo
Best Regards . Ml 0k ol
Juhi Suhanda Slfuly - S806,72c
Clinical Trial Assistant A S U
Clinical Operations 30 Sep- G0 Wy T

GSK Vaccines

252, Dr. Annie Besant Road, Worli,
Mumbai - 400030, India. .
Email -juhi.x.suhanda@gsk.com I XA 2N A4D

Mob - 9987810153 v (™

36 Noy- L5500

gsk.com | Twitter | YouTube | Facebook | Flickr

do more
fes! better
live fonger 224 A0

https://mail.google.com/mail/w/0?ik=7c5H 1d8f6 &view=pt&search=all&permthid=thread-f%3A16800565141838319588&simpl=msg-f%3A16800565...













2021-0997-PHRI v3

DocuSign Envelope ID: C142B9CE-2966-4224-A175-307EEF474052

ACT - INDIA - SITE # 459-0

The Payment Schedule, Exhibit 1, in the Agreement shall be replaced with the new and revised
Exhibit 1-A appended to this Amendment 1. The new and revised Exhibit 1-A shall be retroactively
effective as of the Effective Date of the Agreement.

The Payment Rule Form, Exhibit 2, in the Agreement shall be replaced with the new and revised
Exhibit 2-A appended to this Amendment 1.

Except as set forth in this Amendment 1, the Agreement is unaffected and shall continue in full
force and effect in accordance with its terms. If there is a conflict between this Amendment 1 and
the Agreement, the terms of this Amendment 1 shall prevail to the extent of such conflict.

This Amendment 1 may be executed in two or more identical counterparts, facsimile counterparts
or electronic counterparts, each of which when executed by a party shall be deemed to be an
original and such counterparts shall together constitute one and the same Amendment 1. This
Amendment 1 shall be binding and take full force and effect as of the Amendment 1 Effective Date.

- signature page to follow -

1"1_ b
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I V \
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- DocuSign Envelope ID: C142B9CE-2966-4224-A1 75-307EEF474052

ACT - INDIA - SITE # 459-0

IN WITNESS WHEREOF, the duly authorized representatives of the Parties have executed this
Amendment 1.

Hamilton Health Sciences Corporation

DocuSigned by:
JMLHL Paw\iuus 2021-Aug-16 | 14:56 EDT
BFICR07EDSE2413 Date:
Signature (YYYY-MMM-DD)

Name: Janette Panhuis
Position: Chief Operating Officer, Population Health Research Institute

INSTITUTION: Bharati Vidyapeeth (Deemed to Be University) Medical College

Date:

Signature (YYYY-MMM-DD)
Name:

Title:

INVESTIGATOR: Dr. Purwa Doke

‘D .
W/N\l&/ Date: 102' = 6€PT =2

Signature (YYYY-MMM-DD)

CBCI Society for Medical Education

D efp{-’. B&

2ignatu|;e 5 Pl e ; SECRETARY (YYYY-MMM-DD)
ame: Rev. Dr. Paul Parat pe T
Tite: Secretary “T'B.1. SOCIETY FOR MEDICAL EDUCATION

ST. JOHN'S NATIONAL ACADEMY OF HEALTH SCIENCES

SARJAPUR ROAD, BANGALORE - 560 034
St. John's Research Institute

Date: 3-07/‘ Sﬁﬂ} O,

Signature ~ \ Sl (YYYY-MMM-DD)
Name: Dr. Tony D.S. Raj DEAN
Title: Dean St. John's Research Institute

St. John's National Academy of Health h ;
Koramangala, Bangalore - 560 034, INDIA

‘B/ V \ 5 acretary
2021-0997-PHRI v3 Page 5 of 8 oo - A3
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- DocuSign Envelope 1D C142896E~2986~4224-A175~3G?EEF474052
ACT - INDIA - SITE # 459-0

National Leader Office

s DO, - ¥ i Date: __ 202\ /e Yo

Signature ~ (YYYY-MMM-DD)
Name: Dr. Denis Xavier

Title: Head, Division of Clinical Research & Training

/4;2:/’ Date: 202} ﬂx,(,- 2

: (YYYY-MM&1-DD)

Signature
Name: Dr. Prem Pais
Title: Adjunct Professor of Medicine, DCRT

/ 2021-0997-PHRI v3 Page 6 of 8
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- DocuSign Envelope ID: C142B9CE-2966-4224-A175-307EEF4T74052
ACT - INDIA - SITE # 459-0

EXHIBIT 1-A - PAYMENT SCHEDULE

Payments will be processed on a bi-monthly basis with the payment run cut-offs February 28", April 30",
June 30", August 30", October 315 and December 31 of each year. Payments will be issued within 25
days from the processing/run date (i.e., Payment for run date F ebruary 28" will be sent on or prior to March
25"). Payments shall be according to the following schedule, and will be made for all CRFs received and
validated as clean prior to the applicable cut-off date.

Amount in CAD
Visit Type per Subject, per visit, including receipt by
PHRI of the required CRF for such visit(s)
Baseline/Randomization 260
8 day follow up visit 162.50
45 day follow up visit 162.50
Final Visit 65
Total Per Subject Amount ** 650

ek

Amount per completed Subject, including all costs (i.e., recruitment and follow-up including events
reporting, overheads, coordinators time, investigators time, PPE, translation, pharmacists, drug storage
costs, creatinine tests, monitoring visits, archiving, all applicable taxes, Subject expenses such as travel

and parking, etc., if applicable). All relevant forms are to be completed at each visit, including all prior
events and related documentation.

Additional payment:

Site coordinator insurance will be provided to each site as a one time payment of $95 CAD with the first
payment.

Page 7 of 8
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- DocuSign Envelope ID: C142BICE-2966-4224-A1 75-307EEF474052
ACT -~ INDIA - SITE # 459-0

EXHIBIT 2-A - PAYMENT RULE FORM

COUNTRY: INDIA
SITE #: 459-0

INSTITUTION: Bharati Vidyapeeth {Deemed To Be University) Medicai College Pune
INVESTIGATOR: Dr. Purwa Doke

Payment will be in CAD. Payments will be processed on 3 bi-monthly basis with the payment run cut-
offs on February 28, April 30", June 30 August 30", October 315 and December 315tof each year.
Payments will be issued and sent out within 25 days from the processing/run date (i.e payment for run
date February 28" will be sent on or prior to March 25™) provided that a minimum of 500CAD has been
earned within such payment period. Payments will be made for all CRFs received and validated to be
clean prior to this date, according to the attached payment schedule.

Payments will be made to only one party. (ALL INFORMATION BELOW MUST BE LEGIBLE)

The following information is required in order to generate payment by wire transfer Incomplete
information will result in no payment.

Bank Name: State Bank of India, Katraj, Pune

SrNo. 133/2 Near Bharati Vidyapeeth Satara R
Maharashtra, INDIA (411046) Tel No (020-243

oad Dist: Pune,
71861)

Principal, BVDU Medical College

Bharati Vidyapeeth (Deemed To Be University) Medical College
Satara Road, Pune-411043

10277606023

Faeneficiary (Account Holder) Name:

Beneficiary Address:

] Beneficiary IBAN or Account number:

| IFSC Code (India only): SBIN0008752

-1 Reference (if applicable):

Contact name and email for payment
| notification:

i Tax ID#/GST Registration # / VAT #: F

LPAN card #: WTB1836D
|

 For HHSC use only - Vendor ID #

| ES=eh

Dr. Juilee Surve (icutrials@gmair.com)

Ds
?‘D 2021-0997-PHRI v3 [ B
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Subiect Einancial assistance (1" instatiment) to the POONA COLLEGE OF P
UNIVERSITY, PAUD ROAD, ERANDWANLE PUNE, MAHARAS

orded 1o the approval of the afores

Sanchion of the President s hereby ac
f the gran

(Rupees Seventy two lakh only) for 5 years The detailed breakup o

are given below

To strengthen the research facilities in the College (

Capital Assets ' Rs.69.0 L

E-Rs. 640 L [Flow Through cell app

General Components: Rs.3 LHE

f. M- Rs30L
Total : Rs. 72.00 Lakh

NG SF?!F‘ST!CG&I@QWNW-GZB (C)

GOVERNMENT OF INDIA

MINISTRY OF SCIENCE & TECHNOLOGY.

DEPARTMENT OF SCGIENCE 8 TECH

INOLOGY

i & D (Infrastructiure) DIVISION

ORDER

2 The tola! budget recommended fo
Budget: | | 1" year

Heads l ) i
Eqiipment AL

'dn.a Prmc: at PGG&A &‘D
AS TRA

e
' pwcuremeni of lhﬁ 1
and should not incm ¢ c

interest eamed 1 act: ed;" '

finat slates aem of ewendafu Mlifﬁﬂ

HTRA - 4110

Baing Govt Aided Collage tho amount wolld be shared mw'wnﬁoj

aratus - Rs 45,0 L, FT Raman Spectmmoter -Rs. 19.0L]
NW- Rs. 5.0L Setting up computer lab (15 Desktop Pca 1 sorver and UPS)} ‘

HARMACY, BHARATI VIDYAPEETH
38 under FIST Program

aid project at a total
t for General as well 3s

Cﬂﬂﬂaidwmﬁb

e
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1) Effect of SRV0001908 on Cyclophosphamlde induced neutropema.

1m Aliees

e D isteearn LA < MTA D,
PLOT HO T, e *
L, C1IICTRVAD
(e BRI
amwmim

i st
s § BRO2NZA PO SO0 100
Rava lnlmaml.lu. © 1Al 20
7 'l::anm&:mm nD b
MG, GIHGHIWAD
| e e .
Tol Noz #03600124) Yk pply + 77« MAHARASATTAA
l Fax Not ; e
AT e i SEEISSISERR
Kindly maleral os | Alas per torme and co condilions mantoined bolow in pu A=rRymaan.
St e Code & Descripion Quanity. U0 iaale Rafel 'n:»n
tr_.mm|m-wrwm.'u; od | 1,000 ﬁ? B 1434878
@ e ] |
lcnsTap oou. Sia e
SO0PE OF WORK ()7 &
L. SWISS ALBING MICE. TOTAL 40 ANIMALS & ‘
* [TRANSPORTATION OF ANIMALS :
2. COST OF CYGLOPHOSPHAMIDE TOTAL AND e ’
IDIEFERENTIAL WRC COUNT, NO. OF
[OBSERVATION - 3 ( DAY 0. DAY S & DAY 10 ).
[AL SO COST OF GCSF INCLUDED |
3. MISCELLANEOUS | ANAESTHETICS, BLOOD |
ICOLLECTION KITS AND VACOUTAINER, IAEC
[STATIONERY ETC {
|4 OVERHEAD CHARGES ( 20% OF TOTAL CNST) |
5. CONSUCTANCY CHARTES {20% OF TOTAL
COST)
|Manutzciuror
SOSTE YOY Pk AS
HSNSAC Cade 255344 | ¥
Doty ftn20m |
63432.60 RERr =T TAZ49.78
. In Words : = =
’QNR- Scventy Fout Thousand Eight Hund:ed Fifty Only)
Payment Terms *
:L%‘%Awwn{:?&i%ﬁé‘ﬁfznnl START OF THE PADUECT & REMAINING PAYMENT TO BE
Discoun: 0.00Q
Round-Di1 [ )
| Total Vallis 74850.00
! ~.: ot
Al mu'dﬂv
Estd -
2 _ Sept 1981  Inchge rincioai
une - 411 03g Bharati Vig cIoal
| PO Yameein Deemed Unjye;
NA COLLEGE OF pipiare
Erangw SAKMACY
alle, Pune - 811 934,



2) In-vivo Studies on the Antidiabetic activity and toxicity of Copper oxide nanoparticles using
Wistar Rats

Bharatj Vidyapeeth

Calubrating t
“emed to he University)
Founder Chanceljor : py Pat -
= Acoradnes wiiy A:- er:l 4 ﬂl\g"ao Kadam and Bayond
Prof. Dr. Shivejiras Kadam * Accraditme 2004) & Ruaocraing 12;1l1|" :r?::"?c AT
Chabienl) ME et s Calagory.) Ulihmrn[t, Bntiem by Uqcmd‘ by Maac I'iu:'- R P R s o g ey
M-y cerdowions, Fave A1) (00 1545 £ NP LA
DR-A‘I‘HME.:\M PAWAR ngﬁfﬂ Euqu}_LEGE OF PHARMACY = : 3:1::».';: T i S
1y L 1Y o F =i ey byt g ans il
IN CHARGE PRINCITAL SNAAT o 18090012013 Cariiieg RN Vi g prre el ad ),
‘ " T T —— s [T Bk .
Date:28% 1an 2021
Quotation for the study- ‘Evaluation of anti-diabetic potential of Copper oxide
nanoparticles in Wistar Rats®
| Bules periien| = ST e
- A e ML N N g (Rs.) !
. L Cost uhfmnmls: Wistar rats @Ry, 300 *+oper umimal ‘ 12,600/ | 13,6007 1
Total 42 animals & 100! | |
Transpormation of Animals | | I
| - | '
Z.1AEC approval and I 2000/ " Inan |
Maintenance of animuls during study: 3040 | i
] itlh4 . for 60 d | [
Rs. 27 per day per rat with 42 iats for 60 days n .
3. Drugs and Chemicals 30060 30.000¢ i
’ Streprozotocin, Metformin, miscellaneous for experiment- r i
sample ealiection tubing’s, eppandrofs. containass, markers | i
‘ ele. |

¢ |
| 4.Biochemical estimation ki Biochemical kits- Rlnod | 25,000

| 25000 |
alucase. SGOT, ALT, SOD, Cholestecol, Creating, total ‘ I |
L& Sl |
protein. HhA L. i ies of diabetie rots | 3500 | 3900 |
4.Cost of histopathological studies of dia | | |
| |
' Rs. 300 per sample | 4 |'
: e————_ e | 19540

¢ i lrnml N —— e e |
4.Overhead Charges (15 % of the Totnl Cost)___ | o |
e e ew es(15 % of the Total Costh | — | |
5.Consultancy Charges — L Le3d00_

Grand Total e ———— 0 = =

® At actual 0.
A
\_ f’
\ b
R=re s Yingingl
Ine! .
- porhi S0 ""7'5'!
Dr, Urmila M. Aswar i Bharati} » b ,“#’
(Principl I esighto) e,y POONEGE . PG
=l ¢ TR Tt ‘--4';1_’.
. et Erandwsans, | ¢ a3

ncharge -
Brarati Vdyagiein ﬂﬂCIpal

M 2 I
POONA COLLEGE #f m”?i'i?i
nawane, Pung . 411 LX)
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2020:

and Payment

Inchdide Principal
% \ Bharatl Vidyapeoth Daesned Universit
Estd Sept 1981 gl el

OONA COLLEGE 3F PHARIMACY
Pune - 411 038 Erandwane, Pune - 411 038,






Bharati Vidyapeeth (Deemed to be University), Pune ( India)
Name of College / Institute : - Poona College of Pharmacy, Pune - 411038 ( PTL)

Receipt and Payment 2020-2021

Receipt Amount Payment Amount
Salary & Allowances

Chemical Testing Charges 1,77,206 | Salary 65,394
Honorarium
Administrative Expenditure 14,979

IIl) Educational Expeneses

N Labrotary/Chemical Exps 18,601
Bank Charges
Telephone Exp
Miscellenous
Sub-Total 1,77,206 | Sub-Total 98,974
L(’ ACCOUNTANT
> Bharati Vidyapeeth (Deemed to be Universty)
POONA COLLEGE OF PHARMACY
~ YN Ufﬁ\(\é{h\ £ fﬂYl»L;( Erandwane, Pune - 411 038.
22 |03 292
Head
Poona College Of Pharmacy
Public Testing Laborat’
Fans

PUUNA COLLLGE OF PHARMACY

Eiandwang, Fune- &11 038




BVDU Centre for Food Testing Laborotry, Pune 2021-22
L.BS Road
Pune

Income and Expenditure Statement
1-Apr-2020 to 31-Mar-2021

Particulars
Purchase Accounts
Indirect Expenses

Adminstrative Expenditure
Application/ Registration Fee Charge
Audit Fee Charges
Bank Charges

Cleaning & Maintenance Expenses

Computer Repairs & Maintainance
Conveyance Expenses

Electncal Repairs & Maimtenance

Ganerator (Diesel) Expenses

Insurance Charges (Machinary)

Miscellaneous Expenses

Postage & Courier Expenses

Printing & Stationary

Professional Fee Charges

Repairs & Maintenance

Telephone Expenses

Transport Charges

Travelling Expenses

Deprecation
Depreciation

Laboratory Expenditure
Equipments Repair & Maintainance
GST Expenses (SGST & CGST)
Internet M/ebsite Expenses
Joumals & Reading Room Expenses
Lab Consumable Material
Laborotary Expenses
Sample Collection Charges
Sample Testing Charges

Salaries & Allowance
Provident Fund- Mangt Share
Salary & Allowances
Honorarium

~ Total

34,000.00
5,000.00
820.40
23,200.00
23,196.57
10,996.00
22,302.00
4,000.00
76,088.00
30,720.58
1,04,965.00
26,312.00
60,760.00
48,987.00
2,406.00
2,400.00
22,317.00

~6,68,160.00

7,31,942.47
30,076.00
2,497.00
10,000.00
14,04,879.59
1,575.00
1,80,370.00
2,63,100.00

93,241.00
23,00,971.00

Apr-2020 1o 31-Mar-2021

Particulars

Sales Accounts
Sample Testing Fees

‘ Bank Interest

4,98,470.55 Bank Interest

—————

6,68,160.00

26,24,440.06
—-——-'_'—'

24,78,200.00

83,988.00

62,69,270.61

Other Receipts

Excess of expenditure over income

1-Apr-2020 to 31-Mar-2021

“¥7,88,536.92
41,88,536.92

16,163.00
16,163.00

20,64,570.69

Total

 62,69,270.61

X

\ >
G

Inch an

Principal

a."m“ Pune - 4l

it Deemed Umversity
o OkA COLLEGE OF PHARMACY
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INDIAN Ccou
NCIL
MEDICAL RESEARgz
Barving he mene = Indian Council of Medical Research
e
1911 Department of Health Research, Ministry of Health

and Famlly Welfare, Government of India

File No. 5/3/8/57/2020-1TR
Dated:11.03.2021

To,
The Director,
Bharati Vidyapeeth,
ajiv Gandhi Institut e )
Pune Satara Road, ute of Information Technology and Biotechnology,
Pune - 411046

Subject: Sanction of Budget allotment for the ICMR Ad-hoc Project entitled “Development of
Genetically Tailored Organotypic Model for Study of Enteroviruses” under Dr. Alpana
Subodh Moghe (PI), Associate Professor, Bharati Vidyapeeth, Rajiv Gandhi Institute of
Information Technology and Biotechnology, Pune-411046 & Dr. Shyam Sundar Nandi,
(Co-PI) Scientist ‘D’, National Institute of Virology (ICMR), Parel, Mumbai-400012.

Sir/Madam,

) The Director General of the Council sanctions the above mentioned project initially for a
period of one year i.e. from 29™ March, 2021 to 28™ March, 2022 subject to extension up-to total

duration specified in para (3) below.

The Director General of the ICMR also sanctions the budget allotment of Rs. 26,02,660/-
(Rupees Twenty Six Lakh Two Thousand Six Hundred and Sixty Only) as detailed in the attached
statement for the period ending, 29™ March, 2021 to 28™ March, 2022.

First Installment of grant-in-aid of Rs. 26,02,660/- for the 1st year will be released out of the

first year budget of Rs. 26,02,660/-. The payment of the grant will be made in one installment in the
name of BHARATI VIDYAPEETH-RAJIV GANDHI INST OF IT&BT ICMR RESEARCH
GRANT through RTGS Bank Account Number: 39351034850, IFSC Code: SBIN0008752,
MICR code of bank: 411002018, State Bank of India, Katraj Branch, S.No.133/2, Near Bharati
Vidyapeeth Deemed Univ., Katraj, Pune-411046. (A copy of Mandate Form & cancelled cheque

are enclosed).

paid generally as soon as report regarding the commencement of the

The first year grant will be
emand for payment of the

project and appointment of the staff is received by the Council. The d
subsequent installment of the grant should be placed with the Council in advance.

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

The approved duration of the research scheme is Two years. The annual extension will be given after
review of the work done on the research scheme during the previous year.

Five copies of the annual progress report of work done be submitted to the Council every year after
completion of ten months of the project. Failure to submit the report in time may lead to termination

of the project.
Contd.....2/-







. A -
File No. 5/3/8/57/2020-ITR o
Date of start: 29.03.2021
Duration: 2 Years
IRIS cell, ICMR, ID.No. 2020-3034
RFC No. (P-18) lTR/Ad-hoc/53/2020-21 dt.09.03.2021

Project enti “ .
Ject entitled  “Development of Genetically Tailored Organotypic Model for Study of

Entero.\'lruses” under Dr. Alpana Subodh Moghe (PI), Associate Professor,
Bharati  Vidyapeeth, Rajiv Gandhi Institute of Information Technology
and Biotechnology, Pune-411046 & Dr. Shyam Sundar Nandi, (Co-Pl)
Scientist ‘D’, National Institute of Virology (ICMR), Parel, Mumbai-400012.

BUDGET ESTIMATE (1* year)
29.03.2021 to 28.03.2022

S.No Particular 1* Year
Staff 3,72,000
Technical Assistant(1) @
Rs. 31,000 p.m.
(Corresponding to PB-2
Rs.9300-34800+GradePay
Rs.4200)

Consumables (Cell culture 7,00,0000
reagents/CRISPR Cas9

I Reagents/Sequencing
reagents/Chemicals/Plastic

ware)

I Contingency 50,000
Total 11,22,000
Overhead charges @ 3% 33,660
Equipment 13,50,000
RWYV Bioreactor Required

\% for growing 3D culture using
cell lines and matrix proteins
2 Laptop 75,000

AV Travel 22,000
Grand Total 26,02,660

(Rupees Twenty Six Lakh Two Thousand Six Hundred and Sixty Only)

AN

(A.Wason)

)
2\a

Administrative Officer



2 WTge ~‘”\'m” “Afiers IEIH Tfegg
INDIAN ¢ UL ST T verrogy o
QUNC) - . L ey s ofy
MEDICAL RESEALR(C); BET St e "\srg]rg
K g the natian sihee 1919 |“(“ N C
il Hlan Council rdlics
Departmont of Heany, Ro: (.vm-o' M"(.’”'dl Research
and Family Welfare Gomm 7Y of Health

Povernment of India

File No. 5/3/8/57/2020—[TR

Subject: 1% Dated:11.03.2021

& final installment

“Development of Geneti
under Dr. Al

of First Year grant-

cally Tailored Organ
Pana Subodh Moghe (PI), Ass

in-aid of ICMR Ad-hoc Project entitled
ot.yplc Model for Study of Enteroviruses”
Gandhi Institute of Information Technol e and Bt Vidsapestr, o %

Dr. Shyam Sundar Nand; ogy and Biotechnology, Pune-411046 &
and Y - 4 . 9 . . ’ .
Parel, Mumbai-400012. I, (Co-PI) Scientist ‘D’, National Institute of Virology (ICMR),

MEMORANDUM:
Reference this office letter of even number dated

The Director General, ICMR sanctions the payment of Rs. 26,02,660/- (Rupees Twenty Six
Lakh Two Thousand Six Hundred and Sixty Only) as the 1* & final installment of First year
grant-in-aid for incurring expenditure in this connection with the above mentioned Research
scheme. The amount of Rs. 26,02,660/- may be debited in the provision of Rs. 26,02,660/- made for
the above mentioned research scheme for the 1st year i.e. from 29.03.2021 to 28.03.2022.

A formal bill for Rs. 26,02,660/- is sent herewith for payment to BHARATI
VIDYAPEETH-RAJIV GANDHI INST OF IT&BT ICMR RESEARCH GRANT through
RTGS Bank Account Number: 39351034850, IFSC Code: SBIN0008752, MICR code of bank:
411002018, State Bank of India, Katraj Branch, S.N0.133/2, Near Bharati Vidyapeeth Deemed
Univ., Katraj, Pune-411046. (A copy of Mandate Form & cancelled cheque are enclosed).

RFC No. (P-18) ITR/Ad-hoc/53/2020-21 dt.09.03.2021

(A.Wason)
Administrative Officer

ion - V, ICMR ‘
ACCOUI;t.S S”l?}itel(l))nire(\:ior, Bharati Vidyapeeth, Rajiv Gandhi Institute of Information Technology and

Biotechnology, Pune Satara Road, Pune — 411046. An amount (_)f Rs. 26,(_)2,660/— of 1st
Year grant-in-aid is being credited to your account as per detailed submitted by you. The
grant has been sanctioned on the condition laid down in our letter .referr.ed toabove.

2. Dr. Alpana Subodh Moghe, Associate Professor, Rajiv Gandhi Institute of Informatpn
Technology and Biotechnology, Pune-411046.

3. IRIS cell, ICMR, ID. No. 2020-3034







c)

d)

e)

f)

GNT202100000011

Pune, Solapur, Sangli District of Maharashtra. in the thrust areas of Education, Health, Livelihood,
Women Empowerment and Employability.

Bharati Vidyapeeth( Pune ) has submitted a proposal dated 15-May-2020 to TPCDT for conducting
Integrated Community Health Care : Promote and sensitize preventive health care — Anemia,
Malnutrition, Breast Feeding, Health Behavior Change Communication and same forms part of GIA
Agreement and is marked as Annex- 3

TPCDT is desirous of being partner in the Intervention to be implemented by Bharati Vidyapeeth
(Pune )The scope of the intervention and funding are as detailed and forms part of this GIA
Agreement

Bharati Vidyapeeth ( Pune )would not sublet or delegate any of the project activities as part of this
GIA Agreement.

Believing the aforesaid to be true, and in furtherance of its Mission & Objectives, TPCDT has agreed
to engage Bharati Vidyapeeth ( Pune }, through this GIA Agreement, as the implementing agency to
Integrated Community Health Care : Promote and sensitize preventive health care — Anemia,
Malnutrition, Breast Feeding, Health Behavior Change Communication

NOW THEREFORE, in consideration of the mutual covenants, terms and conditions set forth herein, and for

other good and valuable consideration, the receipt and sufficiency of which is hereby acknowledged, the Parties,

agree as follows:

1. INTERVENTION & ADMINISTRATION

a)
b)
c)
d)
e)

f)
g)

Intervention Title: Integrated Community Health Care : Promote and sensitize preventive health
care — Anemia, Malnutrition, Breast Feeding, Health Behavior Change Communication

Scope: To improve technical knowledge and counseling skill on Nutrition and Health from AWW &
ANM/ASHA and Peer Educators from Mulshi and Mangaon Taluka of Pune and Raigad Districts.
Project Objectives: To create awareness about COVID-19 virus, Anemia , Malnutrition and Health
as well as Nutrition among 8500 villagers and Govt. Service providers. (Refer Annex-3, Sec-B,4)
Project Timelines: From 01-Jun-2020 to 31-Mar-2021

Name of Collaborating Organizations:

Bharati Vidyapeeth ( Pune )is the implementing organization for this Project.

TPCDT is the non-profit organization, which would be funding this Project, by way of Grant-in-Aid in

furtherance of developmental objects.

2. PROJECT LOCATION:

a)
b)
c)
d)
e)
f)

State & District Maharashtra & Pune

Revenue Block Mulshi

Gram Panchayat or Ward Mulshi (Kh)

No of Villages or Ward Mohallas 20 covered

Beneficiaries potentially covered through this project 8500 (Refer Annex-3,Sec-B-6)
SC & ST Beneficiaries as 20 % of above (No.), covered through this intervention.

3. THE WORKING RELATIONSHIP:
The bipartite collaboration would be guided by the following mutually agreed principles:

a)

All the parties shall ensure transparency and accountability in all activities undertaken as a part of

the intervention.
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b) The parties shall encourage adoption of a scientific, rational, democratic, bottoms-up, community
needs-based approach to the issues addressed.

c) The parties shall encourage the use of technology-based interventions for higher impacts, outreach
and outcomes.

d) Each stakeholder to designate Single Point of Contact (SPoC) for effective coordination during the
project execution.

INTERVENTION TERM AND WORKPLAN

a) The intervention shall be implemented in accordance with GIA Agreement and the intervention
proposal set out in Aannexure-3.

b) Bharati Vidyapeeth ( Pune )shall forthwith notify TPCDT in writing in the event of the occurrence of
any event that may cause delay in achieving the intervention delivery milestone.

c) The terms of the intervention under this GIA Agreement of FY-19.

d) The work plan in terms of (NGO name) deliverables with timelines mentioned in (Annexure-3, Sec B-
8)

INTERVENTION BUDGET/PARTNERS NAME & PAYMENT TERMS:

a) TPCDT has sanction to Bharati Vidyapeeth ( Pune ) a Grant-in-Aid of 600000.0 (Indian Rupees Six
Lakhs for the Project to be undertaken by Bharati Vidyapeeth ( Pune ) in relation to Integrated
Community Health Care : Promote and sensitize preventive health care — Anemia, Malnutrition,
Breast Feeding, Health Behavior Change Communication as "Authorized/Approved Activities")

b) TPCDT shall deploy financial resources for the Term of this GIA Agreement up to a total cost of INR
600000.0 (Indian Rupees Six Lakhs only). (Annex-3 Sec-B-8) The Bharati Vidyapeeth ( Pune ) agrees
that the project management charges shall not exceed 10% of the total Grant-in-Aid (INR) Amount,
and to that effect satisfies TPCDT.

c) Itis understood and agreed between the Parties that TPCDT’s Grant-in-Aid to Bharati Vidyapeeth (
Pune), is with respect to the intervention as per KPls mentioned in (Annex-2)

d) Compliances & Schedule of Payments for Total Grant Amount of Rs: 600000.0

Installment | Installment Instaliment Key Milestone (Annex-1)
number payment (in | Amount
%)
1 25% 150000.0 On signing of GIA Agreement

On completion of agreed key deliverables mentioned

2 309 180000.0
% in Annexure-1 and 80% utilization of 1st installment.

On Completion of 50% of Key performance indicators
3 35% 210000.0 [Midline study] (Refer KPIs annex-2) and 80%
utilization of 2nd installment.

Completion of all initiatives, 80% utilization of 3rd
4 10% 60000.0 installment, achieving 100% KPIs and submission of
end line report.

Page 3 of 9



a)

b)

d)

e)

f)

g)

h)

GNT202100000011

Bharati Vidyapeeth ( Pune )shall submit expenditure statements, indicating usage of 80% of first and
consequent Grant installments, during course of the project based on actuals.

Any cost escalation of the Project beyond the Grant in Aid Amount, committed hereinabove shall be
borne by Bharati Vidyapeeth ( Pune )

The pre-commissioning process shall start immediately after accepting and signing of the GIA
Agreement between the Parties. Work shall be completed as per milestones and timelines defined in
"Scope" part of this document jointly planned and agreed by both parties.

Bharati Vidyapeeth ( Pune )shall submit program report for the immediate previous month in the
reporting cycle by 5% of the month, along with relevant supporting documents to TPCDT.

Bharati Vidyapeeth ( Pune )shall submit financial report including expenses incurred for the
immediate previous month in the reporting cycle of 1st to 31st calendar month, along with relevant
supporting documents to TPCDT

If TPCDT does not receive two consecutive progress reports (both programmatic and financial)it shall
be at liberty to hold the project or hold further release of Grant-in-Aid Assistance agreed by TPCDT
Bharati Vidyapeeth ( Pune )shall refund any unutilized Grant, to TPCDT at the end of a Project. Both
Parties may discuss possibility of, and TPCDT may approve appropriate utilization of unutilized grants
in a manner agreed by both Parties, with set timelines

TPCDT has the sole authority to hold, stop or extend the Project timeline and Grant-in-Aid Amount.
TPCDT provides Grants based on funding received annually from its Funders. In cases of multiyear
programs, where the payments cross a financial year (31 March), the Grant Amounts made post this
period may vary, depending on changes in funds and program directions/focus.

6. REPRESENTATIONS & WARRANTIES:

a)

b)

Mutual Representations and Warranties - Each Party represents and warrants to the other Party that:

i It has the full right, power and authority to enter into this GIA Agreement, to Grant-in-Aid the
rights Grant-in-Aided hereunder and to perform its obligations hereunder;

ii. The execution of this GIA Agreement by its representative whose signature is set forth at the
end hereof has been duly authorized by all necessary action of the Party; and

iii. When executed and delivered by such Party, this GIA Agreement will constitute the legal, valid
and binding obligation of such Party, enforceable against such Party in accordance with its
terms.

iv.  For hardware and software, Bharati Vidyapeeth ( Pune )is solely responsible and
accountable owner of the same.

v. The product warranties, any maintenance, repair or damage will be tracked by Bharati
Vidyapeeth ( Pune )

Representations and Warranties of Bharati Vidyapeeth ( Pune )

Bharati Vidyapeeth ( Pune )represents and warrants to TPCDT that:The execution, delivery and
performance of this GIA Agreement do not and shall not be inconsistent and violate any agreed

obligation of Bharati Vidyapeeth ( Pune );

i.  The Grant-in-Aid shall be directed only towards Authorized/ Approved Activities as set out;
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ii. From time to time, Mr./Ms.Dilip Kawadeor any other nominee of TPCDT shall be invited to
respective field locations or project locations, to undertake field visits, along with
employees/representative of Bharati Vidyapeeth ( Pune Jengaged in the Project

iii. It shall furnish to TPCDT, copies of all necessary permissions and other necessary documents
received from relevant government authorities and departments, conveying permission/ no-
objection for covering the selected Project;

iv.  The resources received for this project shall be used for the Project objectives only and not
for any commercial use. The resources shall be used, maintained and treated as a value to

the respective projects;

7. USE OF TATA POWER LOGO FOR BRANDING:

g)

This Intervention is being deployed under Tata Power Health & Sanitation

CSR Intervention. The logo of Tata Power and brand name of intervention can be used appropriately by

Bharati Vidyapeeth ( Pune ) within the scope of this intervention with mutual consent of both parties.

8. NO LIABILITY

a)

b)

Bharati Vidyapeeth ( Pune ) shall comply with all laws, regulations and also arrange to provide all
the necessary approvals for carrying out all the plans agreed between the parties, for ensuring
compliance of all applicable law, statutes for deployment as mentioned in this GIA Agreement.
TPCDT shall not be liable in any manner whatsoever for any non-compliance in respect of the
applicable laws, regulations and in the event of any adverse claim of whatsoever nature arising
thereof, the entire burden shall be strictly borne by Bharati Vidyapeeth ( Pune ).

Nothing in this GIA Agreement is intended or shall be construed to authorize either Party to create
or assume any liability or indebtedness of any kind in the name of, or on behalf of the other Party or
to act for or be responsible for the performance of the other Party in any manner except and to the
extent expressly provided in this GIA Agreement. Notwithstanding anything contrary contained
herein the parties shall not be obliged to incur any liability in case of any of the parties shall without
prior specific approval/ consent of the other parties’ credit or accept any contract binding upon the
parties other than as envisaged in this GIAA.

9. CONFIDENTIALITY

The parties agree that all data which is transmitted or communicated by either party to the other
party shall in all cases be held in confidence by the Receiving Party and not disclosed to any third
party unless written consent of Disclosing Party is first obtained, except that, Receiving Party has the
right to disclose such information to its own employees, consultants and representatives who are
bound by an obligation of confidentiality and who need to know such information for the purposes
specified hereinabove. The Receiving Party agrees that it shall not use the confidential data for any
purpose(s) other than the ones specified herein. However, the Receiving Party shall not be required
to maintain confidential or be restricted in its use of any data which,
i Was in public domain at the date of disclosure to Receiving Party
ii. Becomes public knowledge during the term of this GIA Agreement without breach of this
GIA Agreement
iii. Receiving Party can show that it was in its possession prior to disclosure by Disclosing Party,
and
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iv. Disclosure of which is required by law or by order of a court of competent jurisdiction. The
obligation as to confidentiality shall survive for 5 years post termination/ expiry of this GIA

Agreement.

10. INTELLECTUAL PROPERTY RIGHTS (IPR)

11.

12.

With respect to the services rendered under this GIA Agreement, the Parties agree that:

a)

b)

c)

All IPR arising out of this GIA Agreement and the data, information or activities therein shall solely vest
with TPCDT. Usage of any such data or information that involves the IPR for TPCDT shall amount to an
infringement if such usage is not authorized in writing.

Bharati Vidyapeeth ( Pune ) agrees that it shall comply with all the relevant laws and shall not infringe in
any IPR in the course of performing its obligations under this GIA Agreement.

Bharati Vidyapeeth ( Pune ) agreed to indemnify/ keep indemnified TPCDT from all claims, suits,
actions, losses, penalties or liabilities arising out of a breach of the clauses above.

ETHICAL BEHAVIOUR:

a)

b)

d)

Bharati Vidyapeeth ( Pune ) represent and warrant that it has conducted and shall conduct its business
in accordance with the highest ethical standards and it shall comply with all applicable laws in the
performance of its obligations under this GIA Agreement, including but not limited to, laws dealing with
ethical business practices.

If, at any time during the term of this GIA Agreement, Bharati Vidyapeeth ( Pune ) is informed or
information comes to its attention that it or any of its affiliates is or may be in violation of any applicable
law (or if it is so determined by any court, tribunal or governmental agency or authority), Bharati
Vidyapeeth ( Pune ) shall immediately take all appropriate steps (including any reasonable requests by
TPCDT) to remedy such violation and comply with such a law in all respects. Where such violation occurs
and is not remedied TPCDT may terminate this GIA Agreement with immediate effect.

Bharati Vidyapeeth ( Pune ) shall establish and maintain all proper records (including accounting
records) required by applicable law and shall make such records available to TPCDT, if requested to do
so. A certified utilization certificate shall be issued at the end of any project.

Bharati Vidyapeeth ( Pune ) acknowledges of having read Tata Code of Conduct, accessed from Tata
Power company website URL: https://www.tatapower.com/pdf/aboutus/Tata-Code-Power-of-

Conduct.pdf
Bharati Vidyapeeth ( Pune ), as CSR Partner of Tata Power, acknowledges to comply with the guidelines

given therein as part of upholding highest ethical standards during the deployment of this Project.

TERM, EXTENSION&TERMINATION/EXPIRY:

a)

b)

This GIA Agreement shall commence as of the Effective date and shall remain in force until 31-Mar-
2021. Unless terminated earlier in accordance with the terms of this GIA Agreement. The Parties may
renew this GIA Agreement on 'no cost to TPCDT" basis for a mutually agreed period if the situation so
warrants, and the extension of period of agreement envisaged herein occasioned for the reasons not
attributable to Bharati Vidyapeeth ( Pune ), for its non-performance or delay in performance.

TPCDT shall have the right to terminate this GIA Agreement immediately, for any reason whatsoever
without assigning any reason thereof.
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c) Inthe event of termination, the Bharati Vidyapeeth ( Pune )shall refund the unspent residual amount to
TPCDT.

WAIVER:
No failure or delay by a party to exercise any right or remedy provided under this GIA Agreement or by law
shall constitute a waiver of that or any other right or remedy, nor shall it preclude or restrict the further
exercise of that or any other right or remedy. No single or partial exercise of such right or remedy shall
preclude or restrict the further exercise of that or any other right or remedy.

VARIATION:
Both the Parties agree and confirm that the terms and conditions contained in this GIA Agreement may be
changed / altered through written mutual consent; at any point, during course of the Agreement.
No variation of this GIA Agreement shall be effective unless it is in writing and signed by the Parties (or
their authorised representatives).

SEVERANCE:
If any court or competent authority finds that any provision of this GIA Agreement(or part of any
provision) is invalid, illegal or unenforceable, that provision or part-provision shall, to the extent required,
be deemed to be deleted, and the validity and enforceability of the other provisions of this GIA Agreement
shall not be affected.

THIRD PARTY RIGHTS:
No person other than a Party to this GIA Agreements shall have any rights to enforce any term of this GIA

Agreement.
NO PARTNERSHIP OR AGENCY:
Nothing in this GIA Agreement is intended to, or shall be deemed to, establish any partnership or joint

venture between the Parties, constitute either Party the agent of the other Party, nor authorise either
Party to make or enter into any commitments for or on behalf of the other Party.

NOTICES:

All notices related to this GIA Agreementwhich are permitted hereunder shall be in writing and deemed to
have been duly given/served if delivered personally or sent by facsimile transmission (with answerback
received) or overnight express or by registered mail or certified mail, postage prepaid. All notices shall be
sent to the addresses mentioned in the title clause or to such other address as the Parties may designate
from time to time in writing.

FORCEMAIJURE:

a) Neither Party shall be liable to the other for any delay or failure in the performance by it of any
obligation under this GIA Agreementto the extent affected, delayed or prevented by an event of Force
Majeure, provided that the Party that is affected by the Force Majeure shall provide notice thereof to
the other Party as soon as practicable, but in any event not later than 7 [seven] days from the time
which the affected Party knew or should reasonably have known of the commencement of the event of
Force Majeure.

b) The affected Party shall use its reasonable endeavours to mitigate the adverse effects of the Force
Majeure event affecting it and shall seek reasonable alternative means to resume the Services, to the
extent not affected by the event of Force Majeure. The affected Party shall provide to the other Party
reasonable details as requested by the other Party regarding the nature of the Force Majeure event.
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No. BT/PR30592/BIC/101/1081/2018
GOVERNMENT OF INDIA
MINISTRY OF SCIENCE & TECHNOLOGY
DEPARTMENT OF BIOTECHNOLOGY

Block 2, (6-8th Floors)
CGO Complex, Lodhi Road,
New Delhi- 110 003
Date:28-05-2021

RELEASE ORDER

In continuation of this Department’s sanction order of even number dated 26-04-2019, sanction of
the President is hereby accorded, under Rulel8 of the Delegation of Financial Powers Rule, 1978, for
the release of Rs. 1263185.00 (Rupees Twelve Lakhs Sixty-Three Thousand One Hundred and
Eighty-Five Only) being the second year release for the project entitled "Epigenetic regulation of
placental peroxisome proliferator activated receptor (PPAR) in women delivering low birth
weight babies", being implemented by:

Dr. Deepali Prakash Sundrani, Interactive Research School for Health Affairs, Interactive
Research School for Health Affairs, Bharati Vidyapeeth University, Pune-Satara Road,
Katraj-Dhanakwadi, Pune, Pune - 411043, Maharashtra

The detailed break-up is as given below:

SN[Institute Recurring Total
Name Release
Amount
(Rs)
Manpower/ConsumableTravel [ContingencylOthers/Overhead
1 [Interactivel 454347.00] 699740.00/10000.00 24598.00 0.00( 74500.00(1263185.00
Research
School for
Health
Affairs
Pune

Interest earned of Rs. 17,855/- has been remitted by the institute to the Consolidated
Fund of India through Bharatkosh vide receipt n0.1401210001143. Carry forward of
unspent balance of Rs 1001/- (excluding Rs 1063 interest earned during 2020-21) from FY
2020-21 to FY 2021-22 permitted. The interest earned in 2020-21 would be remitted to

Bharatkosh.
Table-2: Details of revised total cost of project* (Amount in Rs)
Head Year-I Year-1I Year-II1 Total

Equipment 4,14,183 00 00 4,14,183
Manpower 3,36,000 5,00,333 4,17,600 1,253,933
Consumables 4,00,000 7,00,000 7,00,000 18,00,000
Travel 20,000 20,000 20,000 60,000
Contingency 25,000 25,000 25,000 75,000
Overhead 44,500 74,500 74,500 1,93,500
Total 12,73,283 13,19,833 12,37,100 37,96,616

* Project cost increased due to revision of salary of Project assistant from Rs 18000/- pm to Rs

20000/- pm + HRA. The revision of total cost has approval of Competent Authority.
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2. The amount of Rs. 1263185.00 /-(Rupees Twelve Lakhs Sixty Three Thousand One Hundred
and Eighty Five Only) will be directly credited by the Pay & Accounts Officer, DBT in the account
as detailed below:

The Director, Interactive Research School for Health Affairs, Pune Satara Road, Dhankawadi, Pune -
411043, Maharashtra

Bank Name : State Bank of India
Branch Name : Katraj Pune

A/c No. : 30808434608

IFSC Code : SBINOO08752
MICR Code 1411002018

3. The expenditure involved is debitable to:

Demand No. 89 Department of Biotechnology

3425 Other Scientific Research 2021-2022

3425.60 Others (Sub Major Head)

3425.60.200 Assistance to other Scientific Bodies (Minor Head)
3425.60.200.29 Biotechnology Research and Development
3425.60.200.29.17 Assistance to Research and Development
3425.60.200.29.17.31 |Grants -in-Aid General

4. The Director, Interactive Research School for Health Affairs, Pune, Maharashtra will submit audited
utilization certificates and statements of expenditure in respect of the above-mentioned amount.

5. As per Rule 236 (1) of GFR 2017, the accounts of all Grantee Institutions or Organisations shall be
open to inspection by the sanctioning authority and audit, both by the Comptroller and Auditor
General of India under the provision of CAG(DPC) Act 1971 and internal audit by the Principal
Accounts Office of the Ministry or Department, whenever the Institution or Organisation is called
upon to do so.

6. No International Travel will be undertaken from the sanctioned project grant unless specified
otherwise.

7. The Institute/Agency will keep the whole of the grant in a Bank Account earning interest, and the
interest so earned should be reported to DBT in the Utilisation Certificate and Statement of
Expenditure. The Interest so earned shall be remitted to Consolidated Fund of India.

8. The other terms and conditions governing the financial sanction will remain unaltered.

9. The utilization certificate for the financial year 2020-21 is enclosed herewith.

10.This issues under the powers delegated to Divisional Heads vide IFD Order No. G-17012/1/2020-
IFD-DBT dated 29.12.2020. This has been noted in IFD Dy. No.102/IFD/SAN/103/2021-22 dated
28.05.2021.

11.This sanction order has been noted at serial no. 2 (2021-22) in the Register of Grants.

(Dr. Abhishek Kumar Mehta)
Scientist-C
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To,

The Pay & Accounts Officer,
Department of Biotechnology,
New Delhi — 110 003.

Copy to:

1

2

\l

The Principal Director of Audit (Scientific Departments), DACR Building, New Delhi- 110
002.

The Director, Interactive Research School for Health Affairs, Pune Satara Road,
Dhankawadi, Pune - 411043, Maharashtra

Dr. Deepali Prakash Sundrani, Assistant Professor, Mother and Child Health, Interactive
Research School for Health Affairs, Interactive Research School for Health Affairs, Bharati
Vidyapeeth University, Pune-Satara Road, Katraj-Dhanakwadi, Pune, Pune - 411043,
Maharashtra

Dr. Sadhana Joshi, Professor and Head, Mother and Child Health, Interactive Research
School for Health Affairs, Bharati Vidyapeeth (Deemed to be) University, Pune Satara
Road, Pune, Pune - 411043, Maharashtra

Dr. Tushar Panchanadikar, Professor & Head, Department of Obstetrics & Gynaecology,
Bharati Vidyapeeth University Medical College, Pune, Bharati Vidyapeeth University, Pune
Satara Road, Pune, Pune - 411043, Maharashtra

Cash Section, DBT (2 copies).

Sanction Folder.
File Copy.

(Dr. Abhishek Kumar Mehta)
Scientist-C
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D T MR IERT gHUH WerRaT Ry
DIrac (IRTT RSB 61 )
Biotechnology Industry Research Assistance Council

(A Government of India Enterprise)

Ref. No. - BT/CS0006/CS/02/20 Dated : 11™ February, 2021

Subiect: Funding of Project entitled '"Capacitvy enhancement of National
Immunogenicity and Biologics Evaluation Center for assessing the immunogenicity of
SARS-CoV-2 vaccines" for fundine under Mission COVID Suraksha

GRANT-IN-AID LETTER AGREEMENT

This Grant-in-aid Letter Agreement (hereinafier called as "GLA") is between Biotechnology
Industry Research Assistance Council, a Government of India enterprise, incorporated under
the Companies Act, 2013 having its office at 1st Floor, MTNL Building, 9, CGO Complex,
Lodhi Road, New Delhi- 110003 (the "BIRAC") and the entities mentioned below for the
research proposal entitled "Capacity enhancement of National Immunogenicity and
Biologics Evaluation Center for assessing the immunogenicity of SARS-CoV-2
vaccines" under Mission COVID Suraksha

1.Recipient(s) and Designated Project Investigator(s):

S.No. [Recipient(s) Designated Project Investigator
{Interactive Research School for }.Iealfhg Dr.Akhilesh Chandra Mishra,

Affairs, Pune, an Institute, having its| pjrector,

registered office at Bharatividyapeeth Interactive Research School for Health
Medical college Campus, Satara Road, Affairs,

Dhankavadi, Pune, Maharashtra, Bharatividyapeeth Medical college

; 411043, hereinafter referred to as the "| Campus, Satara Road, Dhankavadi,
Institute”  (which  expression shall| Pune, MAHARSHTRA-411043
wherever the context so admits include Email: acm1750@gmail.com
its successors in interest, liquidators, Mobile: 91-9970178555
administrators and permitted assignees).

2.Aims & Objectives:

The detailed aims and the objectives that are to be executed by the aforesaid are as per the
detailed Project document, submitted including revisions / medifications incorporated
therein (hereinafter called as "Project") and appended herein as Schedule 3.

The main objectives proposed to be achieved from the project are enumerated hereunder:
(1) Facility Augmentation and Upgradation of technology for existing key tests
(2) Pseudo virus technology transfer and standardization of surregate neutralization

assay
(3) Development of tests for CMI responses to natural COVID-19 infections and to the

vaccines

i, WATAT RSN, 9, ¥ioh s, A Az, T8 Red-110003, 4 n
MTNL Building, 9, CGO Complex, Lodhi Road, New Defhi - 110003, India
389600 Fax: +91-11-24389611 Website: www.birac.nic.in E-mail; birac. dbl@nic.in / {
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Additional Objective may consist of effective management of health disasters or undertaking
research connected therewith such as COVID-19 using the Project resources and through the
implementing measures of the supported Project as may be identified in N at10na1 interest and
governed by a specific BIRAC Order.

3. Project Duration: The Recipient shall complete the Project within the stipulated period
of 12 months from the date of issue of Provisional Funding Letter dated 25™ January, 2021

("Effective Date").

4. Project Implementation Site:

IRSHA, Bharatividyapeeth,Medical college Campus,
Satara Road, Katraj Dhankavadi

Pune, MAHARASHTRA-411043

91-020-24366929

91-09823437353

http://irsha.bharatividyapeeth.edu

5. Project Cost and Contribution: The total estimated cost of the Project 1s Rs. 1341.58
Lakhs (Rupees One Thousand Three Hundred Forty-One Lakhs and Fifty-Eight Thousand
only). The contribution of BIRAC is Rs. 1341.58 Lakhs (Rupees One Thousand Three
Hundred Forty-One Lakhs and Fifty-Eight Thousand only) as Grant-in-aid to the Interactive
Research School for Health Affairs, Pune. Initially the first release is Rs 670.79 Lakhs
and further releases will be based on the specific Order of BIRAC.

6. BIRAC Budget break-up :
'Support under strategic funding for Mission|Grand

BudsctHead ICOVID Suraksha Total
Non-recurring 1802.99 1802.99
IRecurring 1538.59 1538.59
Total 11341.58 11341.58

Apnluant Institute

S. Infrastructure/ | Capacity | Quantity | Specific Requirement Estimated

No Equipment In the Project Value
(Rs. In
B e ot oo SRS B o It | Lakhs)
It: Automated cell 45 1 For execution of cell | 281.46
culture culture assays such as
workstation pseudovirus or PRNT or

micro-neutralization and
ELISAs with minimal
//’/m\ﬂ 3[3 % human intervention and
v r\‘\&‘l eSe?, & \ e high throughput marinér ' |-~ !
; 2 To minimize human| 41.8%




intervention in plaque
counting and ELISA
execution of test in high-
throughput manner

| High demand of vaccine

immunogenicity testing
and limited CO2 capacity
is hampering turn around
time. CO2 incubator are
need to increase the
productivity

13.85

 broad range will help in

Manual pipetting
increases the probability
of error during execution
of assays. Moreover, it
limits the number of
samples to be tested.
Electronic pipette with

execution of  more
samples within the same
time period

Storage of samples from
SARS-CoV-2 clinical
trials and back-up as per
GCLP normms. Current
capacity of minus 80
deep freezers at NIBEC
is not sufficient to store
samples from various
clinical trials viz.
Chikungunya, dengue,
SARS-CoV-2. Moreover,
one  freezer will be
devoted for  central
reagent to other
institutions

13.85

19.31

' CO2 incubator | 100
Electronic 1200
pipette

Minus 80 deep 500
freezers

MesoScale 25
Discovery

instrument

Newly introduced novel
technological system
already being used in
large global clinical
trials.  Required for
execution of assays for
detecting proteins such as
cytokines, antibodies in
high throughput manner
with high sensitivity and

short turnaround; time. |

157.67




Dry ice storage
canister

50

ACE2 neutralization
assay is available as an
alternative to live virus
neutralization test .

Dryice storage for longer
period

1.99

Waste

aspiration
system for
biosafety
cabinets

13

Aspiration  of  bio-
hazardous liquid waste in
close system to minimize
acrosol generation,
prevent spillage and to
ensure safety of staff.

24.70

Automated cell
counter

10

| Ultracentrifuge

| inactivated

For counting the cells
accurately without
human intervention

For
purification of live or
VIruses.
Concentrated virus is
required as a stimulant
for flow cytometry based
assays. Density gradient
ultracentrifugation could
be performed to ensure
production

concentration and |

7.99

11

12

Minus 20 deep
freezer

500

Storage of samples from
SARS-CoV-2 clinical
trials and back-up as per
GCLP nomms. Current
capacity of minus 80
deep freezers at NIBEC
is not sufficient to store
samples from various
clinical trials Viz.
Chikungunya, dengue,
SARS-CoV-2. Moreover,
one freezer will be
devoted  for  central
reagent to other
nstitutions

1523 |

Pipettes sets

& rf*

Sﬁ'a,b}

"JW#!/?

1‘3>

t!

Decrease tumaround time
for various SARS-CoV-
2related assay. Moreover,
standardization and
validation of assays.
Pipettes include 2-20
ul,20-200 ul, 100-1600

6.98

‘g

\

O
1 ALY
f‘)
o>

' ( i NewDelh
5
gt\ u%@ S

)

L./




13

Cooling
centrifuge

N

14

Microscope

ul, 8channel 5-50 ul, 8
channel30-300 ul pipettes

Currently all BSL2 cell
culture laboratories are
not equipment  with
cooling centrifuge. High
number of washing steps
in flow cytometry limits
use of centrifuge for
other  activities. In
addition, GCLP
compliance requires
restricted moment of
infectious material.
Cooling centrifuge are
necessary for maximum
GCLP compliance

24.09

Currently all BSL2 cell
culture laboratories are

not equipment with
microscope. GCLP
complicance requires
minimal moment within
facility with infected
cells. Microscope are
necessary for maximum
GCLP compliance

15

Fluorescence
microscope

16

Flow cytometer

software

B

18

Automated cell
seeding system

For pseudovirus based |

neutralization assay

10.71

11.88

Analysis of flow-based
data by multiple users to
decrease turnaround time

ELISA reader

96

ELISA washer

To decrease turn-around
time, increase accuracy,
make facility available
for other assays

3.88

2929

Manpower training, ILC
activities, develop and
share standardized
reagents '

13.67

Manpower training, ILC
activities, develop and
share standardized
reagents

2.94

Manpower training, H€-

activities, developand




share standardized
reagents
21 Conference 1 1 Manpower training, ILC 12.97
system activities, develop and
share standardized
reagents

- Total | 792.99
Accessories to be Acquired (Rs. in lakhs) 10.00
Grant Total | 802.99

7. Milestones/Timelines

Month 0ﬂRt,qmrccl financial
put

end of activity | (Rs. In Lakhs)
670.79

Sr. No. [Milestone(s)

!Acccplancc of Undertaking under GLA

i it : | ! | (50% of BIRAC |
Fulfilment of fund release requirements | o

! | contribution)
Status report on Procurement, installation:

and validation eof high-throughput
equipment. Validation of ACE2 based
neutralization assay on high-throughput 9
HYSRERIE. (40% of BIRAC

| A
And | contribution)
Sllhlnlwnn of SOE for the corresponding

milestone certified by internal finance.

Status report on NABL accreditation of
the CMI assays developed and providing
services for the COVID assays to Vaccine
companies .

3 And . 3 0.00

Submission of SOE for the corresponding
milestone certified by intermal finance.

536.632

Status report on Manpower training, 1L.C

activities and develop and share

standardized reagents and protocvls f[or
-+ testing | 12 0.00
And
Submission of SOE for the corresponding
milestone certified by internal finance. _
Submission of final completion report and | 134.158
consolidated Statement of Expenses (SOE) 12
duly certified by Chartered Accountant (10% of BIRAC
(C A}Muditor contribution)

; duly audited by a chartered accountant for the

ect every half quarterly, ending 31st March, 30"
r, to BIRAC, within mb of closure of the

R
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accounts for the respective quarter should be submitted till completion of Project

Duration.
The Institute shall submit audited Annual reports along with the audited balance

sheets and profit & loss accounts to BIRAC within six months of the completion of the
financial year ending 31st March till the Project duration.

*Regulatory Requirements : None

8. Specific conditions of Implementation

¢  Sale of products out of this project in India will be subjected to negotiation of pricing
by BIRAC/Government of India to promote affordability on account of the grant-in-
assistance under BIRAC.

e Government orders will be given prefcrence over private orders for all products

coming out of this project.

9. Periodic Payment/Release Arrangements of the project support based on milestones

Instal- Contribution by BIRAC to . .

ment Interactive Research Schoolyfor Health Affairs, Pune e
1 670.79 670.79

) 536.632 536.632

3 0.00 0.00

4 0.00 0.00

5 134.158 134.158
Total 1341.58 1341.58

The total estimated cost of the Project is Rs. 1341.58 Lakhs (Rupees One Thousand Three
Hundred Forty-One Lakhs and Fifty-Eight Thousand only)

10. The recipient of the fund should convey their acceptance to the terms and conditions of
this GLA within four (4) weeks of the issue of GLA failing which the present offer of the
funding support will be considered as infructuous and the project will be treated uy
withdrawn.

11. Inclusion by Reference:

-Terms and Conditions (Schedule 1)
- Acceptance and Undertaking (Schedule 2)
This GLA includes and incorporates by this- Project document (Schedule 3)
reference: - Intellectual Property Governing Framework
(Schedule 4)

chitable to K.01 - Head of Accounts for the financial year 2020-21.
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13. This issue with the approval of competent authority vides BFD No.
BFD/AO/K.01/03/2020-2021 dated 11.02.2021

14. The GLA has been noted at Serial No.03 in the Register of Grant/Cost.
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THIS GLA is between Biotechnology Industry Research Assistance Council ("BIRAC")
and "Interactive Research School for Health Affairs, Pune", and is effective as of the
date of last signature. Each party to this GLA may be referred to individually as a "Party",
"Interactive Research School for Health Affairs, Pune" as "Fund Recipient" and all Party
together as the "Parties." As a condition of this grant, the Parties enter into this GLA by
having their authorized representatives sign below:

| 1) For and on behalf of BIRAC
!

| Name: Dr. Kavita Singh

Designation: Mission Director, National Biopharma Mission

s

Signature:

| Official Seal

| 2) For and on behalf of Interactive Research School for Health Affairs, Pune, the Fund |
Recipient duly authorized vide duly authorized vide letter dated LN Feb 202 by its
 concerned authority dated (2 Feb'20a

Name DR A . C. MECHRA

Designation DERECTOR

Signature W%
=

Institute official Seal =

Director
Bharati Vidyapeeth
(Deemed to be University) [[:= |
Interactive Research School for Health Affairs(IRSHA) \e=A
Pune-Satara Road, Pune - 411 043. \ :-,/-,f
; \ /l,. N ,;



Schedule I

Terms and Conditions

The terms and conditions for Project support under Grant-in-aid Letter Agreement
(hereinafter called as "GLA") are as follows:

1. FUND DISBURSEMENT

i. First instalment of the Grant-in-aid will be released after issue of the GLA subject to
fulfilment of the terms and conditions for such release by the relevant Parties. Further release
of funds shall be subject to satisfactory progress against the objectives, outputs, milestones
and targets specified in the Project which progress shall be determined by BIRAC and on
submission of audited/certified statements of accounts as provided for in Point 2 (a).

2. FUND UTILISATION AND ACCOUNTING

a. The Fund Recipient shall submit the Statements of Expenses (SoE) duly audited by a
Chartered-Aecountant-( EA)-as-required for the-project under the-GEA:

b. The Fund Recipient shall submit final consolidated SoE duly certified by a CA/Auditor
to BIRAC in the format provided on the completion of the project.

c. The input credit for the expenditures incurred under the project out of Grant-in-aid shall
be reported to BIRAC as a part of utilization certificate against the corresponding entry-
Amount of GST Input credit. Such amount, if any, will be considered accordingly at the
time of the release of the next instaliment.

d. The Fund Recipient shall submit audited Annual reports along with the audited balance
sheets and profit & loss accounts to BIRAC within six months of the completion of the
financial year ending 31st March till the completion of the Project Duration.

c. The Fund Recipicnt shall keep the Grant-in-aid assistance and their project contribution
in a separate no-lien account in the name of the Fund Recipient with a Scheduled Bank
(as defined under the RBI Act, 1934), the withdrawals and payments from which
account shall be subject to verification by BIRAC. It shall also obtain and furnish to
BIRAC a letter from the concerned bank foregoing the right of set off or lien in respect
of such account. Further, the interest earned on the Grant-in-aid if any should be
reported to BIRAC. The interest thus earned will be adjusted towards further installment
of the fund. The interest earned on the Grant-in-aid should be reported to BIRAC. The
interest thus earned on the grant in aid will be adjusted towards further installment of the
fund.

f. The Fund Recipient shall ensure that the funds released for the Project are actually
utilized only for the purposes of the Project and as expressly provided for in this GLA.
Re-appropriatioerag B wJunds from one budget head to another shall not be effected
without the : Res:ﬂ,{?g; roval of BIRAC.

o~
g. The Fund Re‘@ iont fshgll\&fén such part of Grant-in-aid Tunds disbursed to it that
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remains unutilized with it upon completion of all the responsibilities, duties and
functions specified in connection with the Project, within one month of such completion,
to BIRAC along with consolidated accounts of the funds received and utilized and of the
unutilized balance returned (SOE).

h. The Fund Recipient at their own cost shall take adequate care to maintain the capital
assets acquired for the Project through BIRAC Grant-in-aid. The capital assets acquired
through BIRAC Grant-in-aid shall not be disposed of or hypothecated without the
specific approval of BIRAC till full and final settlement of all dues to the satisfaction of
BIRAC.

i. The Procurements for the Project shall be in accordance with the best commercial
practices if the fund recipient is a Company/LLP and shall be in accordance with the
procurement framework prescribed by BIRAC if the fund recipient is a Government/
public Institution.

J- The Fund Recipient shall give prior information to BIRAC about additional funding from
any other government/ private source (National/ International) for the same project
objectives availed at any time before the project completion.

3. NATIONALLY IMPORTANT PROJECTS:

If certain Projects are determined as nationally important Projects, then BIRAC will issue a
specific Order to make the following provisions applicable:

A.In such cases of national importance BIRAC shall retain a royalty-free, non-exclusive,
irrevocable license to the Product developed with the funding support of BIRAC with
right to sub-license for the purposes of public interest/Government of India and/or as
decided by the committee. The, licensor of such Product will ensure that where the
Product has been produced in collaboration with entities not in receipt of BIRAC Grant-
in-aid, such partnering entities will also grant license to BIRAC in the same way.

B. Nationally Important Projects shall mean such Projects that will serve specific purposes
notified by Government of India in public interest.

C. In cases of national importance, if BIRAC determines that such -
a) Action is necessary because the Fund Recipient or licensee/s has not taken, within the
period of four (4) years from the date of completion of the Project, effective steps to

commercialize the Product in such field of use.

b) Action is necessary to meet requirements for public use or national interest and such
requirements are not reasonably satisfied by the Fund Recipient or licensee/s.

G ﬁgﬁ% f royalty-free, non—excluswe irrevocable license to the
n.}g fl,lltﬁ u}ri!‘m ration the fund recipient(s) requirement for reasonable
New Delhi ;§ g [ :



expansion and the demand supply gap at the appropriate time, shall have the right to
require the Fund Recipient to transfer the technical know-how of the Product developed
under the Project to other entrepreneur(s) and train them, on such terms and conditions
as may be mutually agreed among BIRAC, the fund recipient and such other
entrepreneur(s). Provided, BIRAC shall reserve its right to require that the Product must
be manufactured and sold in India.

ii.If the fund recipient(s) does not agree with the terms of above sub section (i), then
BIRAC shall require that all rights and interests associated with the Product including

Intellectual Property (IP) Rights to be assigned to BIRAC. The Fund Recipient(s) and
co-owners of the IP shall undertake all necessary actions to atfect the assignment.

4. PROJECT MONITORING

A Project Monitoring and Review Committee (PMRC) comprising of eminent experts from
the respective field(s)/Internal BIRAC and NBM members will be constituted to monitor the
progress of the objective(s) of the Project. The functions of the PMRC shall be as follows:

a. To monitor the progress of the Project in conformity with the outputs, milestones, targets
ohjectives and other terms and conditions as contained in the GLA

b. To keep track of funding from any other source for the Project.
c. To assess the global developments impacting the domain of the Project.
d. Based on the foregoing, to assess and recommend:
1. the release of next installment or part release thereof by the BIRAC,
11. revision of Project Duration,

1ii. closing, dropping or modifying any of the components of the Project, within the
overall approved objectives, budget and time-frame,

iv. inclusion of additional industrial/institutional partner(s), if the Fund Recipient and
the Institutes requests involvement of such partner(s), in the overall interest of the
Project; and

v. revision of the financial assistance.

e. To advise on issues related to securing of IPR and mentor to overcome any technological
problem faced in the Project implementation; and

f. To advise on any other matter as referred to it by BIRAC and/or otherwise reasonably
necessary for effective discharge of its duties and/or achievement of aims and objectives
of the Schemes.

.-Li.'.lw“r" L i 7



any claims or suits in respect of any losses, damages or compensation payable in
consequences of any accident, death or injury sustained by their employees or by any
other third party resulting from or by any act, omission or operation conducted by or on
their behalf.

b. The Fund Recipient shall, at all times, indemnify and keep indemnified BIRAC against all
claims/damages etc. by any infringement of any Intellectual Property Rights (IPR) while
carrying out their responsibilities/work under the Project and this GLA.

c. The provision of Grant-in-aid funds by BIRAC does not create any liability, explicit or
implicit, on BIRAC in respect of the manpower engaged in the Project.

d. The Parties shall not be held responsible for non-fuifillment of their respective obligations
in successful completion of the Project under this GLA due to the exigency of one or
more force majeure events such as but not limited to acts of God, war, flood, earthquakes
etc.

e. BIRAC through the Project funding shall not be held as a Sponsor in terms of the Clinical
Tnal statutes and the Fund Recipient are entirely responsible for abiding by the relevant
laws, Rules and Regulations of the land if any Phase of the Clinical Trial is a Project
Component.

6. CHANGE OF CONTROL:

BIRAC shall reserve the right to reconsider further funding assistance, governance of the
New Intellectual Property and consider refund of the amount of Grant-in-aid in such
circumstances of change of control as mentioned the following paragraphs:

a. The Fund Recipient shall inform BIRAC if it proposes to undertake or permit any merger,
consolidation, reorganization scheme of arrangement or compromise with its creditors or
shareholders or effect any scheme of amalgamation or reconstitution or substantial
expansion. The word substantial expansion shall have the same meaning as under the
Industries (development and Regulation) Act, 1951.

b. The Fund Recipient shall inform BIRAC within 30 (thirty) days, if it has notice of any
application for winding up having been made or any statutory notice of winding up under
the provisions of the Companies Act, 2013, or any other notice under any other Act or
otherwise of any suit or other legal process intended to be filed or initiated against the
Fund Recipient and affecting the title to the properties of the Fund Recipient or if a
recetver is appointed of any of its properties or business or undertaking.

c. The Fund Recipient shall notify BIRAC of any material change in its shareholding pattern,
entily status, entity name, Project Coordinator, implementation site, registered office or
any such change that would impact on performance of its obligations under the Project
and this GLA.

7. FOREC JERMINATION

uration, 1t is found that the Project or any Project component
chsful completion, BIRAC may decide to foreclose the Project

A



or the Project component as warranted. The decision of the BIRAC shall be final in all
respects. The Fund Recipient shall immediately refund any Grant-in-aid unutilized out of
BIRAC disbursements to BIRAC. BIRAC, at its discretion can allow deduction of the
future committed expenses to third party vendors on pro-rata basis according to the
quantum of BIRAC funding. The Fund Recipient shall submit consolidated accounts of
funds received, utilized and unutilized (SOE). If the Fund Recipient likes to continue the
Project at its own cost, it would be able to do so without restrictions from BIRAC after
complying with these provisions.

b. The Fund Recipient may, before the completion of the Project, terminate this GLA by
giving three months notice in writing to BIRAC. BIRAC may also terminate this GLA by
written notice in the event of committing breach of any term of this GLA and either not
rectifying it to the satisfaction of BIRAC or not satisfying BIRAC about its inevitability
within a specified period. In the event of termination of the GLA, no further disbursement
shall be made by BIRAC. The Company as Fund Recipient shall be liable to return
immediately the amount of Grant-in-aid already availed of from BIRAC with additional
simple interest at the rate of 12 (twelve) per cent per annum within 30 (thirty) days of
termination of the GLA. Interest on the quantum of funding assistance shall accrue from
the date of release of the grant in aid assistance. The Institute as Fund Recipient(s) shall
immediately refund any funds unutilized out of BIRAC disbursements,-to-BIRAC,-along
with consolidated accounts of funds received, utilized and unutilized (SOE). In case of
failure to repay, without prejudice to any other rights under this GLA, the amount can be
recovered by initiating any procedure available in Law.

8. DISPUTE RESOLUTION AND ARBITRATION

In the event of any dispute or difference between the Parties hereto upon or in relation to or
in connection with this GLA, such dispute or difference, shall be resolved amicably and in
good faith by mutual consultation.

If such resolution is not possible, then the unresolved dispute or difference whatsoever
arising between the Parties out of or relation to the construction, meaning, scope, operation
or effect of this GLA or the validity the breach thereof or in respect of any defined legal
relationship associated therewith or derived there from dispute shall be submitted for
arbitration to International Center for Alternate Dispute Resolution (ICADR), an
autonomous organization working under the aegis of the Ministry of Law & Justice,
Department of Legal Affairs, Government of India. The Authority to appoint the arbitrator(s)
shall be the ICADR. The Arbitration under this Clause and provision of administrative
services by ICADR shall be in accordance with the ICADR Arbitration Rules, 1996 read
with The New Delhi International Arbitration Centre Act 2019. The award made in
pursuance thereof shall be binding on the Parties. The venue of arbitration shall be New
Delhi and the arbitration proceedings shall be conducted in English Language. The provision
of this Clause shall not become inoperative notwithstanding the GLA expiring or ceasing to
exist or being terminated or foreclosed.

9. EFFECT AND AMENDMENTS TO THE GLA

a. GLA shall remair
sooner:



b. For 12 Months (Project duration) months from the above Effective Date;
c. As long as any part of the amount disbursed for the Project remains unspent; or

d. For as long as any monitoring or recording or IP governance is required under any
relevant laws and regulations.

e. No amendment or modification of this GLA shall be valid unless the same is made in
writing by the Parties or their authorized representatives specifically stating the same to be
an amendment of this GLA. The modifications / changes shall be effective from the date on
which they are made / executed unless otherwise agreed to.

f. No extension to the project duration will be considered.

10. SEVERABILITY

In case any one or more of the provisions or parts of a provision contained in this GLA shall,
for any reason, be held to be invalid, illegal or unenforceable in any respect, such invalidity,
illegality or unenforceability shall not affect any other provision or part of a provision of this
GLA; and. this GLA_shall, to_the fullest extent lawful, _be construed asif such-invalid or
illegal or unenforceable provision, or part of a provision, had never been contained herein.

11. GOVERNING LAW

This GLA and the associated undertaking shall be governed and interpreted in accordance
with the laws of India subject to the exclusive jurisdiction of the Courts at New Delhi.




10.
.
12.

13.

14.

Schedule 2

Acceptance & Undertaking

In consideration of the foregoing, the Fund Recipient, intending to be admittedly
bound by the terms set forth above, undertake as stated below:

The Fund Recipient shall:

Execute the activities as set out in the Project document and shall conform to the
specified objectives, outputs, milestones, and targets therein at Schedule 3.

Submit periodic Progress report to BIRAC as per the Project milestones, details
of activities involved in performing the Project activities

Submit Statements of Accounts Expenses (SOE) as per Schedule 1.
Comply with the fund utilization and accounting requirements as per Schedule 1.

Obtain all the necessary requisite approvals, clearance certificates, permissions
and licenses from the Government/local authorities for conducting its activities/
operations in connection with the Project.

Abide by the decisions of BIRAC to modify the objectives, outputs, milestones,
fargeis, Project Grant-in-aid as aiso the foreciosure of the Project or any of its
components as may be arrived at after mutual discussion.

Subject itself to Project monitoring of the Project Monitoring and Review
Committee (PMRC).

Maintain strict confidentiality and refrain from disclosure thereof, of all or any
part of such information and data exchanged/generated from the Project which is
not in the public domain by use and/or publication at the time of its disclosure
except for purposes in accordance with this Project or is required by public
authority, by law or decree.

Complete the Project within the stipulated period subject to the Change Order(s)
issued by the BIRAC from time to time.

Not sub-delegate or outsource the obligations under this GLA without express
permission of BIRAC except as provided for in the Project Document.

Manage the Intellectual Property developed through the funding Assistance of
BIRAC in a manner that ascertains Global Access, regardless of whether this
GLA expires, foreclosed or terminated as per Schedule 4.

Adhere to this GLA and the Conditions of Grant, as, violation of any provision of
which shall be the reason for suspension of the Grant.

Consider any changes to the provisions of this GLA when made in writing only
and shall consider any notice duly served if the same shall have been delivered
electronically through the official mail of the Project Coordinator or delivered by
post at the addresses mentioned in the GLA.

Acknowledge the assistance of BIRAC while publishing or presenting in any
manner the dg¢ : s LrQjcct, its progress or its success or commercialization




Schedule 3

Project Document including Project Risk Management Plan

PROPOSAL OBJECTIVES

Objectivel: Facility Augmentation and Upgradation of technology for existing key
tests

Methodology/Experimental Design To Accomplish The Stated Objective:

Procurement, installation and validation of MSD machines Standardization of tests for
evaluation of different antibodies, cytokines and Chemokines assessing advantages and
disadvantages of the suitability of the system

Procurement, installation and validation of automated liquid handling systems for
ELISA and cell culture work

Alternate Strategies: Not Applicable
Process Indicators for Measuring Success:
: Procurement, installation and validation of electrochemiluminescence machine

Objective2: Pseudo virus technology transfer and standardization of surrogate
neutralization assay

Methodology/Experimental Design To Accomplish The Stated Objective:

Production of vesicular stomatitis virus based Pseudo-viruses VSV-SARS-S/ TFP
| bearing coronavirus SARS-CoV-2 S Protein

Determining Infectivity of VSV-SARS-S/TFP by measuring fluorescence at 438-510
nm in microplate reader

Micro-neutralization assay to determine Coronavirus SARS-CoV-2 specific
neutralizing antibody titers in Serum samples

| Standardization of neutralization assay of COVID {9

Comparison of standardized assay with existing classical standard neutralization assay
of COVID-19

NABL accreditation of in-house standardized neutralization assay and providing
services to vaccine companies

Alternate Strategies:

Flow cytometry based detection of positive cells may be standardized

Process Indj Measuring Success:

o 35:‘%
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Micro-neutralization assay should yield comparable results with classical micro-
neutralization

Objective3: Development of tests for CMI responses to natural Covid-19
infections and to the vaccines

Methodology/Experimental Design To Accomplish The Stated Objective:

' Assessment of the frequency and functional profile of diverse lymphocyte subsets T
and B cells by flow cytometry including intracellular cytokine secretion assays.

In-vitro stimulation of PBMCs by inactivated whole virus and different
proteins/peptide arrays of SARS CoV-2 is planned

Alternate Strategies: Not Applicable
Process Indicators for Measuring Success:
Standardized and part validated assays

' Objectived: Manpower training, ILC activities and develop and share
| standardized reagents and protocols for testing

Methodology/Experimental Design To Accomplish The Stated Objective:

Supply secondary standardized reagents to other laboratories which get funded under
this mission

Develop and share protocols and SOPs for T-cell, B-cell and antibody response assays
as per international standards with all institutions funded under this Mission.

Manpower training, ILC activitics and develop and share standardized reagents and
| protocols for testing

Alternate Strategies: Not applicable
| Process Indicators for Measuring Success:

Training and supply of reagents as per schedule

OBJECTIVE WISE ACTIVITIES & TIMELINES

Objective 1: Facility Augmentation and Upgradation of technology for existing
key tests

Month of | Month of

Activities | Start of End of | Deliverables
Activity Activity
Procurement, Good co-relation

between results from the
assays with gold
standard assays

and validation

throughput /@‘
Validation of/ @;Ff

1
o




neutralization assay on
high-throughput systems

1Q/0Q/PQ completed forall 0 2 Q/0Q/PQ completed
equipment - for all equipment

) Preparation of
Preparation of SOPs 0 2 SOPs completed

 Objective 2: Pseudo virus technology transfer and standardization of surrogate
neutralization assay

Month of
Activities Start of g?:zv;’t;E“d Deliverables
Activity

Transfer Pseudo virus Absorbance of pseudo

production  Technology 0 2 vini production

' developed at IIT, Indore technolo

' to NIBEC S
~Fluorescence
' detection  as measure
of production and
infectivity of pseudo-

| Standardization of virus

| neutralization assay of 0 2

'COVID 19 Micro-neutralization
assay should yield
comparable results
with classical
micro-neutralization

. Comparison of

Comparison of - )

standardized assay with sta_nd_ardlzed assay Wlth

| existing classical 0 3 existing CIaSSl.c i
standard neutralization

| (standard) neutralization

assay of Covid-19 assay of Covid-19

completed
NABL accreditation of NABL accreditation
in-house  standardized of in-house
neutralization assay and 0 3 standardized
providing services neutralization assay
to vaccine companies. under  progress  or
completed

Objective 3: Development of tests for CMI responses to natural COVID-19
infections and to the vaccines

of
Month of End Dlxliv_erables

of Activity = o




Standardization and
validation of CMI1
Assays: Enumeration of

virus-specific T-cells
CD4/CD8, Intracellular
| cytokine staining,
Memory T-cell
phenotyping,

Cytotoxicity T-cell
assay and Virus-specific
Cytokine profiling

Inter-Laboratory
comparison of developed
| CMI assays. Altemnately
split sample approach
can be used for
validation of assays.

NABL accreditation of

Tthe CM1 assays

' developed and providing
services for the COVID

assays to  Vaccine |

companies.

Standardized and
part validated assays

ILC for CMI
|assays  inprogress

' Providing services of
CMI assays to vaccine
| companies

Objective 4: Manpower training, ILC activities and develop and share

standardized reagents and protocols for testing

Activities

Supply secondary

| Month
| Start
| Activity

standardized reagents to |

other laboratories which
'get funded wunder this
mission.

'‘Develop and  share
protocols and SOPs for
T-cell, B-cell and
| antibody response assays

as per
international  standards
'with all institutions
funded  under this

Mission.

Month of End
of Activity

12

12

12

Deliverables

' Inventory  preparation
|for reagents completed

SOP development
completed

Facility for manpower
training and  ILC
| activities™ D “éompleted.
(S rosein o))
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Standardized

reagents and protocols
reagents prepared

for testing
Milestones Month of End of Activity
Signing of the GLA . 0
Procurement, installation and validation of high- 02

throughput equipment. Validation of ACE2 based

neutralization assay on high-throughput systems.

NABL accreditation of the CMI assays developed 03
and providing services for the COVID assays to

Vaccine companies.

Manpower training, ILC activities and develop and 12
sshare standardized reagents and protocols for testing
‘Submission of Report 12




Schedule 4

INTELLECTUAL PROPERTY GOVERNING FRAMEWORK

1. SCOPE OF IPGENERATED DURING THE CONDUCT OF THE PROJECT

a)

b)

The New Intellectual Property (IP) rights belong to Fund Recipient (s) unless agreed
otherwise.

Provided, this Project is not determined as a “Nationally Important Project” to be
govemned through specific ‘Order of BIRAC’. Such cases of “Nationally Important
Project” shall have specific terms of licensing, pricing or March-in-rights for the
purposes of public interest/ demand of Government of India.

It is the responsibility of the Fund Recipient to protect the New Intellectual Property
(New IP). They shall bear the expenditure involved in protecting the New IP.

2. GLOBAL ACCESS

The Fund Recipient agrees to conduct and manage the Project and the resulting
products, services, processes, technologies, materials, software, data or other
innovations (collectively, “Product™) and any IP that arises (New IP) in the manner that
ensures “ Global Access.”

Global Access requires that

a)
b)

c)

The knowledge and information gained from the Project be promptly and broadly
disseminated or published.

Project Developments and/or New IP are made available and accessible at an
affordable price to people most in need within developing countries.

In this regard, ensure Global Access in all present and future research and
development agreements in a suitable form.

NOTE: For the purpose of this GLA, New IP means intellectual property generated
during the conduct of the Project by the Company, but excluding the intellectual
property generated by the Fund Recipient before execution of this GI.A and any TP
generated outside the scope of this GLA even during the term of this GLA.

1. The background Intellectual Property (IP) generated by the Fund Recipient(s) before
execution of this GLA are as provided hereunder:

_ I. | Background IP of the Institute
The applicant does not own any [P related to the proposal
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Biotechnology Industry Research Assistance Council
lgnits Innovate Incubate (A Government of India Enterprise)

Date: | 18-02 2019

Interactive Rescarch School for Health Affairs
Punc-Satara Road,

Katraj Dhankawadi, Pune,
MAHARASHTRA, India - 411043

Ref: Proposal No. BT/NBM/0095/02/18 Project Title “Establishment of National Centre
for Immunogenicity Testing NCIT to cvaluate vaccines in clinical trials” under Industry-
Academia Collaborative Mission For Accelerating Discovery Research To Farly Development
I'or Biopharmaccuticals - “Innovate in India (i3) Empowering biotech entrepreneurs &

accclerating inclusive innovation.”
Dear Dr. Akhilesh Chandra Mishra,

With relerence to your above-mentioned proposal, we are pleased to inform that your proposal
has been approved by BIRAC at a total cost of with Industry-Academia
Collaborative Mission For Accelerating Discovery Research To Farly Development lor
Biopharmaceuticals - “Innovate in India (i3) Empowering biotech entrepreneurs & accelerating
inclusive innovation™ support of and company contribution of Rs. 350.00
L.akhs for 48 Months as per the terms of the Grant-in-aid Letter Agreement (GLA) enclosed.

Il you arc in acceptance with the terms of funding support as mentioned in the GLA, the
following documents should be executed within a time period of TWO WIEEKS f{rom the datc
ol issuc of this communication

Grant-in-aid l.etter Agreement (GLA) including all the Schedules: All pages to be
clearly initialled and stamped by the Fund Recipient and the Institute should affix the
official scal on the signature page to the GILA.

Authority I.ctter from the Institute in the prescribed format of BIRAC.

Saving Account details on the KYC format to be submitted by the Institute with regard
to specific project account in the prescribed format of BIRAC (4 copy of cancelled
cheque to be submitted along with executed GLA).

The Grant-in-aid Letter agreement has been executed by BIRAC. Kindly take a colour printout
ol this GILA and the schedules and cxecute the same from your end.

The first instajment of fund relcase will be made only after completion of all these formalitics
and upon submission of above mentioned documents as per norms.

Dr. Kavita Singh

Dircetor-National Biopharma Mission)
s

New Delh

89

Floor, MTNL Building, 9, CGO Complex, Lodhi Road, New Delhi - 110003, India
Phone: +91-11-24389600 Fax: +91-11-24389611 Website: www.birac.nic.in E-mail: birac.dbt@nic.in
CIN No. : U73100DL2012NPL233152



Private and Confidential

E-mail: grants@indiaalliance.org
Dr Vidya Arankalle Tel: Hyderabad:+91 40 4018 9445
Sr Scientist New Delhi:+91 11 4100 8403

School for Health Affairs

Bharati Vidyapeeth Deemed University Our Ref: IA/E/17/1/503651

Pune — 411 043

27 December 2018

Dear Dr Arankalle

The Wellcome Trust/DBT India Alliance has agreed to award Dr Harshad Patil an Early
(Basic) Fellowship for 60 months for his study entitled, “Development of potent
adjuvanted respiratory syncytial virus vaccine for mucosal delivery”, under your

sponsorship.

The India Alliance reserves the right to amend any terms and conditions in this Award Letter.

In the event of any conflict between the provisions of this Award Letter and of the Award
Conditions, the provisions of the Award Conditions shall take precedence.

An award of up to ¥ 1,68,93,888.00 has been provided to the Interactive Research
School for Health Affairs (hereinafter referred to as ‘Host Institution’) for this purpose.

The grant has been given a start date of 01 January 2019 and is intended to provide

support as follows:

RING-FENCED FUNDS:

Post 1: EARLY CAREER FELLOW Total (%)
India Alliance’s contribution towards Dr Harshad Patil’s 15,98,700.00
personal support (top-up)
Reserve funds (Refer to the clause 2.1.1.1) 35,85,300.00
Overseas Allowance
Subsistence for 06 months ($3000/month at a conversion rate of 11,70,000.00
$1=365)
Travel 1,50,000.00
Contribution towards Institutional Overheads 15,35,808.00
Sub Total(A) 80,39,808.00
TRANSFERABLE FUNDS:

Total (%)
Salaries For Support Staff
Post 2 — Technician 16,53,600.00
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Flexible Funding Allowance 2,50,000.00
Travel To Meetings

Dr Harshad Patil 7,50,000.00
Materials & Consumables 48,05,000.00
Equipment

Tissue Dissociator 5,00,000.00
Tissue grinder 1,00,000.00
Animal: Mice Balb/c female mice

Animal Purchase: 954 mice @ % 500 4,77,000.00
Animal Maintenance: 954 mice for 80 weeks @ ¥ 2 each/week 1,52,640.00
Animal Experimental Procedures 10,840.00
Animal Associated Costs: Animal environment, training and 15,000.00
enrichment

Miscellaneous

Graphpad Prism Software 1,40,000.00
Sub Total(B) 88,54,080.00

GRAND TOTAL(A+B)

1,68,93,888.00

The following details along with the enclosed Award Conditions, outline the framework in

which the Fellowship will operate.

1 Terms
2 Costs

2.1 Ring-Fenced Funds

2.2 Transferable Funds
3 Acceptance
Payment
Reports
6.1 Annual
6.2 End-of-Fellowship
Fellows’ Title
Publications from Fellowship
Mid-term Review Process
Mentorship Requirement
10 IP arising from the Fellowship
11 Award Extension

(S, N

© 00 N O
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12 Other Fellowships and Grants

13 Variation and Termination of Fellowship
14 Statement on Equality and Diversity

15 Managing reputational risks

16 Fellows’ Meetings

17 Application Reviews

18 Contact

1 Terms of the awards

1.1 Terms for the activation of the Award

This award must be activated no later than 01 January 2019.
a) Mentorship requirement

The India Alliance recognizes the value of good mentorship for its Fellows. Therefore, each
Fellow is required to identify a suitable mentor. This is a mandatory requirement for the Early
Career Fellowship. A letter of agreement from the mentor will be required for initiating the
award, which must reach the Office before the start date of the Fellowship. (See Award
Condition 8).

The Office has received a letter from Professor A L W Huckriede of University Medical
center Groningen. She has agreed to be a mentor on Dr Harshad Patil’'s Early Career
Fellowship award. Since mentor’s role is carefully scrutinized during the tenure of the
Fellowship, Dr Harshad Patil is expected to update the status of mentor on annual basis.

b) Ethics Approvals

The India Alliance has noted that Dr Harshad Patil’s studies would require human PBMC or
PBMC-derived cells and also noted that the procedures to be carried out Balb/c female mice.

It is important that appropriate ethical approvals are obtained before any experiments
requiring stem cells/animals/Human samples/Human participation are initiated.

We have received an undertaking from the Sponsor confirming that Dr Harshad Patil will not
undertake any human and animal experiments unless he submits documentary proof of all
the ethics approval to the India Alliance.

It is expected that once the appropriate approvals are obtained, the Fellow would provide a
copy to the office in required format. For further details on submission of the approvals,
please refer to Fellow’s Corner.

Please note that the India Alliance office withholds the right to release funds based on the
documentation received in this matter.

c) Indemnification
The Fellow shall, at all times, keep indemnified the India Alliance against any losses, liability

damages or compensation (including legal costs) payable as direct or indirect consequences
of any accident, death or injury involving their employees or any other third party, and
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resulting directly or indirectly from or by any act, omission or operation conducted by or on
its behalf. Further, applicants shall, at all times, indemnify and keep indemnified India
Alliance against all liability, losses or, damages, compensation, etc. payable as a result of
any infringement of any Intellectual Property Rights (IPR) of any third party while carrying out
its responsibilities/work in relation to the Project and this Agreement.

1.2 Terms for monitoring and evaluation of the progress made on the award

The India Alliance will evaluate the Fellow’s progress during the tenure of their India Alliance
Fellowship. Consequently, continuation of the India Alliance funding after third year of the
Fellowship will be contingent upon a satisfactory review of the progress made during the first
half of the Fellowship (See Award Condition 7).

1.3 Terms for using the overseas allowance approved on the award

It is a mandatory requirement for Dr Harshad Patil to keep the India Alliance informed of their
Work Outside Host Institution duration and location. He will be required to submit the
following documents in order to utilize the overseas allowance approved on their Fellowship
award.

a) The India Alliance must be informed of the duration and location of the visit before
moving to the External Sponsor’s lab.

b) An email confirmation from the External Sponsor from her official email address
clearly indicating the duration of Dr Harshad Patil’s stay i.e. start date and end date.
This can be emailed to grants@indiaalliance.org.

c) India Alliance must be informed in writing regarding completion of the overseas visit
to the External Sponsor’s lab after returning to the Host Institution in India.

d) Utilization certificate (of funds transferred to the External Sponsor’s institution
for overseas project work) from the Finance department of the overseas institution,
within 2 weeks of completion of the trip.

e) Financial support for the overseas travel: It is expected that the Fellow would receive
their personal support from the Host Institution and India Alliance and overseas
allowance from India Alliance during such visits. In case the Fellow receives any
other remuneration for such visits, the Office reserves the right to adjust the overseas
allowance accordingly. A self-declaration from the Fellow indicating the support
received during these overseas visits would be required by the Office.

Dr Harshad Patil will be required to furnish this information for every overseas visit that he
will undertake during the tenure of the India Alliance Fellowship award.

It is a condition that the Host Institution will administer the Fellowship in accordance with the
purposes for which it has been awarded and under the terms set forth in the India Alliance’s
Award Conditions (enclosed), subject to any modifications made thereto from time to time.
An updated version of the Award Conditions is also available on our website.

It is incumbent on the Host Institution and the Fellow to be familiar with our Award
Conditions and policies, and comply with them during the tenure of the award.
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2 Costs on the Award

This award provides funding for directly incurred costs on the Fellowship, including its
associated research project. Directly incurred costs are actual costs; that are explicitly
identifiable as arising from the conduct of a project (e.g. staff salaries, equipment, materials,
travel). These costs are charged as the cash value actually spent, and are supported by an
auditable record. The award is cash-limited; supplementary funding will only be provided in
exceptional and specific circumstances.

The award is divided into two primary types of funds: (1) ring-fenced and (2) transferable.
Ring-fenced funds may be used only for the purpose(s) as indicated in this letter.

21 Ring-Fenced Funds

211 Personal Support for the Fellow

The India Alliance’s contribution to personal support is determined as follows.
Each Fellowship has a set level of personal support as detailed on our website.

The level set for the India Alliance’s Early Career Fellows is currently, ¥ 10,36,800 per
annum. This level has been calculated as follows: a basic salary of ¥ 5,40,000 per annum,
allowances amounting to 60% of this salary and an additional Fellowship enhancement of
20%.

If the Fellow does not have a salaried position at the host institution, the India Alliance will
pay the entire sum to the level set for the requisite Fellowship.

If the Fellow has a position at the host institution that provides a salary, the India Alliance will
provide a top-up to meet the requisite level. The amount of top-up is calculated based on the
salary certificate or contract of employment provided by the Fellow. Please note that the
salary will be revised for each instalilment based on the April salary pay slip or latest
pay slip for the same financial year and will be fixed for the financial year. No interim
adjustments will be made to the salary during the financial year. Any revisions in salary at
the Host Institution during the financial year will only be considered for the next installment in
the next financial year.

If the Host Institution’s contributions to the Fellows personal support exceeds the India
Alliance’s set level, no personal support will be provided.

Based on our understanding, Dr Harshad Patil currently receives salary support from the
Host Institution. The India Alliance’s contribution therefore, was calculated based on the
documentation provided by the Host Institution.

2.1.1.1 Reserve Funds

During application processing, full support from IA Fellowship was considered.

Post-award, from the latest documentation provided (salary slip), it is our understanding that
Dr Harshad Patil currently receives salary support from the Host Institution. Based, on these
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documentation, the India Alliance’s contribution towards Dr Harshad Patil’s personal support
was calculated. The remaining ring-fenced funds (difference between the personal support
indicated during application process and post-award) can be claimed by the Fellow towards
research cost by providing a scientific justification, subject to review and approval by the
Chair of the Selection Committee. This option may be exercised by the Fellow in the
penultimate year of the Fellowship so that the funds if approved can be released in the last
installment. Justified request in this regard should be received by the Office at least 4
months before the end of the penultimate financial year of the Fellowship. The total funds
released on an award shall not exceed the sanctioned amount mentioned in the award letter.
The India Alliance expects the Host Institution to ensure that personal support for the Fellow
is paid as specified in this award. It is for the Host Institution and the Fellow to determine
how their personal support would be presented for tax purposes in India or overseas, as
applicable. Please note that the India Alliance would not expect a Fellow’s total personal
support to exceed the level that has been set for the respective Fellowship.

The India Alliance reserves the right periodically to review and revise its provision for the
Fellow’s personal support. If there are any changes to the personal support received by the
Fellow from the Host Institution, the India Alliance must be informed in a timely manner.

2.1.2 Contribution towards Institutional Overheads

A contribution towards institutional overheads has been provided in this award and is
calculated as 10% of the total funds. These costs should be applied in such a way that they
support the Fellow's research, e.g. by contributing to costs for laboratory infrastructure,
utilities, or administrative support relating to the research. It is expected that charges made
against this heading must be based on the actual expenditure incurred on the research
funds on the fellowship and not on the allocations described on the payment profile and at
no point should exceed the amount provided for this purpose. The interest earned by the
Host Institution on the India Alliance funds will be adjusted annually from the institutional
overheads.

2.1.3 Overseas Allowances when working outside the Host Institution

Where Fellows have requested to undertake their research outside their Host Institution,
they are provided with a subsistence allowance ($ 3000/month; revised as per the prevailing
conversion rate at the time of release of funds; fluctuations in the currency conversion rates
will not be accommodated once funds are released) and travel allowance (% 1,50,000). The
total amount specified in this ring-fenced category may be used flexibly, at the Fellow’s
discretion, to cover any reasonable costs associated with relocating and working overseas.
Transfer of funds for overseas activities would have to be undertaken by the Fellow’s Host
Institution.

2.2 Transferable Funds
Budgets detailed under ‘Transferable funds’ are indicative only and movement of funds
between budget headings is allowed. Fellows are provided the flexibility to use ‘Transferable

Funds’ as required for the pursuit of their Fellowship research goals. There are two
exceptions:
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a) Funds may not be used to purchase, maintain or perform procedures on animals not
included in the award letter. Permission from the India Alliance office must be
obtained prior to implementation of any changes.

b) Fellows may not support any additional posts without prior permission from the India
Alliance.

2.2.1 Research Staff

It is expected that the contract of employment of any staff associated with the award should
not extend beyond the end of the Fellowship. The administration of these funds must be
carried out within the rules of the Host Institution.

2.2.2 Flexible Funding Allowance

The Flexible Funding Allowance (FFA) is intended to increase financial flexibility available to
Fellows, and to simplify Fellowship administration. The FFA can be used to meet
unanticipated directly incurred costs that would assist in meeting the goals of the Fellowship
research. This includes, but is not limited to, publication costs, travel and training fees for
research staff, and other miscellaneous costs.

2.2.3 Travel to Meetings

These funds are for attendance to scientific meetings, or for short working visits to other
laboratories, for the Fellow and any staff employed on the Fellowship. It is a matter for the
Fellow to decide as and when the funds should be used. Visits to the India Alliance office
and for India Alliance events are expected to be funded from this budget.

2.2.4 Materials & Consumables, Equipment and Animals

Funds provided for materials, consumables, equipment and animals are also transferable.
Animals purchased, maintained and/or used for the research purposes cannot exceed the
number requested in the Fellowship.

3  Acceptance

To accept this award and activate the Fellowship, a completed Grant Start Certificate
(attached) must be submitted to the India Alliance Office by 31 December 2018. The
Fellowship cannot be activated until this confirmation has been received. The India Alliance
will not accept liability for any expenses incurred on the Fellowship until a signed Grant Start
Certificate has been returned.

When accepting this Award of Fellowship, the Host Institution recognizes that the
undertakings given by the Institution and others at the time of signing the Full Application
Form are "conditions precedent" and the Host Institution will ensure that they, their agents,
employees and students will continue to abide by the undertakings given throughout the
lifetime of the Fellowship.

Copies of this letter and the notes should be forwarded to all the relevant persons in the Host
Institution.

Page 7 of 10



4 Payment

All payments on the award will be made electronically via bank transfer. A Payment Details
Form (attached) should be filled by the Host Institution and returned to the India Alliance
Office by 31 December 2018.

The India Alliance will provide funds pro-rata on a yearly basis following the financial year (1
Apr — 31 Mar) cycle. Equipment cost will be released in equal payments in the first two
installments, unless specified by the Fellow. All other ring-fenced and transferable funds will
be released in yearly installments. A provisional payment profile of the disbursements will be
released by our Finance department, at the time of release of payments.

2% of total transferable funds and overheads are withheld from the last but one installment.
Release is subject to receipt of the End-of-Fellowship Research Report and Spend Report.
(See 6.2)

The first two installments will be released in whole, regardless of the amount spent by the
Fellow. From the third installment onwards, if any amount from the previous year is unspent,
this will be carried forward and the balance will be adjusted against the next installment.

5 Reports

The India Alliance requires Research and Spend Reports from the Fellow and the Host
Institution, annually and at the end of the Fellowship.

5.1 Annual

Research Report: To monitor research progress made during the year; to be submitted by
the Fellow and to be received by 30 November, unless specified otherwise by the India
Alliance Office. A communication specifying the format of the report will be sent by the
Office.

Spend Report: To enable the release of next installment of payment; to be submitted by the
Host Institution. A form will be sent by our Finance team towards the end of the financial
year. This report must be received latest by 31 May and should detail all the expenditure
undertaken on the Fellowship up to 31 March. The Annual Spend Reports would also have
to include a pay slip indicating gross salary of the Fellow for the preceding financial year.

Funds for the next installment will not be released until a complete ‘Spend Report’ is
received by the India Alliance. The India Alliance will not be responsible for any delays in the
release of funds if the Spend Report is not submitted in time.

5.2 End-of-Fellowship

Research Report: To highlight research milestones and other accomplishments during the
tenure of the Fellowship; to be submitted by the Fellow.
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Audited Spend Report: To indicate all the expenditures incurred on the Fellowship during its
tenure; to be submitted by the Host Institution.

A detailed email highlighting the closure process and documents required towards
successful closure of the award would be shared with Fellow soon after the Fellowship end
period. The India Alliance will not release the eligible retained funds (based on actual
expenditure incurred) unless these reports reach the office within three months of the end of
Fellowship. The Fellow and the Host Institution would be informed about the formats for the
final reports. [Also see Award Conditions 2, 4 and 6 and addendum to award conditions]

6 Fellows’ Title: See Award Condition 1

7  Publications from Fellowship: See Award Condition 6

8 Mid-term review process: See Award Condition 7

9 Mentorship Requirement: See Award Condition 8

10 IP arising from the Fellowship: See Award Condition 9

11 Award Extension: See Award Condition 11

12 Other Fellowships and Grants: See Award Condition 12

13 Limitation of Liability: See Award Condition 13

14 Variation and Termination of Fellowship: See Award Condition 14

15 Statement on Equality and Diversity: See Award Condition 15

16 Managing reputational risks: See Award Condition 16

17 Fellows’ Meetings

The India Alliance will periodically organize meetings for all its Fellows. Information on the
meetings will be made available well in advance and attendance by the Fellow is mandatory.
18 Application Reviews

The India Alliance application process relies on the co-operation of the scientific community
in providing referees' comments on proposals, and the Fellow’s success with this application
is partly due to the goodwill of scientists in providing comments. As a holder of an India

Alliance Fellowship, the Fellow is, therefore, expected to undertake review of research
proposals submitted to the India Alliance upon request.
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19 Contact

The India Alliance staff would be glad to meet with the Fellows at any time, either at their
laboratory or at the India Alliance offices in Hyderabad or Delhi. These visits would be to
ensure that a good working relationship is built between the India Alliance, Fellow and the
Host Institution.

For further clarifications regarding the Fellowship, please write to: grants@indiaalliance.org.

Yours sincerely

Dr Sachin Sharma
Grants Adviser

cc Dr Harshad Patil
The Wellcome Trust / DBT India Alliance

Mr Nataraj Bollam (Finance Manager)
Dr Suveera Dhup (Grants Manager)

Encl Award Conditions
Payment Details Form
Grant Start Certificate
Ethical Approval Certification Template
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REVISED PROVISIONAL GRANT PAYMENT PROFILE

202122Work Outside Host. Inst. (OA) Year (FY) IA Fellow Personal Support Details
= *
Applicant's Name : Dr.Harshad Patil Type of Grant : EARLY CAREER Basic 6 1“::::::20@:” $3,000 lf\fit"";:tf:"; ': ;E;f;‘;;i':t”g:;:::; o‘?':\'(',
Host Institute Name : IRSHA, Pune Exchange Rate No. of Months 1A Salary Cap HI Salary| Top-up / IA PS
1A Reference No : 1A/E/17/1/503651 Host Institute Ref. No: BVDU/IRSHA/2018-19/776 2018-19 86400 59755 26,645|
Award Letter Date: 27-12-2018 2019-20 86400 71014 15,386
Grant Award Amt. X[ 1,68,93,888 | | GrantStart Date:|  01-01-2019 | 2020-21 86400 73148 13,252
Grant End Date: 31-12-2023 65 0 2021-22 86400 66520 19,880
Bank Account Details : Note: | *(Fs) Fixed till ‘'MARCH' Only, Cost (E) | Removable Exp.(R) | Inst. Sal Actg Period 65 6 2022-23 86400 66520 19,880
SBI/SB#30808434608 for current FY 6,00,000 | - Apr - Mar 2023-24 86400 66520 19,880
F&A Contact Details : Mr.Gavade Vijaychand Pandurang , Accountant email: vijay.irsha@gmail.com (+) O Travel ( X) 1,50,000 0 -
No. of Months 60 3 12 12 12 12 9
Particulars AWARD AMT. 2018-19 2019-20 2020-21 2021-22 2022-23 2023-24 2024-25 RETENTION (R) Adjustment NET AWARD
Ring-fenced Funds (R-f)
Revised Fellow Salary (FS) 15,98,700 79,935 1,84,632 1,59,024 2,38,560 2,38,560 1,78,920 0 -5,19,069 10,79,631
Adj. of Unspent/DISALLOWED / Reduction in Top-up of (FS) 0 -33,777 -19,206 -19,206 0 0 -72,189 -72,189
Net Release of (FS) (a) 15,98,700 79,935 1,50,855 1,39,818 2,19,354 2,38,560 1,78,920 0| 0 -5,91,258 10,07,442
Overseas All. (Work outside Host Inst.) (OA) 13,20,000 0 0 0 0 13,20,000 0 0 0 13,20,000!
Adj. of Unspent / Reduction in (OA) 0 0 0 0 0 0 0 0 0 0
Net Release of (OA) (b) 13,20,000 (] 0 0 0 13,20,000 0 0 0 0 13,20,000
Reserve Fund 35,85,300 35,85,300 0 35,85,300
Adj. of Unspent/DISALLOWED
Net Release of (RF) (c) 35,85,300 0 0 0 0 0 35,85,300 0 [) [\) 35,85,300
Net R-f Fund (C =a+b) 65,04,000 79,935 1,50,855 1,39,818 2,19,354 15,58,560 37,64,220 0 0 -5,91,258 59,12,742
Add: Institutional O.H. Cont. @10%
OH on R-f Fund (c) 6,50,400 7,994 15,086 13,982 21,935 1,55,856 3,76,422 0 ) -59,126 5,91,275
OHonT-Fund (g) 8,85,408 71,270 1,95,082 1,65,082 1,63,645 1,47,373 1,23,811 0 17,708 -1,436 8,83,972
Adjustment of Interest Earned on IA Funds 0 -186 -48,074 -23,619 0 0 0, -71,879 -71,879
Less: Retention Amt. on OH -3,03,229 3,03,229
Total Institutional O.H. Cont. (d) 15,35,808 79,264 2,09,982 1,30,990 1,61,961 0 5,00,233 0 3,20,937 -1,32,441 14,03,368
Total - Ring-fenced Funds (RF) (e=c+d) 80,39,808 1,59,199 3,60,837 2,70,808 3,81,315 15,58,560 42,64,453 0 3,20,937 -7,23,699 73,16,110
Transferable Funds (TF) 88,54,080 7,12,704 19,50,816 16,50,816 16,50,816 16,50,816 12,38,112 0 88,54,080;
Adj: Other Adjustments +/(-) 0 0
Adj. of Ecess/Un Spent TF Funds +/(-) 0 -14,362 -14,362 -14,362
Net Transferable Funds 88,54,080 7,12,704 19,50,816 16,50,816 16,36,454 16,50,816 12,38,112 0 0 -14,362 88,39,718
Less: Retention Amt. @2% onTF (R) -1,77,082 1,77,082 0 0
Net Release of (TF) (g) 88,54,080 7,12,704 19,50,816 16,50,816 16,36,454 14,73,734 12,38,112 0 1,77,082 -14,362 88,39,718
Grand Total (GT) ¥ 1,68,93,888 8,71,903 23,11,653 19,21,624 20,17,769 30,32,294 55,02,565 0 4,98,019 -7,38,061 1,61,55,828
ADD: SUPPLEMENTARY FUNDS:
[roTAL - suPPLEMENTARY FUNDS (SF) () | -] | | | | | Award Plus Suppl X | 1,68,22,009 |
[interest Earned on Grant Received from 1A | 71,879 | 186 | 48,074 | 23,619 | | | Total Grant Amt. < | 1,68,93,888 |
ADJ: REVISION / (PERMANENT REDUCTION - (PR)
"Revision / (PR) in Fellow Salary (FS) - -
||Revision / (PR) in Overseas Allowance (OA) -
Revision / (PR) in Transferrable Funds (TF) -
Institutional O.H. @ 10% on above (FS+OA+TF) (71,879) - (186) (48,074) (23,619) = = =
TOTAL - REVISION / (PR) (X) (71,879) - (186) (48,074) (23,619) - - - REVISED AWARD 1,68,22,009
SPENT DETAILS TOTAL SPENT 1 2 3 4 5 6 7 TOTAL UNSPENT | TOTAL RECEIPT (GT)
Fellow Salary (FS) 3,51,402 46,158 1,65,426 1,39,818 19,206 3,70,608
Overseas All. (Work outside Host Inst.) (OA) - - -
Transferable Funds (TF) 41,22,608 26,59,777 14,62,831 1,91,728 43,14,336
Institutional O.H. @ 10% on above (FS+OA+TF) 4,47,401 4,616 2,82,520 1,60,265 - - - - (27,165) 4,20,236
TOTAL AMOUNT X 49,21,411 50,774 31,07,723 17,62,914 - - - - 1,83,769 51,05,180
Unspent Amount (X) 1,83,769 8,21,129 (7,96,070) 1,58,710 - - - - 1,83,769 2,55,648
Committed Amount Provision X (CP) 1,77,366 48,380 1,28,986 1,95,103 1,95,103
Unspent after Commitment Prov X 6,403 8,21,129 (8,44,450), 29,724 - - - - (11,334) 60,545
UNSPENT / (EXCESS) SPENT - (FS) 72,189 33,777 19,206 19,206 = = = = 79,408
UNSPENT / (EXCESS) SPENT - (OA) @ o 95,206
UNSPENT / (EXCESS) SPENT - (TF) 14,362 7,12,704 (7,57,341) 58,999 = = = = 15,798
Ci ive Total Payment 8,71,903 31,83,556 51,05,180 71,22,949 1,01,55,243 1,56,57,808 1,56,57,808 1,61,55,827 1,61,55,827|
Current Liability (CL) (Unspent Adjusted Payable) 15,799 - - - 15,799
Expenditure (GT+R+CL) 1,61,71,626 8,71,903 23,11,653 19,21,624 20,33,568 35,30,313 55,02,565 = =
||Deferred Liability (DL) 1,60,21,985 1,37,10,146 1,17,40,448 96,83,261 61,52,948 6,50,383 6,50,383 6,50,383
Please Note: 0

1. Payment of yearly installment will be made subject to submission of (a) Ledger Copy/ R&P/ I1&E/ Stmt. of A/c of Fellows Project, (b)Latest Pay Slip AND Salary Certificate for the previous FY, (c)Ethical Approval / Certificate from Sponsor (If appl.), (d) Signed Grant Spend Report

for the previous year, (e) Fellows Research Report, (f) Latest Audited & L

i Financial

and Annual Report of the Institute.

2. UNSPENT TF & OA amounts will be adjusted from 3rd instaliment, it will be released upon submission of Spend Report and Future requirements.









SERB India

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

FILE NO. ECR/2017/000391
SCIENCE & ENGINEERING RESEARCH BOARD(SERB)
(a statutory body of the Department of Science & Technology, government of India)

5 & 5A, Lower Ground Floor
Vasant Square Mall

Plot No. A, Community Centre
Sector-B, Pocket-5, Vasant Kunj
New Delhi-110070

Dated: 18-Jun-2020
ORDER

Subject: Research project entitled “Evaluation of different adjuvants for development of
potent chikungunya vaccine” under the guidance of Dr. Harshad Padmanabh Patil,
Communicable Diseases, Interactive Research School for Health Affairs (IRSHA), Bhaarti
Vidyapeeth Deemed University , Interactive research school for health affairs (irsha), bharati
vidyapeeth deemed university, pune satara road, pune, maharashtra, Pune, Maharashtra-
411043.

1. This is in continuation of SERB's sanction order No. "ECR/2017/000391" dated "08 May,
2018 " of Science and Engineering Research Board (SERB).

2. Sanction of the competent authority is hereby accorded to the payment of a sum of Rs.
750000/- (Rupees Seven Lakh Fifty Thousand only) under 'Grants-in-aid General'

to Director, Interactive Research School For Health Affairs (IRSHA), Bhaarti Vidyapeeth
Deemed University, Interactive Research School For Health Affairs (IRSHA), Bharati
Vidyapeeth Deemed University, Pune Satara Road, Pune, Maharashtra being the 3rd
grant for the financial year 2020-2021 for implementation of the above said project.



3. Sanction of the competent authority is also accorded to the carry forward of unspent
balance of Rs. 61949/- (Rupees Sixty One Thousand Nine Hundred and Forty Nine only) (
Recurring Rs. 57465 and Non-Recurring Rs. 4484 ) to Interactive Research School for Health
Affairs (IRSHA), Bhaarti Vidyapeeth Deemed University, Interactive Research School for
Health Affairs (IRSHA), Bharati Vidyapeeth Deemed University, Pune Satara Road, Pune,
Maharashtra from FY 2019-2020 to FY 2020-2021 for the same purpose for which it was
sanctioned.

4. Sanction of the grant is subject to the conditions as detailed in Terms & Conditions
available at the website (www.serb.gov.in).

5. It is certified that provision of GFR 212 relating to Utilization Certificates (Ucs) for the
funds released under the grant have been satisfied and the UC/s is/are enclosed herewith.

6. The expenditure involved is debitable to Fund for Science & Engineering Research
(FSER)

This release is being made under Early Career Research Award. (EC Life
Sciences) (GEN).

7. The Sanction has been issued to Interactive Research School For Health Affairs (IRSHA),
Bhaarti Vidyapeeth Deemed University, Interactive Research School For Health Affairs
(IRSHA), Bharati Vidyapeeth Deemed University, Pune Satara Road, Pune, Maharashtra with
the approval of the competent authority under delegated powers on 17 June, 2020 and
vide Diary No. SERB/F/526/2020-2021 dated 18 June, 2020

8. The release amount of Rs. 750000/- (Rupees Seven Lakh Fifty Thousand only) ( Recurring
Rs. 750000 and Non-Recurring Rs. 0) will be drawn by the Under Secretary of the SERB and
will be disbursed by means of RTGS transaction as per their Bank details given below:

PFMS Unique IRSHABVU
Code

Account Name BVDU Interactive Research School for Health Affairs


http://www.serb.gov.in/

Account 3265101003835

Number

Bank Name & | Canara Bank Dhankawadi Branch, S.No. 29, Plot No. 47, Omkar

Branch Chambers, Near Foot Bridge, Satara Road, Dhankawadi, Pune - 411 043.
(Maharashtra)

IFSC/RTGS CNRB0003265

Code

Email id of A/C | director.irsha@gmail.com

Holder

Email id of Pl | mailharshadpatil@gmail.com

9. The institute will maintain separate audited accounts for the project. A part or whole of
the grant must be kept in an interest earning bank account which is to be reported to SERB.
The interest thus earned will be treated as credit to the institute to be adjusted towards
further installment of the grant.

10. As per rule 211 of GFR the accounts of Grantee Institution shall be open to inspection by
the sanctioning authority / audit whenever the institute is called upon to do so.

11. The institute will furnish to the SERB, Utilization certificate(separate for Recurring &
Non-Recurring ) and an audited statement of accounts pertaining to the grant immediately
after the end of each financial year.

12. After completion of the project unspent balance if any should be returned as Demand
Draft drawn in favour of "Fund for Science and Engineering Research" payable at New Delhi.

13. The organization/institute/university should ensure that the technical support/financial
assistance provided to them by the Science & Engineering Research Board, a statutory body
of the Department of Science & Technology (DST), Government of India should invariably
be highlighted/ acknowledged in their media releases as well as in bold letters in the
opening paragraphs of their Annual Report.


mailto:director.irsha@gmail.com
mailto:mailharshadpatil@gmail.com

14. In addition, the investigator/host institute must also acknowledge the support provided
to them in all publications, patents and any other output emanating out of the
project/program funded by the Science & Engineering Research Board, a statutory body of
Department of Science & Technology (DST), Government of India.

(Dr. Thangaradjou T)
Scientist E

msls@serb.gov.in

To,
Under Secretary
SERB, New Delhi
Copy forwarded for information and necessary action to: -

1. The Principal Director of Audit, A.G.C.R.Building, Illrd Floor I.P. Estate,
Delhi-110002


mailto:msls@serb.gov.in

w

Sanction Folder, SERB , New Delhi.

File Copy

Dr. Harshad Padmanabh Patil

Communicable Diseases

Interactive Research School for Health Affairs (IRSHA), Bhaarti
Vidyapeeth Deemed University , Interactive research school for health
affairs (irsha), bharati vidyapeeth deemed university, pune satara road,
pune, maharashtra, Pune, Maharashtra-411043

Email: mailharshadpatil@gmail.com

Mobile: 919130551560

Director,

Interactive Research School For Health Affairs (IRSHA), Bhaarti
Vidyapeeth Deemed University, Interactive Research School For Health
Affairs (IRSHA), Bharati Vidyapeeth Deemed University, Pune Satara
Road, Pune, Maharashtra

(Dr. Thangaradjou T)
Scientist E

msls@serb.gov.in



mailto:mailharshadpatil@gmail.com
mailto:msls@serb.gov.in









































































Gmail - SERB-Notification https://mail.google.com/mail/u/0?ik=3c1664d94a&view=pt&search=all...

Anand Zanwar <anandzanwar10@gmail.com>

SERB-Notification

1 message

Thu, Mar 11, 2021 at 2:19

SERB_Administrator@serbonline.in <SERB_Administrator@serbonline.in> PM

To: serbinfo1@gmail.com

Science and Engineering Research Board

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

FILE NO. ECR/2016/002024
SCIENCE & ENGINEERING RESEARCH BOARD(SERB)
(A statutory body of the Department of Science & Technology, Government of India)

5 & 5A, Lower Ground Floor
Vasant Square Mall

Plot No. A, Community Centre
Sector-B, Pocket-5, Vasant Kunj
New Delhi-110070

Dated: 23-Feb-2021

ORDER

Subject: Financial Sanction of the research project titled “Evaluation of efficacy of novel stabilized omega-
3-fatty acid and antioxidants formulation for the prevention and treatment of metabolic syndrome” under
the guidance of Dr. Anand A Zanwar, Centre for Innovation in Nutrition Health Disease, Interactive Research
School For Health Affairs, Bharati Vidyapeeth , Bharati vidyapeeth campus,Dhankawadi, pune, mh, Pune,
Maharashtra-411043 - Release of final instaliment.

Sanction of Science and Engineering Research Board (SERB) is hereby accorded to the above mentioned
project at a total cost of Rs. 3846201/- (Rs. Thirty Eight Lakh Forty Six Thousand Two Hundred and

One Only) with break-up of Rs. 1172634/- under Capital (Non-recurring) head and Rs.2673567/- under
General (Recurring) head for a duration of 39 months.

In continuation of the sanction order of even no dated "16 June, 2017 ". The sanction of Science and
Engineering Research Board (SERB) is hereby accorded to the above mentioned project at a revised cost as
defined below:

The following budget may be considered for Bharati Vidyapeeth, Bharati Vidyapeeth Campus,Dhankawadi,
Pune, MH

S. NoHead Total (in Rs.)
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A Non-recurring

1 Equipment 1172634

-> Clinical Chemistry Analyzer
-> Deep Freezer (-80 degree)
-> ELISA Microplate reader

A" |Total (Non-Recurring) 1172634

B Recurring Items

1 Recurring - | : (Manpower) 1141573
Recurring - Il : ( Consumables, Travel, Contingencies) 1165021
Recurring - lll : Scientific Social Responsibility 0

2 Recurring - IV : (Overhead Charges) 366973

B' |Total (Recurring) 2673567

C Total cost of the project (A' + B') 3846201

2. Sanction of the SERB is also accorded to the payment of Rs. 353745/- (Rupees Three Lakh Fifty Three
Thousand Seven Hundred and Forty Five only) under 'Grants-in-aid General' to Director CINHD-IRSHA, Bharati
Vidyapeeth, Bharati Vidyapeeth Campus,Dhankawadi, Pune, MH being the last and final installment of the
grant for implementation of the said research project.

3. The expenditure involved is debitable to Fund for Science & Engineering Research (FSER)

This release is being made under Early Career Research Award. (EC Life Sciences)

4. The Sanction has been issued to Bharati Vidyapeeth, Bharati Vidyapeeth Campus,Dhankawadi, Pune, MH with
the approval of the competent authority under delegated powers on 22 February, 2021 and vide Diary No.
SERB/F/7761/2020-2021 dated 22 February, 2021

5. Sanction of the grant is subject to the conditions as detailed in Terms & Conditions available at website
( www.serb.gov.in).

6. As per rule 211 of GFR, the accounts of project shall be open to inspection by sanctioning authority/audit
whenever the institute is called upon to do so.
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7. The sanctioned equipment would be procured as per GFR and its disposal of the same would be done with
prior approval of SERB.

8. The release amount of Rs. 353745/- (Rupees Three Lakh Fifty Three Thousand Seven Hundred and Forty Five
only) will be drawn by the Under Secretary of the SERB and will be disbursed by means of RTGS transaction as
per their Bank details given below:

PFMS Unique
Code

| Account Name |Bharati Vidyapeeth Deemed to be University
|Account Number [3265101003833
Bank Name & Canara Bank Sr. No. 29, Plot no. 47, Omkar Chembers, Near Foot Bridge, Satara Road,

BvU

Branch Dhankawadi, Pune - 411043, Maharashtra State.
|IFSC/RTGS Code |CNR80003265

Email id of A/C , .

Holder bvdufinance@gmail.com

|Emai| id of PI |anandzanwar10@gmai|.com

9.The institute will furnish to the SERB, separate Utilization certificate(UCs) to the SERB for Recurring (Grants-in-
aid General) & Non-Recurring (Grants for creation of capital assets) and an audited statement of accounts
pertaining to the grant immediately after the receipt of the grant.

10. The institute will maintain separate audited accounts for the project.

11. The project File no. ECR/2016/002024 may also be mentioned in all research communications arising from
the above project with due acknowledgement of SERB.

12. The manpower sanctioned in the project, if any is co-terminus with the duration of the project and SERB wiill
have no liability to meet the fellowship and salary of supporting staff if any. beyond the duration of the project.

13. The institute may refund any unspent balance to SERB by means of a Demand Draft favoring "FUND FOR
SCIENCE AND ENGINEERING RESEARCH" payable at New Delhi.

14. The organization/institute/university should ensure that the technical support/financial assistance provided to
them by the Science & Engineering Research Board should invariably be highlighted/ acknowledged in their
media releases as well as in bold letters in the opening paragraphs of their Annual Report.

15. In addition, the investigator/host institute must also acknowledge the support provided to them in all
publications, patents and any other output emanating out of the project/program funded by the Science &
Engineering Research Board.

(Dr. Thangaradjou T)
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Scientist E
msls@serb.gov.in
To,
Under Secretary
SERB, New Delhi

Copy forwarded for information and necessary action to: -

1. 'The Principal Director of Audit, A.G.C.R.Building, llird Floor I.P. Estate, Delhi-110002
2. Sanction Folder, SERB , New Delhi.
3. File Copy
4. Dr. Anand A Zanwar
2;2::: for Innovation in Nutrition Health Disease, Interactive Research School For Health

Bharati Vidyapeeth , Bharati vidyapeeth campus,Dhankawadi, pune, mh, Pune,
Maharashtra-411043

Email: anandzanwar10@gmail.com

Mobile: 918379915982

(Start date of the project may be intimated by name to the undersigned. For guidance, terms &
Conditions etc. Please visit www.serb.gov.in.)

5. Director CINHD-IRSHA,
Bharati Vidyapeeth, Bharati Vidyapeeth Campus,Dhankawadi, Pune, MH

(Receipt of Grant may be intimated by name to the undersigned)

(Dr. Thangaradjou T)
Scientist E

msls@serb.gov.in

*kkkkkkkkkkkkkkkkkkkkkkkx LEGAL D ISCLAI M E R *kkkkkkkkhkkkkkkkkkkkkkkkkk

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
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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.

*hkkkkkkkhkkkhkkkkkhkhkkkhkhkhkhkkhkhkkkkhkkhkhkhkhkhkkhkhkhkhkkhkkhkkkhkhkhkhkkhhkkhkkhkhkkkhkkkhkkhkhkkkkhkkhkkkkkk

'SAVE PAPER - THINK BEFORE YOU PRINT!

* Don@t want to receive such notification anymore?Click here to send a mail to unsubscribe
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1.BVDU IMED,PUNE-MBA (2021-22)

ERANDWANE PUNE

IMPRESS GRANTS

Group Summary

1-Apr-2019 to 31-Mar-2021

Page 1

Opening Transactions Closing

Balance Debit Credit Balance
CONTINGENCY (IMPRESS) 17,830.00 17,830.00
EQUIPMENT & STUDY MATERAIL (IMPRESS) 82,800.00 82,800.00
FIELDWORK (IMPRESS GRANT) 39,234.00 39,234.00
RESEARCH STAFF(IMPRESS) 2,49,230.00 2,49,230.00
3,89,094.00 3,89,094.00

Grand Total
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1.BVDU IMED,PUNE-MBA (2021-22)
ERANDWANE PUNE

IMPRESS GRANTS (KIRTI GUPTA)
Ledger Account

1-Apr-2019 to 8-Sep-2021

Page 1
Date Particulars Veh Type Vch No. Debit Credit
29-11-2019 Cr CASH Payment 462 1,500.00
NEW ACCOUNT OPEN FOR ICSER
Dr Bankof Naharashira Ac NoS03U37575 Receipt 451 2,20,000.00
Cash 29-11-2019  2,20,000.00 Dr
BEING GRANT RECVD
31-3-2020 D Bakof Hataashra Ac NoILSTTES Receipt 572 2,00,000.00
Cheque/DD 31-3-2020 2,00,000.00 Dr
BEING GRANT RECVD
Cr (as per details) Journal 68 2,02,121.00
EQUIPMENT & STUDY MATERAIL (IMPRESS) 29,900.00Cr
FIELDWORK (IMPRESS GRANT) 31,057.00Cr
RESEARCH STAFF(IMPRESS) 141,164.00Cr
IMPRESS GRANTS- KIRTI GUPTA
UTILIZED, DURING THE YEAR
2019-20
Dr Banko Vehtashra A NoSI0475T5 Receipt 577 1,500.00
Cheque 31-3-2020 1,500.00 Dr
being account opening balnce
transfer

2,03,621.00  4,21,500.00
Cr  Closing Balance 2,17,879.00

4,21,500.00 4,21,500.00

1-4-2020 Dr Opening Balance 2,17,879.00
31-3-2021  Dr Bakof Nehashira e No-0345T57% Receipt 933 1,65,000.00
Cheque/DD 31-3-2021 1,65,000.00 Dr
BEING AMOUNT RECIEVED
GRANT
Dr Bankof Naharasira Ac N S0343T5755 Receipt 934 2,00,000.00
Cheque/DD 31-3-2021 2,00,000.00 Dr
Cr Bankof Naharashra Ac NoG0B443757%8 Payment 472 4,00,000.00

two time amount return asper bank
statement 09/07/2020 & 13/07

/2020
Cr (as per details) Journal 48 1,74,073.00
CONTINGENCY (IMPRESS) 17,830.00 Cr
FIELDWORK (IMPRESS GRANT) 8,177.00 Cr
RESEARCH STAFF(IMPRESS) 1,08,066.00 Cr
EQUIPMENT & STUDY MATERAIL (IMPRESS) 40,000.00 Cr

Impress Grants- Dr Kirti Gupta
Utilized for Recurring & Non
-Recurring Expenditure, during the
year 2020-21

Carried Over 5,74,073.00 5,82,879.00

continued ...



1.BVDU IMED,PUNE-MBA (2021-22)

IMPRESS GRANTS (KIRTI GUPTA) Ledger Account  : 1-Apr-2019 to 8-Sep-2021 Page 2
Date Particulars Vch Type Vch No. Debit Credit
Brought Forward 5,74,073.00 5,82,879.00
5,74,073.00 5,82,879.00
Cr  Closing Balance 8,806.00
5,82,879.00 5,82,879.00













	4_Resesrch Funding Govt Medical C Pune
	5_Resesrch Funding Govt Medical C Pune
	Page 1
	Page 2

	6,7_Resesrch Funding Govt Medical C Pune
	8_extramular funding Medical C Pune
	9_extramular funding Medical C Pune
	10_extramular funding Medical C Pune
	11_extramular funding Medical C Pune
	12_extramular funding Medical C Pune
	13_extramular funding Medical C Pune
	14_extramular funding Medical C Pune
	15_extramular funding Medical C Pune
	a49cc52318cdb367446684d646efea19278a3275deba4c9d5f229ee87ab2f3c9.pdf
	a49cc52318cdb367446684d646efea19278a3275deba4c9d5f229ee87ab2f3c9.pdf

	16_extramular funding Medical C Pune
	17_extramular funding Medical C Pune
	18_extramular funding Medical C Pune
	19_extramular funding Medical C Pune
	22_3.2.3
	23_YJC DST nanomission Prpject
	24-35_3.1.6 , 3.2.1, 3.2.3, Poona College of Pharmacy
	43_3.2.3_Ministry of Ayush_third installment
	44_3.2.3_ICMR
	46_3.2.3 - BVDU-TPCDT GIAA 02072020 - Integrated Community Health Care
	47_3.2.3 - BVDU-TPCDT GIAA 1472020 - Microenterprises for Women - Dhaaga
	48
	48_ Influence of one carbon metabolism
	49
	50
	50_ Epigenetic regulation of angiogenic
	51_ DBT-BIRAC-NIBEC capacity enhancement
	52_ ICMR-Hepatitis E project
	53
	54_ Development of potent adjuvant syntio
	54a
	55 Chikengunya
	55
	56 Phytochemical standardisation and evaluation
	57 ALA cervical cancer
	58 vaginal flora
	59 yoga intervention
	60a
	60-Annexure I - ICAR-AICRP-Linseed
	61
	62_3.2.2 Details of Expenditure of grant recd MPRESS ICSR GRANT (1)
	62_3.2.2 Grants for Research Projects_ICSSR_Scan copy of the letters
	62_3.2.2 IMPRESS GRANT Recd and exp details
	63


{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }


{ "type": "Document", "isBackSide": false }



