
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

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 

Scientist G & Head, HRD 

ICMR 

Prof. (Dr.) Balram Bhargava 

Secretary, Department of Health Research & 

Director General, ICMR 









List of Districts and assigned Medical College/Institute 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 
Lallawmzuala

6909488322 andrewlallawmzuala@gmail.com

8 Meghalaya Jaintia North Eastern Indira Gandhi 
Regional Institute of Health & 
Medical Sciences (NEIGRIHMS), 
Shillong Meghalaya

Dr Rikrak Ch Marak 8415930096 rikrakmarak.07@gmail.com

9 Meghalaya EKH North Eastern Indira Gandhi 
Regional Institute of Health & 
Medical Sciences (NEIGRIHMS), 
Shillong Meghalaya

Dr Ningombam Joenna 
Devi

7005622883 ningjoenna@gmail.com

10 Meghalaya WKH North Eastern Indira Gandhi 
Regional Institute of Health & 
Medical Sciences (NEIGRIHMS), 
Shillong Meghalaya

Dr Markordor Lyngdoh 9774668924 marsangriang@gmail.com

11 Lakshadweep Lakshadweep Amrita Institute of Medical 
Sciences, Kochi

Dr.Aswathy 9447294260 draswathygopan@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

Amrita Institute of Medical 
Sciences, Kochi

Dr.Gayathri A V 8281733797 gayathriav88@gmail.com

12 Telangana Khammam Mamata Medical College, 
Khammam

Dr Nithesh  99855 31172 ramyanithesh@gmail.com

13 Telangana Bhadadri 
Kothagudam

Mamata Medical College, 
Khammam

14 Telangana Nizamabad Government Medical College, 
Siddipet

Dr Goutham 8825626482 thumatigoutham@gmail.com

15 Telangana Kamareddy Government Medical College, 
Siddipet

Dr Srinivas Gundala 9866870803 srini_25867@yahoo.co.in

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 & 
Medical Sciences, Naharlagun

Dr Debarshi Paul 9954526895 debarshipaul@gmail.com

18 Arunachal Pradesh East Kameng Tomo Riba Institute of Health & 
Medical Sciences, Naharlagun

Dr Anoop Dev 6901260770 dev_anoop@rediffmail.com

19 Arunachal Pradesh East Siang Tomo Riba Institute of Health & 
Medical Sciences, Naharlagun

Dr Pallavi Boro 9654817069/9365189221boropallavi@gmail.com

20 Arunachal Pradesh West Siang Tomo Riba Institute of Health & 
Medical Sciences, Naharlagun

Dr Amrita Sarkar 7002129302 dr.amrita.cm@gmail.com

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 
(RIMS)

Dr B Nagendra Naidu 9849846360 drnagnaidu@yahoo.co.in

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 
Haveli

NAMO Medical Education and 
Research Institute, Silvaasa

DR. Bhavesh Bariya 9537511598 bariyabhavesh7@gmail.com

25 DNH & D&D Daman NAMO Medical Education and 
Research Institute, Silvaasa

Dr Paras Mehta 8460853214 drparasmehta7890@gmail.com

26 DNH & D&D Diu GMERS Medical College Junagadh Dr.Jatin Chhaya 9978998810 dr.jatinchhaya@gmail.com

27 Odisha Sonapur Bhima Bhoi Medical College, 
Balangir

Dr Satyajit Sundar Ray 9861339499 dr.ssray@gmail.com

Dr Gurukrushna 
Mohapatra

9861359857 gurukrushna@gmail.com

28 Odisha Dhenkanal Hi Tech Medical College, 
Bhubaneshwar

Dr. Lisa Sarangi 9437165488 sarangilisa@gmail.com

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 
Dwarka

M.P. Shah Medical College, 
Jamnagar

Dr Mithun Sanghavi 9428125190 drmmsanghavi@rediffmail.com

M.P. Shah Medical College, 
Jamnagar

Dr Karansinh Sodha 8377995178  karansinh.s18@gmail.com

31 Gujarat Porbandar M.P. Shah Medical College, 
Jamnagar

Dr Rohit Ram 9099925720  rohit.ram84@yahoo.com

M.P. Shah Medical College, 
Jamnagar

Dr Pradeep Pithadia 9909602670  pradeep280683@gmail.com

32 Gujarat Botad Government Medical College, 
Bhavnagar

Dr Ghanshyam Ahir 9687604104 ghanshyamahir@gmail.com

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

Page 3 of 6



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

37 Jharkhand Saraikela-
Kharsawan

Manipal Tata Medical College, 
Jamshedpur

Dr. Ratnesh 9934115236 ratnesh2806@gmail.com

38 Jharkhand Palamu Palamu Medical College Dr. Dilip Kumar 7488526734 dilipmyself09@gmail.com
39 Puducherry Puducherry Govt. Indira Gandhi Medical 

College & Research Institute 
(IGMC&RI)

Dr. Ananaraj R. 8105804642 anand2469@gmail.com

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 AIIMS, 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 
Maity

9830838879 csmaity@gmail.com

Dr. Niladri Shekhar Pal niladrirockyfisher@gmail.com

47 Maharashtra Kolhapur Bharati Vidyapeeth Deemed to be 
University Medical Collegeand 
Hospital, Sangli

Dr.Sanjay R. Quraishi 9822523362 sanjay4165@gmail.com

Dr.Randhir V.Dhobale 9422396623 dr.randhirdhobale@gmail.com

48 Maharashtra Nashik Dr. Vasantrao Pawar Medical 
College Hospital and Research 
Centre, Nasik

Dr Sunil Panigrahi 8424017937 sunil1986panigrahi@gmail.com

Dr Syed Meraj Ahmed 8056028572 merajahmed10@hotmail.com
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49 Maharashtra Ratnagiri BKL Walawalkar Rural Medical 
College,Sawarde, Ratnagiri

Dr.R.P. Chauhan 7020609696 chauhanrambadan@gmail.com

50 Maharashtra Satara Bharati Vidyapeeth Deemed to be 
University Medical Collegeand 
Hospital, Pune

Dr.Jayashree 
Gothankar

9423037645 jayashree.gothankar@bharatividy
apeeth.edu, 
jayashreesg@rediffmail.com

Dr Tejal Paratwar 9423953083 tejalnp14@gmail.com
51 Maharashtra Sindhudurg BKL Walawalkar Rural Medical 

College,Sawarde, Ratnagiri
Dr.R.P. Chauhan 7020609696 chauhanrambadan@gmail.com

52 Maharashtra Bhiwandi 
Nizampur

Rajiv Gandhi Medical College, 
Kalwa, Thane

Dr.Swapnali S. Kadam 9820959095 faimerssk1@gmail.com

53 Maharashtra Centenary Lokmanya Tilak Medical College, 
Mumbai

Dr. Dasi Rao 9833348943 dhrao_2000@yahoo.com

54 Maharashtra Ghatkopar Lokmanya Tilak Medical College, 
Mumbai

Dr. Pallavi Shelke 8356945770 drpallavis@gmail.com

55 Maharashtra Grant Road National Institute of Public Health 
Training and Research, Mumbai

Dr.Sudhir Wanje 9920750333 swanje@rediffmail.com

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 

College, Tripura
Dr Chanda Mog 9436927950 drchandamog@gmail.com

62 Tripura Dhalai Agartala Government Medical 
College, Tripura

Dr Amar Tripura 7005565873 amartripura@ymail.com

63 Tripura South Tripura Agartala Government Medical 
College, Tripura

Dr Rituparna Das 8794030424 drrituparnad@gmail.com

64 Tripura West Tripura Agartala Government Medical 
College, Tripura

Dr Shampa Das 9436501217 drshampa777@gmail.com
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65 Rajasthan Bhilwara RVRS Government Medical 
College, Bhilwara

Dr Mahesh Choudhary 8005799645 drmahesh2711@gmail.com

Dr Sandeep Upadhyay 7597346403 u_sandeepkumar@yahoo.com

66 Rajasthan Rajsamand Ananta institute of medical 
sciences

Dr Mitin Parmar 800119207 mitin3112@gmail.com

Dr Kalika Gupta 9868677619 kalikagupta007@gmail.com
67 Jammu Kathua GMC Kathua Dr. Yangchen Dolma 7780823508 yangchendolma12@gmail.com

68 Jammu Udhampur GMC Jammu Dr Rakesh Bahl 9419192166 rbrakeshbahl@gmail.com 
69 Kashmir Budgam GMC Srinagar Dr. S Mohammad 

Salim Khan
9419013699 smsalimkhan@gmail.com

70 Kerala Kollam GMC, Kollam Dr. Zinia Nujum 7907862136 drzinia@gmail.com
71 Kerala Ernakulam Amrita Institute of Medical 

Sciences, Kochi
Dr.Aswathy 9447294260 draswathygopan@gmail.com

Amrita Institute of Medical 
Sciences, Kochi

Dr.Gayathri A V 8281733797 gayathriav88@gmail.com

72 Kerala Malappuram MES Medical College, 
Perinthalmanna

Dr. Sheela P Haveri 8618629403 sheelaish@gmail.com

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

Bherati Vidyapeeth (Deemed To Be University) Medical College and Hospital

Pfizer Protocol # C3591025

fE Cfinical Study Agreement ("Agreement") among

Syneos Health UK Limited, with a place of business at Farnborough Business Park, I
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'd Floor, Tower A, The Presidency Towers, 46l4,MG Road, Sector - 14,
Gnrgaon - l2200l,India ("CRO")

and

IDr Vijay Raghunath Kalrao, with a place of business at Bharati Vidyapeeth (Deemed

5 be University) Medical College & Hospital, Department of Pediatrics Pune-Satara

nm4 Dhankawadi, Katraj, Pune-4l1043, Maharashtra, India
(frincipal Investigato r"),

PFv lOlZSAl tPFZOO I 7 C3 59 1025 IND Tri Partite CSA
tDr \6ry R+hdlt Kalraol [Bharati Vidyapeeth (Deemed to be University)
Medlci CotrcGE & Hospital Punel [Site #1069]

1 lr'/
Confidential



--

I

and

Bharati \ridl-apeeth @eemed to be University) Medical College & Hospital, rvith aplace of business at Pune-satara Road, Dhankawadi, Katraj, pun&il043, Maharashtra-
India ("Institution").

when si_ened b1 all parties. is effective as of 01 Jun2020.

Pfizer Inc' (-Pfizer)_\ishes to sponsor a clinical study triallentitled.,A PHASE l. opE\-LABEL. SNGLE-DOSE STUDV iO ASSESS THE PHARMACoKINETICS, SAFETY A\DTOLER\BILIT'I' oF CEFTAZIDIME-AVIBACTATTa lCas-aVD IN CHTLDREN FR9M 3\fO\THS TO LESS THAN 18 YEARS OF AGE WHO ARE HOSPITALIZED ANDRECENT\'G SYSTE\{IC ANTIBIOTIC THERAPY FOR SUSPECTED OR CONFIRMED\OSOCO\[L{L P\EUMONIA, INCLUDING VENTILATOR-AS SOCIATED PNEUMONIA,,
protocol
is Studr,,

s belonging to pfizer. zer to all

party to this Agreement acknowledses the
e provisions of the New Drugs and Clinical

-- Raponsibilities

l.l
Investigator, namely Dr Vijay
a facility that is identified as
Investigator is not an employee
b1' Institution to conduct the
between principal Investigator a
that only individuals who are appropriately trained, experienced and qualified
assist in the conduct of the Study as invesiigators, sub-investigators or researchstaff' The Principal Investigator shall sign an rindertaking in the Io.* p..r".ibed inTabte 4 of the Third Schedule of the Rules.

l'2 Compliance obligations. Principal Investigator and Institution are responsible toCRo and Pfizer for complian"" uy all st"udy personnel with the terms of thisAgreement, the Protocol, the applicable provisions ofthe Drugs unJ cor-.tics Act,1940 ("Act"), the Rules, and international Conference on Harmon ization GoodClinical practice (,,ICH GCp,,) guidelines,
Research on Human participants issued by thel
as well as applicable law, regu ations, and
rvithout limitation, the laws ofthe lepubiic of I

issions and approvals for the
ncluding permission from the
undertakes to abide by and

, aonfidential

/1 Irv'



/

Agreed to and Acce,pted by:

Syenos Ilealth IIK Limited Dr Vijay Raghunath Kalrao

Date: L\ juL 2-0La

Printed Nre: Joh Michael Dominic Go

T-rtle: Asi* f)irector, Site Start Up & Regulatory

flre: 'b ta.ul9

Bbrdi Vreyepeett @eemed to be University) Medical College & Hospital

fft nidpd" Bharati Vidyapeeth (DTU) Medical College & Hospital

ArrfnrnS

AlrhentA
AffientB
ffrcLnent C
ArffientD

?trzrr l0l2t5E/l8PFZ00l7 C359l025IND Tri Partite CSA

tlf V-ryyRaghunath Kalraol [Bharati Vidyapeeth (Deemed to be University)
fffi C-ollege & Hospital Punel [Site #1069]

Study Budget and Payment Terms
Indemnification and Research Injury Policy
Equipment and Materials
Pfi zer International Anti-Bribery and Anti-Corruption Principles

Vldyapeeth
(tleemed to be University)

H lrhe : (BiFJDjNf gF. "f' subramani an Mani

Confidential
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BHARATI VIDYAPEETH
(DEEMED TO BE UNIVERSITY)

. MEDTGAL GOLLEGE & HOSPITAL, PUNE

Department of Pediatrics

Pediatric Research Gell
Pune-Satara Road, Dhankawadi, Pune - 411 043.

Phone : +91 20 24364308, Fax - +91 20 24375541

email - researchpedpune@gmail.com

Date: 8 June2021

To,

The Ghairman
I nstitutional Ethics Comm ittee

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

Protocol Number: E2007-G000-338

protocol Tifle: *A Multicenter, Double-Blind, Randomized, Placebo-Controlled Trial with an

Open-Label Extension phase of Perampane! as Adjunctive Treatment in Subjects at Least 2

years of Age with lnadequately 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.

Principal

SECRETARY

m,,kPrra dBrvnsrAlft



BHARATI VIDYAPEETH

- (DEEMED TO BE UNIVERSITY)

MEDICAL COLLEGE & HOSPITAL, PUNE

Department of Pediatrics

Pediatric Research Gell
Pune-Satara Road, Dhankawadi, Pune - 411 043.

Phone : +91 2024364308. Fax - +91 2024375541
email - researchpedpune@gmail.com

Date: 09 April2021

To,

The Chairman
I nstitutional Ethics Committee
Bharati Vidyapeeth (Deemed to be University) Medical College
Pune

Ref: Protocol Title: "A Multicenter, Doubl+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-c000-338

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

Dear Sir,

Please be informed that the Sponsor has taken decision to discontinue the E2007-GOO-339
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 I nvestigator,
Bharati Hospital, Pune.

SECRETARY
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March 30,2021

Dear Tnvestigator,

Re: E2007-G000-338 Suspension of Recruitment Activities
Protgcol Title: "A Multicenter, Doable-Blind, Randomized, Plucebo-Controlled Trial vyith an Open-Label
Extension Phase oJ' Perumpanel as Adjunctive Treatment in Sabjects ot Least 2 Years of Age with
fnadequately 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 sfudy has been challenging
rvhich is further impacted by the COVID-19 pandemic in the past year. This study discontinuation is not
because of any szifety concerns.

V (Note: Please schedule the patient's study completion/early termination visit to take place by 23 July 2021 in
ordet to allow for -l week of window shall unforeseen events require postponement of the last visit but no
later than 3 1 Julv 2021.\

We understand that some of tire 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 StLrciy can continrre through thc 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).

Patients currently in the Extension A or Extension B can continue in their respective extension phase;
however, all patients should have thcir last study visit scheduled to take place by 23 July 2O2l (and in
any event no later than 3l Ju,ly 2021as detailed above).

!| 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.

s

Tel

Fax

StellaNgo, PhD
International Project Team Lead and Clinical
Lead for Fycompa
Neurology Business Unit
Eisai Inc.
Email: stella_n go@eisai.com
Phone: +l-201-466-7398

Gleb Filippov, MD, PhD
Study Director and Medical Monitor for E2007-
G000-338
Neurology Business Unit
Eisai Inc.
Email: Gleb_Filipoov@eisai.com
Phone: + I -5 5 | -264-633 4

Eisai Limited
European Knowledge Centre
Mosquito Way
Hatfield
Hertfordshire AL10 gSN

www.eisai.co.uk

+44 (O)20 8600'1400
+44 (ol8/.S 676 1400
+44 (0\20 8600't401

Eisai Umited is registered in England and Wales
with company numbq 2242511



INSTITUTIONAL ETHICS COMMITTEE
EHARAil VIDYAPEETH DEEMED I.INIVERSITY

Bharati Hospital & Research Centre, Pune-Satara Road, Dhankawadi, Pune 4llo43
Tel: 020 405555 55, Ext 265, Err'atl: bvduiec@smail.com

DCGI Regd. No. EeR/313/Inst/MH/2QI3AR L9

NABH Accreditation No. EC-CT-20 1 8-00 1 6

rEcl2020l59 Date:20 JuI2020

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 yearc of Age With Inadequately Controlled Seizures Associated

With Lennox-Gastaut Syndrome

Trial Code z 82007 -G000-33 8

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.

No.

Document/Language Document Details/V'ersions

1 Protocol No: E2007-G000-33 8 Version :11.0, Amendment 05, Version Date:

19 Nov 2018

2. DCGI Submission Acknowledsment

Letter

Dated ll Mr 2020

3. Investigator' s Brochure Investigator's Brochure Edition 19 Dated26-

Sep-2019

4. Investisator' s Brochure Addendum Edition 19, Addendum 01, vl.0 dated 20 Jan

2020 F
Edition 19, Addendum02, vl.0 dated 22 Apr

2020
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5.

6.

-
&

9.

10.

11

12.

Insurance Certifrcate tol-i"y e".iod: Jan 28,2020 to Jan 27,2023

Policy No. 40671 1 928027 06 100/000

CRF Template Dated March 5,2019

Draft CTA & Budget NA

English Adult ICF

:-t:+

India English Adult ICF v6.1.0-1 1 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

Hindi to English Adult ICF tnaiu ffi.rai to English Adult ICF v6.1.0 1 I

Mar 2020 Dr Kavita Srivastava

Translation Certificate dated 01 Jun 2020

Marathi Adult ICF tnaia Marathi Adult ICF v6.1.0-11 Mar

2020 Dr Kavita Srivastava

Translation Certificate dated l2May 2020

Marathi to English Adult ICF ttraiu Vtatutni to English Adult ICF v6.1.0-11

Mar 2020 Dr Kavita Srivastava

Translation Certificate dated 02 Jun2020

13.

A,

Enslish Parental ICF

-India 

English Parental ICF v6.1.0-11 Mar

2020 Dr Kavita Srivastava

Hindi Parental ICF tnai', Uittai Parental ICF v6.1.0 - 11 Mar

2020 Dr Kavita Srivastava

Translation Certificate dated 0l Jun2020

15. Hindi to English Parental ICF India Hindi to English Parental lul vo'l 'u r I

Mar 2020 Dr Kavita Srivastava

Translation Certificate dated 0I Jtn2020

t6. Marathi Parental ICF India Marathi Parental lCl v6.I.U -l I vrar

2020 Dr Kavita Srivastava

Translation Certificate dated l2May 2020

17.

18.

Marathi to English Parental ICF India Marathi to English Parental lur vo' I 'u-
11 Mar 2020 Dr Kavita Srivastava

Translation Certificate dated 02 Jun2020

-Enelish 

Assent form Age 7-9ICF India English Assent 7 -9 lcl v4' I 'U- l6 I eD

2020 Dr Kavita Srivastava

t9. Hinai Assent form Age 7-9ICF India Hindi Assent 7 -9 Icl v4' I .u-I6 r eD

2020 Dr Kavita Srivastava

Translation Certificate dated 01 Jun2020

ittffittaia uindi to pnglish Assent 7-9 rCF v4'1'0-

18 Feb 2020 Dt Kavita Srivastava

Translation Certificate dated 01 Jun 2020

20. Hindi to English Assent tbrm Age /-

9ICF

21. Marathi Assent form Age 7-9ICF India Maratht Assent | -y rvr v+' l 'u-r o

2020 
-Dr 

Kavita SrjgPstava

TranJation Certiffie dated l2May 2020

Page2 of 7



I

22. Marathi to English Assent form Age

7-9 TCF

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

Translation Certificate dated 02 Jun2020

z). English Assent form Age 10-11 ICF India English Assent 10-11 ICF v4.1.0-18

Feb2020 Dr Kavita Srivastava

24. Hindi Assent form Age- 10-11 ICF
'4"

IndiaHindi Assent 10-11 ICF v4.1.0-18 Feb

2020 Dr Kavita Srivastava

Translation Certihcate dated 0 1 Jun2020

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 l2May 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 Jun2020

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 0l Jun2020

31 Marathi Assent form Age 12-15 ICF India Marathi Assent l2-l5ICF v4.1.0-18

Feb 2020 Dr Kavita Srivastava

Translation Certificate dated 12May 2020

a^
JL. Marathi to English Assent form Age

T2-15ICF

India Marathi to English Assent 12-15 ICF

v4. 1.0_i 8 F eb 2020 
-Dr 

Kavita Srivastava

Translation Certificate dated 02 Jun2020

aa
JJ. English Assent form Age 16-17 ICF India English Assent 16-17ICF v4.1.0-18

Feb 2020 Dr Kavita Srivastava

35.

36.

34.

37.

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 0l Jw2020

Hindi to English Assent form Age

t6-l7 rcF
India Hindi to English Assent 16-17 ICF

v4.1.0 18 Feb 2020 Dr Kavita Srivastava

Translation Certificate dated 01 Jun 2020

Marathi Assent form Age 16-17 ICF India Marathi Assent 16-17 ICF v4.1.0-18

Feb2020 Dr Kavita Srivastava

Translation Certificate dated 12May 2020

Marathi to English Assent form Age

16-17ICF

f"aiu Vt*uttti to En$flsh Assent 16-17 ICF

v4.1.0 18 Feb 2020 Dr Kavita Srivastava

Translation Certificate dated 02 Jun2020
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38. English Adult PG ICF India English Adult PG ICF vl.1 .0_18 Feb

2020 Dr Kavita Srivastava

39. Hindi Adult PG ICF India Hindi Adult PG ICF vl.1.0 l8 Feb

2020 Dr Kavita Srivastava

Translation Certificate dated 0I Jtn2020
40. Hindi to English Adult PG ICF

:"Jt]
India Hindi to English Adult PG ICF
v1.1.0 18 Feb 2020 Dr Kavita Srivastava
Translation Certificate dated 0I Jun2020

4l Marathi Adult PG ICF India Marathi Adult PG ICF v1.1.0 18 Feb

2020 Dr Kavita Srivastava

Translation Certificate dated I2May 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 Jun2020

43. Enslish Parental PG ICF India English Parental PG ICF vl.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 0l Jun2020
45. Hindi to Enslish Parental PG ICF India Hindi to English Parental PG ICF

vl.1.0 18 Feb 2020 Dr Kavita Srivastava

Translation Certificate dated 0l Jun2020
46. Marathi Parental PG ICF India Marathi Parental PG ICF vl.1.0 18 Feb

2020 Dr Kavita Srivastava

Translation Cerlificate dated 12Mav 2020

47. Marathi to English Parental PG ICF India Marathi to English Parental PG ICF
vl.1.0 18 Feb 2020 Dr Kavita Srivastava

Translation Certificate dated 02 Jun2020
48. English Consent form for Audio

Video Recordins
India English AV ICF vl.1.0_18 Feb

2020 Dr Kavita Srivastava

49. Hindi Consent form for Audio Video
Recordins

India Hindi AV ICF vl.1.0 18 Feb 2020 Dr
Kavita Srivastava

Translation Certificate dated 0l Jun2020

50. Hindi to English Consent form for
Audio Video Recordins

India Hindi to English AV ICF vl.1.0_18 Feb

2020 Dr Kavita Srivastava

Translation Certificate dated 0l Jun2020

51. Marathi Consent form for Audio
Video Recording

India Marathi AV ICF vl .1.0 18 Feb

2020 Dr Kavita Srivastava

Translation Certificate dated 12Mav 2020

52. Marathi to English Consent form for
Audio Video Recordins

India Marathi to English AV ICF vl.1.0_18
Feb 2020 Dr Kavita Srivastava

Translation Certificate dated 02 Jun2020

53. English Patient Carc vl.0.0 dated 20 Nfit2O19

54. Hindi Patient Card vl.0.0 dated 20 Nov 2019

Translation Certificate dated 29 Nov 2019
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55. Hindi to English Patient Card vI.0.0 dated 20 Nov 2019

Translation Certificate dated 29 Nov 2019

56. Marathi Patient Card vl.0.0 dated 20 Nov 2019

Translation Certificate dated 29 Nov 2019

57. Marathi to English Patient Card

i+

vl.0.0 dated 20 Nov 2019

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 Certifi cate dated 19 F eb 2020

60. Marathi Seizure DiarY Book Version 1 .0-Marathi-IN-Dated 20 Oct 2016

Translation Certifrcate dated 19 Feb 2020

6r. English Patient Dosing Information E2007-G00-3 3 8 Patient Dosing Information,

v2.0,07 Feb2017

62. Hindi Patient Dosing Information E2007-G00-33 8 Patient Dosing

Information Hindi v2.0, 07 Feb 2017

Translation Certihcate dated 07 J arL2020

63. Hindi to English Patient Dosing

Information

E2007-G00-3 3 8 Patient Dosing

Information-Hindi to English- v2.0,07 Feb

2017

Translation Certificate dated 07 Jan2020

64.

65.

Marathi Patient Dosing Information E2007-G00-33 8 Patient Dosing

Information-Marathi- v2.0, 07 F eb 2017

Translation Certificate dated 07 Jart 2020

Marathi to English Patient Dosing

Information

BZOOZ-COO-3 3 8 Patient Dosing Information-

Marathi to English- v2.0,07 Feb2017

Translation Certificate dated 07 Jan2020

66.

67.

6&

Investigator Undertaking Dr. Kavita

Srivastava

Signed and dated on 04 Mat 2020

CV & MRC for PI - Dr. Kavita

Srivastava

CV dated 30 Dec 2019

SRC approval letter Dated 25 May 2020

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

proposal:

Sr.
No.

Name Qualifrcation Affiliation Role in the

IEC
ExternaU
Internal

I Dr. Abhijeet
Tilak

M.D.
PharmacologY

Professor and Head,
Department of
PharmacologY,
Dr. D.Y. Patil Medical .P
College, Hospital and

Research Centre, PimPri,
Pune - 18

Medical
Scientist/

Pharmacologist
(Acting
Chairperson)

External

Page 5 of7



Sr.

No.

Name Qualification Affiliation Role in the
IEC

ExternaV
Internal

2 Dr. Priti Dave MD Medicine Professor
Department of Medicine
Bharati Vidyapeeth
(Deemed to be University)
Medical College,
Pune

Clinician/
Physician

Intemal

J 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

4 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

5 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

6 Adv. Ashwini
Hogepatil

8.A., L.L.B. Practicing Lawyer,
Pune

Legal Expert Extemal

7 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

8 Mrs.
Vijayalaxmi
Bathe

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

President of Jivhala Jeshth
Nagrik Sangh, Astoniya
Royale, Ambegaon BK
Pune 41 1046
Yoga Teacher

Lay Person External

I
I
I
;

,'
t
.I

I
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Sr.

No.

Name Qualification Affiliation Role in the

IEC
External/
Internal

9 Mrs. Sarika
Deshmukh

B. Com Housewife Lay Person External

10 Dr. Prasad
Pore

MD TP&SM)
D.N.b"-?sPMj

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

Member

Secretary

Intemal

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

study related documents for 1 year.

IEC suggested that after the 19 weeks of treatment period (Titration

if the drug is beneficial, then those participants who are in control/

get the drug.

conduct ofthe study and

and Maintenance period),

placebo arm, should also

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 ofsubjects or conduct ofthe study and asks to provide a copy ofthe final report.

Kindly submit a report on the progress of the study every six months.

report needs to be submitted for approval for continuation of the study.

Annual study status

With best wishes,

Yours truly,

Dr. Prasad Pore

Member Secretary

SECRETARY

A*
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CLINICAL TRIAL AGREEMENT

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 assisns etc.

AND

Bharati Vidyapeeth (Deemed to be University) Medicat College & Hospital (BVDUMC),
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 assrsns 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.

cTA ( H B l/CG/l | 2020 | 00 1 .02.00/BVDU MCI/ [2020]
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l-Clinical Trial Costs:

For sake ofclarity, the Parties hereby agree that: .r

(i) "ESimated 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

zubject. 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- Pavments:

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

Particulars Rs.

Study Coordinator 3400

Co-lnvestigator Cha rges 5500

Investigator charges 8500

Travel Expenses for Subjects 3500

Institutional overhead charges (20%) 4180

TOTAT per Subject 25,080

Total for minium of 55 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).

c) 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) Ifthe subject drops-out from the

pay 50o/o of the per subject

coordinator.

Page 25 of 28
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CLINI CAL STUDY AGREEMENT

Among

1. CADIIA HEATTHCARE LIMITED, a multinational pharmaceutical company incorporated under the

laws of India, having its Registered Office at Zydus Corporate Park, Scheme No. 53, Survey No. 536,

Khoraj (Gandhinagar), Nr". Vaishnodevi Circle, Sarkhej-Gandhinagar Highway, Ahmedabad-38248L,

Gujarat, India (hereinafter referred to as "the Sponsor")

2. DR. SANJAY IALWANI, (hereinafter referred to as "Principal Investigator")

3. BHARATI VIDYAPEETH (DEEMED TO BE UNIVERSITY)

Satara Road, Dhankawadi, Katraj, Pune-411043

Institution")

CADITA PROJECT:

MEDICAI COLTEGE & HOSPITAL, Pune-

India (hereinafter referred to as "the

"A phase lll, randomized, mutti-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. (Proiect No. NCOV.20.002|'

This Cfinicaf Study Agreement ("Agreement") is executed on 29th day of January, 2O2l ("Effective Date")

among Cadila Healthcare Limited, Zydus Corporate Park, Scheme No. 63, Survey No. 536, Khoraj

(Gandhinagar), Nr. Vaishnodevi Circle, Sarkhej-Gandhinagar Highway, Ahmedabad-38248t, Gujarat, 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.2O.OO2['(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 lnvestigator 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 PART|ES AGREE A5 FOLLOV/S:

1. The Sponsor would like to test the vaccine namely ZyCOV D which will be used for Prevention

of Corona Vifus Disease - 2Ol-9 in healthy subjects. The Sponsor hereby declares that all the

necessary permissions and licenses required ions of .rglevant Acts and Rules

of ftdetAc+ Bhanti Vtdnpeeth
To Be Univer5ity )

C!l'{tdrc4x

[4adlql'6flege & Hospital, pune

Page 1 of 12



CLINICAL STUDY AGREEMENT

Executed by the parties:

SPONSOR:

o'0
(Mr. Mukund Thakkar)

SVP, Legal

6,M
(Dr. BalajiMore)
Sr. GM, ClinicalR&D

INSTITUTION:

S^I-QV:

Name: Sriq . (Dt.) s\avorlQno,n Droni
--'J - .J

Designationt Pn i n ci 1r o_l

PRINCIPAI.
Bharati Vidyap-eeth

(Deemed to be University)
Medical College

Pune - 411 043,
BharatiVidyapeeth (Deemed To Be University) Medical College & Hospital

I have read and understand this Agreement and accept the terms as they relate to my activities as

Principal Investigator. I further agree to ensure that all sub-investigators and research staff are informed

of their obligations under this Agreement.

PRI N CI PAI I NVESTIGATOR:

Dcp.

Dr. Sanjay

Principal I

BharatiVi (Deemed To Be University) MedicalCollege & Hospital

tu
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CLINICAL STUDY AGREEMENT

Site and Investisator Cha
Site and Investisator Cha

Site and Investisator Cha

Site and Investisator Cha

Site and Investisator Cha

< 4,000.00
Telephonic follow-ups (20 time,

@200 per call)

Telephonic follow-ups
(days 70, 84,98, ll2,126,
140,154, 168,182,196,
2r0,224,238,252,266,
280,294,308,322,336
and 350 (+ 3days) after

Patient Travel Reimbursement Per Visit for 6 visits

it i *,t" ,'

!.i '',('.,'r t 't ')')

']

Deertment d Fed.trlcs, drrrrtl Vidya peeth
(Deemed To Be Univenity )

Mcdlcal@llege & Hospital, Pune
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The Clinical TrialAgreement ("Agreement") is made by and among: fr:a
Bharati Vidyapeeth (Deemed To Be University) Medical College & Hospitai, having a place of business E
at Pune - Satara Road, Dhankawadi, Pune- 411043, Maharashtra, India (the "lnstitution"), and; 

4.:
Dr. Jitendra Shankarlal Oswal, having a place of business at Bharati Vidyapeeth (Deemed To Be :
University) Medical College & Hospital, Pune - Satara Road, Dhankawadi, Pune- 411043, Maharashtra , t
India (the'fnvestigator"), and; :
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. IQVIA RDS (lndia) Private Limited, (formerly Quintiles Research (lndia) Private Limited) a
Company incorporated under the Companies Act, 1956 and having its registered office at2nd
Floor, Etamin Block, Prestige Technology Park ll, Sarjapur-Marathahalli Outer Ring Road,
Bangalore - 560 103, India (hereinafter "CRO"), acting on behalf of Serum Institute of India
Pvt. Ltd, and;

. Serum Institute of India Pvt. Ltd. a company incorporated under Companies Act, 1956
having its registered office aI21212, off Soli Poonawalla Road, Hadapsar, Pune 411O28,lndia.
(hereinafter "Sponsor").

Each a "Party" and together the "Parties".

Protocol Number: Sll-aPENTA/IN-02

ProtocolTitle:

A Phase ll/lll, Multicentre, Randomized, Open-Label,
Active.Controlled Study to Assess the lmmunogenicity
and Safety of DTaP-lPV+Hib Vaccine Manufactured by
Serum Institute of India Pvt. Ltd. in Comparison with
Pentaxim@ in Indian Toddlers and lnfants

Protocol Date: 03 Oct 2018

Sponsor: Serum Institute of India Pvt. Ltd.

Country where Site is
Conductinq Studv India

Investigator: Dr. Jitendra Shankarlal Oswal

Key Enrollment Date:

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
Enrollment Date" below)

IRB/IEC

Institutional Ethics Committee
Bharati Vidyapeeth Deemed University
4th floor, Bharati Hospital & Research Centre
Pune - Satara Road, Dhankawadi,
Pune- 411043, Maharastra, India
Phone No - 020 40555555, Ext. 265
Email lD - bvduiec@qmail.com

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 $f: 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) Studv: 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) Studv Subiect: an individual who participates in the Study, as a recipient of the
Investigational Product (defined below).

Meq
Institution

Pagr I offt



lN 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

Date:

ACKNOWLEDGED AND AGREED BY IQVIA RDS (lndia) PRTVATE L|M|TED
(formerly Quintiles Research (lndia) Private Limited)

Name:Shweta Pradhan

Title:

Signature:

Date:

ACKNOWLEDGED AND AGREED BY INSTITUTION

Name: (Briq.) Dr. Naravanan Subramanian Mani

Title:

Signature:

ACKNOWLEDGED AND AGREED BY INVESTIGATOR

Page 15 of ll



5. DrscotlttuED oR Elnly Tenulunnou
Reimbursement for discontinued or early termination subjects will be prorated based on the
number of confirmed completed visits.

6. ScReeHlte Fnrune
No payments is payable to for screen failures.

7. EC/lRB/lEC rees
EC/lRB/lEC costs will be reimbursed on a pass{hrough basis upon receipt of a formal invoice
issued by the EC/lRB/lEC and are not included in the attached 

'Budget. payment will be made
directly to the EC/IRB/IEC. Any subsequent re-submissions or renewlls, upon approval by CRO
and sponsor, will be reimbursed upon receipt of appropriate documentation.

8. Meeting Aftendance:
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 pJssthrough basis upon r"ciipt oisupporting
invoices from a third party vendor.

9. BUDGET TABLE
Sll-aPENTA_IN-02 (PART I

Study visit Grant Institutional
Overhead (20o/") Total

Visit 1 3600 720

11760Visit 2 31 00 620
Visit 3 31 00 620
Budget 9800 1 960

A IN-02 (PART

Study visit Grant Institutional
Overhead (20%l Total

Visit 1 2000 400

1 5000

Visit 2 1 500 300
Visit 3 2000 400
Visit 4 1 500 300
Visit 5 2000 400
Visit 6 1 500 300
Visit 7 2000 400
Budget

1 2500 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 500f 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 prouiOeO to the Study subject.

Sll-aPEN

NO OTHER ADDITIONAL FUNDING REQUESTS WILL BE CONSIDERED

Page 19 of 19
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No.DIR/NIR'f/Covid-l 9/BVNICI2020-21 lf 3c)B . Dare: 3l 0S lr.)ltt

I'o

The Director,
Bharati Vidyapeeth Medical College and Hospital.
Pune-Satara Road,
Dhankarvadi, 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 Immunogeniciqv of COVISHIELD (COVID-19 vaccine) in Healthy
Indian Adult.s"

Ref. : ICMR Lr.No. VIRrCovid- L9 129 12020 /ECD-I. dt. :2 5 .08,2020
**********x

Sir,

With reference to ICIvIR letter under refelence cited, the Director-in Charge, National
Institute for Research in 'Iuberculosis, Chennai sanctions the above mentioned research
scheme initially for a period of 8 rnonths fiorn 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 oi
Rs.62'60'250/- (Rupees Sixty Two Lakhs Sixty T'housand Trvo Hundled and Fifty onl1,) as

detailed in the attached budget statement fbr the peliod from 25.08.2020 to24.04.2021.

The grant in aid will be given subject to the follor,ving conditions:

l. The payment of the grant will be rnade in two instalnrents (1" instalmenr - 6090.
2d & final instalment -- 40o/o respectively) to the Ilead of the Institution. The fir-.r
instalment of the grant will 6e paid as soon as a,1'eport regalding the cummencemenr
of the project is received by NII{T',

2- 'fhe staff appointed in the project should be paid as indicatecl in the Budger Staternerr
attached,

3. T'he apploved duration of the research scherne is 8 months. The extension rvill L.e

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

Cont. 2

i

-'i. r, {qs \icqtlH is. *ege, t]=t{ "600 o--{r, rifril
Nr'l.l, i"li:yor 5;tthiydrrtoerthv Roocj. Cfrql[;g1 Cher..nai - 6O0 C3i. Incjier



BVMC Pune site:
t4>

DURATION

8 I 4,80,0rc
8 I s,04,c.:1c

/-- 1

BUDGET HEAD

rvt;"prw"r 6 r. {t;ilffi--
Junior Medical officer (Medical) Rs. 60,

Staff Nurse @tls. 31500 /- p/m

Blood collect

Surgical m

Hand sanit
N95 mask,

PPE suit
Contingen

Placing of recrui'

Newspaper
Co nd ucti n

Su b-tota l-

Fliring of ve

-------'#' '<.A
=e l! n

(Stationar

Protocol, I

CoVID sw

Antibody

an?gglrlt
_Reirn burs_e_meU_Egr-glrg ---
neimburierner,t er.rrof l"rnt;; 

_--

ication & Stationery
cation

320

250

1

500

50t)

10000

1

4

6
-ies) Printing of forms, Registers,
SOPs

na rges

60000 L 60,cci -rF

1 100000 1 1,00,cc0
Consumables ^

b testing
320 3000 L 9600c,'r

'Iest (lgG)
320 600 L 19 20OC

ab testirrg
100 3000 1 300000

Labs for svrnptomatics ifneeded
100 5000 :l- -s0q000

gnancy test h' 100 1.20 2 24000
400 15 L 99!9 "-._

8000ion tubes 400 20 1

rSyrlngeS

a ine rs

400 20 I 8000
200 15 'l

L 3000
Pipettes 400 L0 t2DAj

d)N 20 20 40 16000
tzer 70 250 10 50000
Gloves, face shield 20 s00 20

cy/M iscella neous
5 I 500 100 710000

rJ. t i-.' ..'

recruitment advertise in
10000 1. 10000

g interviews lOOOO 1 r 0000
2 39,2g,ooo
@s%
tS

Grade Refrigerator

T__
net
- 16GB

2,80,750

I 40.000 40,000

15,000 30,000
1. 30.000 30,000
I s00 500

rr er lro r) 2 12.000 24,000
3 1,24,500

hicles (1no)
I 30000 B 240000



]

3f"{!s1.2

p'.T'@

ll.tDtA

795$T
1$6448

€tl3i'1';7"

JUH 1 I ?Sftfi

LY

*t-Fs6- 15"I4-015f 2S{3
&{.m.e-311614

TA4ftlGr4
nrfrGt

CLINICAL TRIAL AGREEMENT

O0-tot"pl- -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 "IrT," or "Sponsor") which expression shall be deemed to include
its successors and administrators and assisns etc.

AI\D

Bharati Vidyapeeth (Deemed To Be University) Medical College & Hospital (BVDUMC),
an institution incorporation under the laws of Lrdia, having its registered head office atKatraj,
Dhankawadi, Pune-4l1043 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 "Pafi" or "parties"

AND RBLATES TO THE CLINICAL TRIAL:

Page 1 of28
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l-Clinical Trial Costs:

For sake of clarity, the Parties hereby agree that:

(i) .Estimated Budgef' shall mean the estimated total amount to be paid by the Sponsor

considering INR 11,040 (Eleven thousand nrpees only) per completed subject' Assuming

100 subjects will complete the study, the estimated budget will be INR 1104,000 (Rupees

Eleven lakfis Four Thousand onlY)'

(ii) "Actual Budgef' 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

protocol and have given the final blood sample'

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

2- Pavments:

a) The breakdown of the payment of INR 1 1 ,040 per completed subj ect is as follows:

Particulars Rs.

Study Coordinator L200

Travel Expenses for Subjects 1000

Co-l nvestigator Charges 2000

Investigator charges 5000

Institutional overhead charges (20%) L840

TOTAL per Subiect 11,040

Total for minium of 100 Subiects 11,04,000

(Exclusive of Taxes aPPlicable)

6, )N A AC' Bm's\AA. x p,:s,ffwr.r

all the required visits as Per the

6rr llel 3,\
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CLINICAL TRIAL AGREEMENT

THIS CLINICAL TRIAL AGREEMENT ("Agreement") is made and entered into as of
day of (hereinafter "Eflbctive Date") by and between:

DiagnoSearch Life Sciences Pvt. Ltd. a company incorporated under Companies AcL
1956 having its registered office ar702, Dosti Pinnacle, PlotNo. E-7, Road No. 22,Wagle
Industrial Estate, Thane- 400604, Maharashtra, India (hereinafter "CRO"), acting on behalf
of Serum Institute of India Pvt. Ltd. a company incorporated under Companies Ac1,

1956 having its registered office at 21212, Off Soli Poonawalla Road, Hadapsar. Pune

41 1028. India. (hereinafter "Sponsor");

Confidential

PC\/- | 0-00i SII-Bharati. Pune

Page I of4l

t

"I

C) x--,? {:=i {:) {-,){* {,.} {"}t: q.-tr {:,} {j} {.-;0, .t -:rr

tv siV9";



Dr. Sanjal K Laln'ani, Professor & Head, Department of Pediatrics, Bharati Vidyapeeth
rDeemed To Be University) Medical College & Hospital, Pune 411043; hereinafter

rel-ened to as Investigaton AND

Bharati Vidl'apeeth (Deemed To Be University) Medical College & Hospital, Pune
111043 an institution functioning as per the provisions of the Societies Registratior, 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 refened to as Institution.

WHEREAS CRO is engaged in the business of managing and providing clinical researcl-t

services and related activities and has been appointed by Sponsor to arrange and

administer a clinical Studv entitled:
valuate the Im 'etv and Tol rum Insti

valent Pneumo te Vaccine SlL-) in
Infants.". Protocol 1o. - 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 undeftaken br'

Investigator along with the services provided by CRO to Sponsor.

AND WHEREAS Institution and Investigator have each reviewed sufficient infbrmation

regarding Sponsor's vaccine (the "Study Vaccine"), the Protocol for the Study and the

investigatoi 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.

Articlel-TheStudy
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 cunent World Medical Association Declaration of Helsinki titled.
,,Ethical principles for Medical Research Involving Human Subiects;" (b) the current

ICH Harmonis-d Tripafiite Guideline for Good Clinical Practice (CPMPiICHll35l95)'.

(c) the current IndiarrMinistry of Health and Family Welfare guideline for good clinical

piactice 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 Hunan Subjects;" (e) the written requirements of

all reviewing Institutional Ethics Committees and institutional review boards

(co1lectivel1,.lhe Institutional Ethics Committees) and subsequent amendments if an1" to

the abo.'e guideiines and such other regulations that ma1'be pronounced by a competent

authorit) fiom time tc time. It is understood and agreed that. in the event of a conflict

ancrr a::,. ti:he S:er;a:js. ie most strineent Standard shall app11.



Project: Protocol No. PCV-10-003

or to such other address and any party may designate in writing from

"itr"t. 
A."V notice shall be effective as of its date of receipt'

IN WITNESS WHEREOF, the Parties have caused 
l11l t**ement

multiple counterparts by their duly authorized representattves'

time to time to the

to be executed in

Name: Dt'
x Title: Princ I Investigator

FOR AND ON BEHALF OF:

il; Institute of India Pnl]it

By:

FOR AND ON BEIIALF OF:
^Uiug"oS.urch 

Life Sciences Pvt' Ltd'

po!/v)oActtlaotg

X

X
Date

MonoclonalsN dstasP Sethna

- Conjugate Vaccines and

FOR AND ON BEHALF'OF:
Bharatividyapeeth(DeemedToBeuniversity)Medicalcollege'AndHospitalPune

rr./S Date O I APR 20 lJ
Name: n-s'btumanian Mani

(Deemed to Be UniversitY) Medical College, Pune

Vaidya

Title : Director-OPerations

Ti
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Project: Protocol No, PCV-10-003

SCHEDULE E

FORM OF FINANCIAL REPORT TO SPONSOR

Investigator Name: Dr, Saniay falwani
Institutional Name: BVMUBC, Pune

PAN number of Payee:

Parti cul a rs Rate / unit Number of Units fotal

lnvestigatqr's subiegt Grant *

Visit 1 5,000

Visit 2 ? ann

Visit 3 3,900

3,900

Total (A)

Screen Failure (B) 3,000

lnstitute Overhead @ 20% lC)

Subiect Grant Total (A+B+C)

subiect Travel Cost^

Subiect Travel Cost (D) 50(

lcreen Failure Travel Cost (E) 50c

Other

Infrastructure set up cost* (F)

* One time povment

operational and administrative cost (G)

Month(s) Unit Cost Number of Units

M a r-19 1s,000.00

Archival (H)

Archival Charges 10,000,00

Tptal Cost (A+E+C+P+E+F+G+H)

\ otes

For timely release of payment please submit the Invoice monthly
+ Please attached an annexure to the Invoice with v

^ Please provide visit-wise break-up oftravel cost along with signed receipt for each subject

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

H,
This FAgreement for Clinical Trials (the "Ag eement") is effective on 22-Mar-2o19, (the
"Effective Date") between

f,harati vidyapeeth Deemed university and Medical college, Bharati
lllesearch centre. Department of pediatrics, Katraj - Dhankawadi, pune
Jr4aharashtra, India (hereinafter referred to as ',rnstitution,,)

Anc
por' Sanjay Lalwani, Bharati Vidyapeeth Deemed University and Medical College,
Bharati Hospital and Research Centre, Department of pediatrics, Katraj - Dhankawadi,
fl':."_ - 4I7.o43, Maharashtra, India (herein referred as the "principal Investigator,,
or "fnvestigator,,)

el

nnd F

dG 
LAXOSMITHKLTNE PHARMACEUTICALS Lr

tompanies Act, 1956 g4ld,tfdui.ng its registered I

Hospital and
- 477043,

D, a company registered under the
at at Dr. Annie Besant Road, Worli,

2 0 FEB 20t9
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WHER"EAS 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 l'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:

I. INSTITUTION AND PRINCIPAL INVESTIGATOR

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

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.

The Institution represents that it is entitled to procure the services of Dr. Sanjay
Lalwani to act as principal investigator for the Study ("Principal fnvestigator" or
"fnvestigator") 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.

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.

Where Institution is rtot the principal employer of Principal Investigator,
Investigator represents that Principal Investigator has notified his/her principal
employer of his/her proposed participation in the S nd, where relevant,
his/her supervisi Study staff and that h r principal employerr has

z:\CLlNlCAL STU _2017\Finance\Agreements . Lalwani\Rota-083_Dr. Sanjay

a)

b)

d)

e)

Lalwani CTA.doc I
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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.

COMPENSATION

a) GSK agrees to pay for up to a maximum of 90 subjects included in the screening
sequence, (at a cost of 7I40O/- 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 studv budqet Unit cost No. of subiects Amount
Study assessments 6300 90 567000
Investioator's fees 3600 90 324000
Study personnel's fees 1 500 90 135000
Total 1026000
Overheads (to specifv 20o/o 205200
Travel reimbursemei,t 1 500 90 135000
Others (to specify)
Archival costs (for 25
yea rs)

1 00000 100000

Miscellaneous 20000 20000
Total studv budqet r486200

(hereinafter referred to as the "Study Budget")

Visit Activities Cost n INR
Visit 1

1z 3
Informed consent 800 tl 0
Check inclusion/Exclusion Criteria 700 U 0
Physical Examination - General 800 700 0
Vacci ne/Treatment nd m i nistration 400 400 0
Record. Concomitant Medication/Vaccine 300 300 300
Blood Draw, Comolex 800 0 800
Study Coordinator, Complex - per visit 500 500 500
Phvsician. Comolex - oer visit 1200 12Cr0 1200

c) 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 montlrs based on subjects visits

shown in eTRACK
2 Screen failure travel reimbursement pgffipnt: 1O% of screen failures will be

provided travel reimbursement. /
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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

III 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.

IV Post close out: archival payment will be made.

d) 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
meetirtgs, 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.

e) 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 followino
events:

i i)

v)

i)

i)

administration of vaccine forbidden in the protocol;

subject or vaccine number not allocated;

study vaccine dose not administered but subject number allocated;

iv) wrong vaccine vial given;

deliberately breaking
the allowable reasons

the randomization code at investigator site, violating
e (i.e. SAE, etc.);
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For and on behalf of
GLAXOSMITH KLIN E PHARMACEUTICALS LIMITED

Rrr .

Name
Area Medical Title :

LML (Clinical
Title : Vice President - Vaccines

Lead (Gavi, Asia) & Lead
R&D, EM

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 By my signature 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.

Principal InvestigatorBharati Vidyapeeth (Deemed
University) and Medical College,

To be
Pune

By:
Name
Title :

Sanjay
Dr

Lalwani

"s""[;,,l.f,lwa 
n i

Attachments to the oresent Aoreement :

Schedule A : Protocol
Schedule B : Payment instructions sheet
Schedule C : Statement of Investigator Financial Interest Form
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1011512020 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 : BVD U M C Ped researcfi <resea rch pe d p u n e @ g m a i l. co m >

Cc: "sampadaransubhe@gmail.com" <sampadaransubhe@gmail.com>, Hitesh Bharucha <hitesh.x.bharucha@gsk.com>,

Jagdish Jamgade <jagdish.c.jamgade@gsk.com>, "sanjaylalwani200T@rediffmail.com"
<sanjaylahrvani200T@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 37st Moy 2079 Subjects Amount Total

Visit 1 13 5500 71500

Visit 2 4 3100 t2400
83900

20 % Overhead 16780

100680

Iravel reimbursement t7 500 8500

109180

37st lul 2079 Subjects Amount Total

/isit 1 36 5500 198000

Visit 2 20 3100 52000

Visit 3 t2 2800 33600

293600

20 % Overhead 58720

352320

Travel reimbursement 68 s00 34000

386320

30th Sep 2079 Subjects Amount Total

/isit 1 39 5500 2t4500

/isit 2 42 3100 130200

/isit 3 31 2800 86800

431500

20 % Overhead 86300

517800

Iravel reimbursement tLz 500 56000

573800

of 26th Nov 2079 Subjects Amount Total

Visit 1 9 5500 49s00

Visit 2 27 3100 83700

Visit 3 20 2800 55000

189200

l0 % Overhead 37840

22704e

[ravel reimbursement 56 s00 28000

255040

https://mail.google.com/mail/u/0?ik=7c5bld8f96gy|sv/=pt&search=all&permthid=thread-9"3A1680056514183831958&simpl=msg-f%3A168005€5.. 
- 2



As of 73th Feb 2020 Subjects Amount Total

Visit 3 27 2800 75600

20 % Overhead t5120
90720

Iravel reimbursement 27 500 13500

Vliscellaneous 20000

124220

leta i nage 50000

74220

10t15t2020 Gmail - ROTA-083: Payment Details for Final Payment Invoice

the calculation mentioni the ts deducted for subiect withdrawalselow t5 Lne tn rnerl

Subject Withdrawals(NOT PAI D)

Visit Type No of subject withdrawn Amount (lNR) Total

Visit 2 4 3100 12400

Visit 3 7 2800 19600

32000

Overhead 20% 6400

Travel 1.1. 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 youl Stay Safe!
Besf Regards
Juhi Suhanda
Clinical Trial Assistant
Clinical Operations
GSK Vaccines
252,Dr. Annie Besant Road, Worli,
Mumbai - 400030, India.
Email -ju hi.x.suhanda@gsk.com
Mob - 9987810153
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SRINM/NT-1029/2015 (C) 
Government of India 

Ministry of Science & Technology 
Department of Science & Technology 

(Nane Mission) 
Technology Bhavan 
New Mehrauli Road 
New Delhi -110 016 

Dated: 13.03.2018 
ORDER 

Sub: Financial assistance for the research project entitled "Charged 
nanoplateletes anchored ulrafiltration membrances for separation of heavy 
metals" under the guidance of Dr. Yogesh Jayasingh Chendake, Department of 
Chemical Engineering, Bharati Vidyapeeth University, College of Engineering
Pune-411 043 (Maharashtra).

graphite 

With reference to the sanction order No. SR/NM/INT-1029/2015 (G) dated 
13.03.2018, sanction of the President is accorded to the release of Rs. 11,00,000/ 
(Rupees eleven lakh only) to the "Principal, Bharati Vidyapeeth University, College 
of Engineering, Pune-411 043 (Maharashtra)" being the grant under 'Grants-in-aid
Capital' for implementation of above mentioned project. 

2. This sanction is subject to the condition that the grantee organisation will furnish to the 
Department of Science & Technology, financial year wise Utilization Certificate (UC) in 
the profornma prescribed as per GFR 2017 and audited statement of expenditure (SE) 
along with up to date progress report at the end of each financial year duly reflecting the 
interest earned/accrued on the grants received under the project. This is also subject to 
the condition of submission of the final statement of expenditure, utilization certificate and 
project completion report within one year fronm the scheduled date of completion of the 

project. 
The grantee organisation will have to enter & upload the Utilization Certificate in the 
PFMS portal besides sending it in physical form to this Division. The subsequent/final
instalment will be released only after confirmation of the acceptance of the UC by the 
Division and entry of previous Utilization Certificate in the PFMS. 

4. f the grant has been released under capital head through separate sanction order under 
the same project for purchase of equipment(s). separate SEUC has to be furnished for 
the released Capital head grant. 

5 The grant-in-aid being released is subject to the condition that 

a) A transparent procurement procedure in line with the provisions of General 
financial Rules 2017 will be followed by the university/institute under the 
appropriate rules of the grantee organization while procuring capital assets 
sanctioned for the project and a certificate to this effect will be submitted by the 
university/institute immediately on receipt of the grant. 

b) While 
university/institute has to ensure submission of supporting documentary 
evidences with regard to purchase of equipment/capital assets as per the 
provisions of GFR 2017. Subsequent releases of grants under the project shall be 
considered only on receipt of the said documents. 

submitting Utilization Certificate/Statement of Expenditure, the 

The grantee organization will maintain separate audited account for the project and the 6 entire amount of grant will be kept in an interest bearing bank account. The interest 
earned/accrued should be reported to DST (financial year wise) while submitting the 
Statement of Expenditure/Utilization Certificate. The interest thus earned will be treated 
as a credit to the grantee organization, which will be adjusted towards future release of 

grant 
Cont. on page n0. -2- 



. The Unique ID of Bharati Vidyapeeth University, Pune under NGO DARPAN portal is 

MH/2017/0153828 

8. DS reserves sole rights on the assets created out of grants. Asseis acqulred wiioiiy or 

substantially out of government grants (except those declared as obsolete and 

unserviceable or condemned in accordance with the procedure laid down in GFR 2017), 

shall not be disposed of without obtaining the prior approval of DST 

9. The account of the grantee organization shall be open to inspection by the sanctioning

authority and audit(both by C&AG of India and Internal Audit by Principal Accounts Office 

of the DST), whenever the organization is called upon to do so on, as laid down under 

Rule 236(1) of General Financial Rules 2017. 

10. Due acknowledgement of technical support/ financial ssistance resulting from this 

project grant should mandatorily be highighted by the grantee organizatiór in bold letters 
in all publications/ media releases as well as in the opening paragraphs of their Annual 

Reports during and after the completion of the project. 

11. Failure to comply with the terms and condition of the Bond will entail full refund with 

interest in terms of Rule 231(2) of GFR 2017. 

12. The expenditure involved is debitable to Demand No.84, Department of Science & 

Technology for the year 2017-18 
Demand Department of Science & Technology 
No. 84 

Other ScientificResearch (Major Head) 
Others: (Sub-Major Head) 
Assistance to other Scientific Bodies (Minor Head) 
Research & Development (National Mission on Nano Science & Nano 

Technology) 
Grants-in-aid Capital for 2017-2018 

(Previous: Nano Mlission: 3425.60.200.36.01.35) 

3425 
60 
60.2000 

69 

This release is being made under Nano Mission. 

13. The amount of 11,00,000/-(Rupees eleven lakh only) will be disbursed to the "Principal,
Bharati Vidyapeeth University, College of Engineering, Pune-411 

043(Maharashtra)"". The bank details for electrornic transfer of funds through RTGS are 

given below:- 

Saving Bank account number 
|Name of the bank and branch 

32929906172 
State Bank of India, Near Bharati Vidyapeeth, 
Pune-411043 

SBINO008752 RTGS/IFSC Code 

MICR Code | 411002018

14. As per rule 234 of GFR 2017, this sanction has been entered at S. No. 234 NMD in the 

register of grants maintained in the Division for the scheme Research & Development 

(National Mission on Nano Science & Nano Technology). 

15. The issues with the concurrence of IFD Vide their Concurrence Dy. No. 

C/5426/lFD/2017-18 dated 13.03.2018.
Eeokakuratikzddy 

(G.V RAGHUNATH REDDY) 
Scientist-E 

Cont. on page-3- 



3 
To 

Pay & Accounts Office 
Department of Science & Technology 
New Delhi 

Copy fowarded for infornmation and necessary action to: 

1. The Principal Director of Audit, Scientific Department 
llrd floor, AGCR Building, I.P. Estate 
New Delhi 

2 Drawing and Disbursing Officer, DST, Cash Section. 
(COpy with two spare copies) 

3 Dr. Yogestr jäyasingh Chendake 
Department of Chemical Engineerin9 
Bharati Vidyapeeth University 
College of Engineering 
Pune-411 043(Maharashtra) 

The Principal 
Bharati Vidyapeeth University 
College of Engineering 
Pune-411 043(Maharashtra) 

4 

5. The Pay & Accounts Officer, DST 
6 Sanction folder (Nano Mission). 

7. File copy. beRaannehkeddy 

(G.V RAGHdNATH REDDY 
Scientist-E 
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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 Rule18 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  

Name 

Recurring Total 

Release 

Amount 

(Rs) 

  Manpower Consumable Travel Contingency Others Overhead   

1 Interactive 

Research 

School for 

Health 

Affairs 

Pune 

454347.00 699740.00 10000.00 24598.00 0.00 74500.00 1263185.00 

 Interest earned of Rs. 17,855/- has been remitted by the institute to the Consolidated 

Fund of India through Bharatkosh vide receipt no.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-II Year-III 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 : SBIN0008752 

 MICR Code : 411002018 
 

 
  

 

 

 

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

002. 

2 The Director, Interactive Research School for Health Affairs, Pune Satara Road, 

Dhankawadi, Pune - 411043, Maharashtra 

3 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 

4 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 

5 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 

6 Cash Section, DBT (2 copies). 

7 Sanction Folder. 

8 File Copy. 
    

              

                                                                                             

(Dr. Abhishek Kumar Mehta) 

Scientist-C 

 

 

 







































































 

 

Private and Confidential  
 
Dr Vidya Arankalle 
Sr Scientist 
School for Health Affairs 
Bharati Vidyapeeth Deemed University 
Pune – 411 043 

E-mail: grants@indiaalliance.org  
Tel: Hyderabad:+91 40 4018 9445  
        New Delhi:+91 11 4100 8403 
 
Our Ref: IA/E/17/1/503651 
 
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  
personal support (top-up) 

15,98,700.00 

 
  
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 
$1=₹65)  

11,70,000.00 

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 

mailto:grants@indiaalliance.org
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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 
enrichment 

15,000.00 

  
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 
4 Payment 
5 Reports 

6.1  Annual 
6.2  End-of-Fellowship  

6 Fellows’ Title 
7 Publications from Fellowship 
8 Mid-term Review Process 
9 Mentorship Requirement 
10 IP arising from the Fellowship 
11 Award Extension 
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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  

https://www.indiaalliance.org/fellows-corner
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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. 
 
 

mailto:grants@indiaalliance.org
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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.  
 
2.1 Ring-Fenced Funds 

 
2.1.1 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 installment 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.  
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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. 
 
 



 

Page 10 of 10 
 

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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202122 Work Outside Host. Inst. (OA) Year  (FY)    

Applicant's Name : Dr.Harshad Patil Type of Grant : EARLY CAREER Basic  6 Months pm @ (+) 
Travel ₹1.50 L

$3,000

Host Institute Name : IRSHA, Pune Exchange Rate No. of Months IA Salary Cap HI Salary Top-up / IA PS
IA Reference No : IA/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. ₹ 1,68,93,888                            Grant Start 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: Equipment Cost (E) Removable Exp.(R) Inst. Sal Actg Period 65 6 2022-23 86400 66520 19,880
SBI/SB#30808434608 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 ( ₹) 1,50,000 0 -                               
No. of Months 60 3 12 12 12 12 9

AWARD AMT. 2018-19 2019-20 2020-21 2021-22 2022-23 2023-24 2024-25 RETENTION (R) Adjustment NET AWARD

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
0 -33,777 -19,206 -19,206 0 0 -72,189 -72,189

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
13,20,000 0 0 0 0 13,20,000 0 0 0 13,20,000

0 0 0 0 0 0 0 0 0 0

13,20,000 0 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

35,85,300 0 0 0 0 0 35,85,300 0 0 0 35,85,300
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

6,50,400 7,994 15,086 13,982 21,935 1,55,856 3,76,422 0 0 -59,126 5,91,275

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

0 -186 -48,074 -23,619 0 0 0 -71,879 -71,879
-3,03,229 3,03,229

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
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
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

0 0
0 -14,362 -14,362 -14,362

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

-1,77,082 1,77,082 0 0
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

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:

-                                          Award Plus Suppl ₹ 1,68,22,009            

71,879                               186                            48,074                      23,619                     Total Grant Amt. ₹ 1,68,93,888            

ADJ:  REVISION / (PERMANENT REDUCTION - (PR)
-                                          -                              
-                                          
-                                          

(71,879)                              -                              (186)                        (48,074)                 (23,619)                -                               -                            -                             
(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) -                                              -                               -                                   

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  ₹ 49,21,411                              50,774                       31,07,723                 17,62,914               -                               -                                  -                               -                                1,83,769                 51,05,180                   
Unspent Amount  (₹) 1,83,769                            8,21,129                (7,96,070)               1,58,710              -                            -                               -                            -                             1,83,769              2,55,648                  
Committed Amount Provision ₹  (CP) 1,77,366                                48,380                      1,28,986                 1,95,103                 1,95,103                     
Unspent after Commitment Prov ₹ 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)  -                                               -                               
UNSPENT / (EXCESS) SPENT  - (TF)   14,362                                    7,12,704                   (7,57,341)                  58,999                     -                               -                                  -                               -                                15,798                     

Cumulative 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
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

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

 REVISED PROVISIONAL GRANT PAYMENT PROFILE

Adj. of Unspent / Reduction in (OA)

Estimated FIXED Personal Support (FS)* p.m.
(will be revised every year at beginning of FY)

*(FS) Fixed till 'MARCH'  Only, 
for current FY 

95,206                        

Current Liability (CL) (Unspent Adjusted Payable)

1. Payment of yearly installment will be made subject to submission of (a) Ledger Copy/ R&P/ I&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 & Unaudited Financial Statements and Annual Report of the Institute.

Grand Total  (GT)  ₹

TOTAL -  SUPPLEMENTARY FUNDS  (SF) (₹)

Transferable Funds   (TF)

IA Fellow Personal Support Details

Net R-f Fund (C =a+b) 
Add:         Institutional O.H. Cont. @10%

     OH on R-f Fund (c)

    OH on T-Fund   (g)

                                     Net Release of   (OA)             (b)

Adj. of Unspent/DISALLOWED 
                                     Net Release of   (RF)             (c)

Particulars

Ring-fenced Funds (R-f)
               Revised Fellow Salary  (FS)
Adj. of Unspent/DISALLOWED / Reduction in Top-up of (FS)

                                      Net Release of   (FS)             (a)

Institutional O.H. @ 10% on above (FS+OA+TF)
TOTAL - REVISION / (PR)  (₹)

Transferable Funds    (TF)

    Overseas All. (Work outside Host Inst.) (OA)

Net Transferable Funds                                                       (f)
Less: Retention Amt.  @2% on TF     ( R)
 Net Release of  (TF)                   (g) 

 Less: Retention Amt.  on OH

Adj. of  Ecess/Un Spent TF  Funds +/(-) 

Adjustment  of Interest Earned on IA Funds

Total Institutional O.H. Cont. (d) 
Total - Ring-fenced Funds  (RF)                 (e=c+d)

Adj: Other Adjustments   +/(-)                                                  

Interest Earned on Grant Received from IA

Revision / (PR) in Fellow Salary (FS)
Revision / (PR) in Overseas Allowance (OA) 
Revision / (PR) in Transferrable Funds (TF)



FILE NO. ECR/2017/000391
SCIENCE & ENGINEERINGRESEARCHBOARD(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-S, Vasant Kunj
New Delhi-l10070

Subject: Financial Sanction of the research project titled "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 - Release
of 1st grant.

ORDER
Dated: OFl-MCly-7.0l8

Sanction of Science and Engineering Research Board (SERB)is hereby accorded to the above mentioned project at a total
cost of Rs. 3222474/- (Rs. Thirty Two Lakh Twenty Two Thousand Four Hundred and Seventy Four Only) with break-up
of Rs. 412722/- under Capital (Non-recurring) head and Rs.2809752/- under General (Recurring) head for a duration of 36
months. The items of expenditure for which the total allocation of Rs. 3222474/- has been approved are given below:
The following budget may be considered for 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

S.No Head Total (in Rs.)
A Non-recurring
1 Equipment 412722

-'> Ice flaking machine
-c- Stepper Pipette
-.» Electronic Adjustable Tip Spacing Multichannel Equalizer Pipettes
-> Electronic Multichannel Pipettes

A' Total (Non-Recurring) 412722
B Recurring Items
1 Recurring - I : (Manpower) 1216800

Recurring - II : ( Consumables, Travel, Contingencies) 1300000
2 Recurring - III : (Overhead Charges) 292952
B' Total (Recurring) 2809752
C Total cost of the project (P: + B') 3222474

__2__§anction of the SERB is also accorded to the payment of
• RS:4r272Z~~e Thousand Seven Hundred and Twenty Two only) under 'Grants for creation of

capital assets' and Rs. 936578/- (Rupees Nine Lakh Thirty Six Thousand Five Hundred and Seventy Eight 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 first installment of the grant for the year 2018-2019 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. (ECLife Sciences)

4. 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 25 April, 2018 and vide
Diary No. SERB/F/16012018-2019dated 07 May, 2018

5. Sanction of the grant is subject to the conditions as detailed in Terms & Conditions available at website
( www.serb.gov.in).

6. Overhead expenses are meant for the host Institute towards the cost for providing infrastructural facilities and general
administrative support etc. including benefits to the staff employed in the project.

7.While providing operational flexibility among various subheads under head Recurring-II, it should be ensured that not
more than Rs. l.5 lakh each should be spent for travel and contingency.

8. As per rule 211of GFR,the accounts of project shall be open to inspection by sanctioning authority/audit whenever the
institute is called upon to do so.

9. The sanctioned equipment would be procured as per GFRand its disposal of the same would be done with prior approval
"fcct:"OQ



1O.The release amount of Rs.1349300/- (Rupees Thirteen Lakh Forty Nine Thousand Three Hundred only) will be drawn by
h U d S f h SERB d II b di b db f RTGS . h k d 1 b It e n er ecretarv 0 t e an WI e IS urse lYmeans 0 transaction as per t err Ban etai s qiven e ow:
Account Name The Director Interactive Research School for Health Affairs IRSHA
Account 30808434608
Number
Bank Name & State Bank of India Katraj Branch, S.No. 133/2, Near Bharati Vidyapeeth, Pune Satara Road, Katraj,
Branch Pune 411046. Tel. No. 020 24371861
IFSC/RTGSCode SBINOO08752
Email id of A/C director.irsha@bharatividyapeeth.edu
Holder
Email id of PI mailharshadpatil@gmail.com

11.Theinstitute will furnish to the SERB,New Delhi, separate Utilization certificate(UCs) financial year wise to the SERBfor
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 end of each financial year.

12.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.

13.The project File no. ECR/2017/000391 may also be mentioned in all research communications arising from the above
project with due acknowledgement of SERB.

14.The manpower sanctioned in the project, if any is co-terminus with the duration of the project and SERBwill have no
liability to meet the fellowship and salary of supporting staff if any. beyond the duration of the project

15.As this is the first grant being released for the project, no previous U/C is required.

16.The institute may refund any unspent balance to SERBby means of a Demand Draft favoring "FUNDFORSCIENCEAND
ENGINEERINGRESEARCH"payable at New Delhi.

17. The organizationlinstitute/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.

18.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.

To,
Under Secretary
SERB,New Delhi
C f d df . f

----------- "'~.~L---
(Dr.Thangaradjou T)

Scientist E
msls@serb.gov.in

opy orwar e or In ormation an necessary action 0:-
L The Principal Director of Audit, A.G.C.R.Building,IIIrd Floor I.p. Estate, Delhi -110002
2. Sanction Folder, SERB, New Delhi.
3. File Copy
4. 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
(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,
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

(Receipt of Grant may be intimated by name to the undersigned)

d

<7,~\-r:--
(Dr.Thangaradjou T)

Scientist E
msls@serb.gov.in



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 

Code 
IRSHABVU 

Account Name BVDU Interactive Research School for Health Affairs 

http://www.serb.gov.in/


Account 

Number 
3265101003835 

Bank Name & 

Branch 
  Canara Bank Dhankawadi Branch, S.No. 29, Plot No. 47, Omkar 

Chambers, Near Foot Bridge, Satara Road, Dhankawadi, Pune - 411 043. 

(Maharashtra) 
IFSC/RTGS 

Code 
 CNRB0003265 

Email id of A/C 

Holder 
 director.irsha@gmail.com 

Email id of PI  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, IIIrd Floor I.P. Estate, 
Delhi-110002 

mailto:msls@serb.gov.in


2. Sanction Folder, SERB , New Delhi. 
3. File Copy 
4.                         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 
5. 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


















































Anand Zanwar <anandzanwar10@gmail.com>

SERB-Notification
1 message

SERB_Administrator@serbonline.in <SERB_Administrator@serbonline.in> Thu, Mar 11, 2021 at 2:19
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 installment.

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.)

Gmail - SERB-Notification https://mail.google.com/mail/u/0?ik=3c1664d94a&view=pt&search=all...
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A Non-recurring 

1 Equipment
-> Clinical Chemistry Analyzer
-> Deep Freezer (-80 degree)
-> ELISA Microplate reader

1172634

A' Total (Non-Recurring) 1172634

B Recurring Items 

1  Recurring - I : (Manpower)
 Recurring - II : ( Consumables, Travel, Contingencies) 
 Recurring - III : Scientific Social Responsibility

 1141573
1165021

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.

Gmail - SERB-Notification https://mail.google.com/mail/u/0?ik=3c1664d94a&view=pt&search=all...
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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 BVU

Account Name Bharati Vidyapeeth Deemed to be University
Account Number 3265101003833
Bank Name &
Branch

 Canara Bank Sr. No. 29, Plot no. 47, Omkar Chembers, Near Foot Bridge, Satara Road,
Dhankawadi, Pune - 411043, Maharashtra State.

IFSC/RTGS Code CNRB0003265
Email id of A/C
Holder bvdufinance@gmail.com
Email id of PI anandzanwar10@gmail.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 will
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)

Gmail - SERB-Notification https://mail.google.com/mail/u/0?ik=3c1664d94a&view=pt&search=all...
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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, IIIrd Floor I.P. Estate, Delhi-110002

2. Sanction Folder, SERB , New Delhi.

3. File Copy

4. 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
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

************************ LEGAL DISCLAIMER *************************

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.
*******************************************************************
'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

ClosingTransactionsOpening
BalanceCreditDebitBalance

CONTINGENCY (IMPRESS) 17,830.0017,830.00
EQUIPMENT & STUDY MATERAIL (IMPRESS) 82,800.0082,800.00
FIELDWORK (IMPRESS GRANT) 39,234.0039,234.00
RESEARCH STAFF(IMPRESS) 2,49,230.002,49,230.00

G r a n d  T o t a l 3,89,094.003,89,094.00
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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 CreditDebitVch No.Vch Type

29-11-2019 Cr CASH 1,500.00462Payment

NEW ACCOUNT OPEN FOR ICSER

Dr Bank of Maharashtra Ac No-60344375755 2,20,000.00451Receipt

Cash 29-11-2019 2,20,000.00 Dr
BEING GRANT RECVD

31-3-2020 Dr Bank of Maharashtra Ac No-60344375755 2,00,000.00572Receipt

Cheque/DD 31-3-2020 2,00,000.00 Dr
BEING GRANT RECVD

Cr (as per details) 2,02,121.0068Journal
EQUIPMENT & STUDY MATERAIL (IMPRESS) 29,900.00 Cr
FIELDWORK (IMPRESS GRANT) 31,057.00 Cr
RESEARCH STAFF(IMPRESS) 1,41,164.00 Cr

IMPRESS GRANTS- KIRTI GUPTA 
UTILIZED, DURING THE YEAR 
2019-20

Dr Bank of Maharashtra Ac No-60344375755 1,500.00577Receipt

Cheque 31-3-2020 1,500.00 Dr
being account opening balnce 
transfer

4,21,500.002,03,621.00
Cr Closing Balance 2,17,879.00

4,21,500.004,21,500.00

1-4-2020 Dr Opening Balance 2,17,879.00

31-3-2021 Dr Bank of Maharashtra Ac No-60344375755 1,65,000.00933Receipt

Cheque/DD 31-3-2021 1,65,000.00 Dr
BEING AMOUNT RECIEVED 
GRANT

Dr Bank of Maharashtra Ac No-60344375755 2,00,000.00934Receipt

Cheque/DD 31-3-2021 2,00,000.00 Dr

Cr Bank of Maharashtra Ac No-60344375755 4,00,000.00472Payment

two time amount return asper bank 
statement 09/07/2020 & 13/07
/2020

Cr (as per details) 1,74,073.0048Journal
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 5,82,879.005,74,073.00

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 CreditDebitVch No.Vch Type

Brought Forward 5,82,879.005,74,073.00

5,82,879.005,74,073.00
Cr Closing Balance 8,806.00

5,82,879.005,82,879.00
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