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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]
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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
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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

Page I of7
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9.

10.
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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
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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

Page3 of 7



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

Page 4 of 7



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

Page 6 of7



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]



Paoe 24 of 28



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

Page L2 of L2



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; :

Merte* j--
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1r.rP

. 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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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
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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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A Phase II/UI Multicentric Randomized Single Blind Study to Compare the
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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
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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

Itoas"



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. /
13 Z:\CLIN|CALSTUD|ESU1S56S-ROTA-083 2016 New 201
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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.);

La lura ni\Rota-083_D r. Sa nja y
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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

Z:\CLl N ICAL STU DlESU15565-ROTA-08
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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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