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CLINTCAL TRIAL AGREEMENT

Datet 1910312017

An agreement made in Munrba bei/veen l\,4acleod's Pharmaceutjcals Ltd, (also called the sponsor) G_2,

{Vahaka i Caves Road, Shanti Nagar, Andher (East) [,lumbai-400093, ]nda

AND

Dr. Anuradha Patil, (NlBBS, DNB P astic Surgery) ai N,4Glvl l\,4edical College and Hospital, N 6, Cidco,

Aurangabad - 431003, l\,'laharashtra ndia

AND

Grapecily Research Solutions LLP, a egaL enlty having its registe.ed office at Bock no.2, Prakash

Housng society, Thergaon, Pune-411033 lvlaharashtra lndia duly represented by Dr Sushil R Chaudhary

hereinafler reierred to as '_ Grapecity Research Solltions LLP ."

AND

Mahaima Gand h i lvlissions [Iedica Col]ege and Hospital, N_6, Cidco, Auranga bad ' 4 31 00 3, I\Ia harashka,

lndia

Whereas Llacleoci's Pharrnaceuticals Lld wishes to conduct the fo lowlng Study with Dr. Anuradha Patrl as

lhe Principal lnvestigator:

L Title An open label, Two Arms, Comparaiive, Phase'lV Clinical Study evaluatLng safely and efficacy of

Oratil LZ (combination of Cefuroxime 250m9 + Linezo id 600m9) versus L nezolid 600m9 in patiefts with

Diabetic Foot lnfectons.

Prolocol No.: CT'1 92-CELI-201 5

2. The objective ofthe trial is to compare the safety and efficacy safety and effic€cy oratil Lz (combination

of Ceturoxime 250m9 + Linezolid 600m9) versus Linezolid 600m9 in patients with Diabelic Foot

lnfections.
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It is hereby agreed by and between Macleod's

Mahatma Gandhl Missions Medical College and

here to as follows:

1. The site of the tlial would be MGM Medical

431003, lraharashtra, lndia

PharmacEuticals Ltd., lhe Princlpal lnYestigator'

Hospital And Grapecity Research Solutions LLP

College and Hospital, N_6, Cidco, Aurangabad _

2. Thet alwillbe conducted as perthe provision of'Declaration of Helsinki''

3. The Pdncipal investigator will be paid a sum of INR 14375 plus Laboratory lnvestigation Charges

per patientenrolled ancl as perthe visits completed in the study

-Norcf 

vlsits

-Payment 

(Rs.)

Visit 0 3000/-

Visit 1 3125t-

Visit 2 41251-

Visit 3 41251-

Role and responslbiliues of Dr' Anuradha Patil (Princlpal lnvestigalor)

1) To conducl the above referenced Study asthe Principal lnvestigator'

2; The Principal investigator has to complete 10 patients The number of patients can be increased by

Macleod's Phamaceuticals Ltd

3) The recruitment period for the gtudy is one months The sponsor expects a total of 1 O patients ftom he

site du ng the recruitment period Any changes in achieving the target enrolment would have to be

discussed among allthe 4 gignatodes and decisions to be made accordingly'

4) The Principal investigator should be aware of' and should comply with' GCP and the applicable Ethics

committee requirements.

5) The investigator/Co - investigator should be available and pemit monitoring and auditing by the

sponsor, and inspection by the appropriate authority

6) The investigator along with Co ' investigator should ensure that all persons assisting with the study are

adequately informed about the protocol, the investigationalproduct(s), and their tda|-related duties and

functions.

7) The investigator should conduct lhe fial in compliance with the protoool agreed to by the sponsor and'

which was given approvaufavorable opinion by lhe IEC'

8) The investigator should not implement any deviation from' or changes of lhe protocol withoui

agreement by the sponsor and prior review and iicumented approvayfavorable opinion lrom the

IRB/IEC of an amendment, except where necessary to eliminate an immediate hazard(s) to trial

subjects. page 2 of4
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9) The lnvestigator/Ce lnvestigator is responsible for obtaining and clocumenting infomed consent the

investigator_shouldcomplywiththeapp|icableregulatoryrequirement(3),andshouldadheretoGcP

and to the ethical principles that have theirorigin in the Declaratlon of Helsinki'

Allsedousadverseevents(sAEs)shouldbereportedimmediatelytothesponsolexceptforthose

sAEsthattheprotocolorotherdocument(e.g',lnvestigatoisBrochure)identifesasnotneeding

immediate reporting. The immediate reports should be followed promptly bv d*"*o' *1n"1 
1"1:1":.-

10)

11) Macleods Pharmaceutiels Ltd would like to have intemittent report every as required dudng the

course of ihe study.

12) Macteods Pharmaceuticals Ltd would like to have all the documents of investigations such as

completed case record forms, completed informed consent' investigation reporb (i-e source

documents)-if any' kial repod _ with signature and stamp of ihe investigator

13) Contents of the repod during the clinical fiial should not be revealed to any other company in lndia or

outside lndia.without written permission from lvlacleods Pharmaceuticals Ltd'

14)ThedataobtainedduringthetrialcouldnotbepublishedbytheprincipalinvestigatorMerein
I\,acleodsPharmaceuticalsLtd.shouldbeac*nowledged.IvlacleodsPharmaceLtticalsLtd.wi|lhavethe

rightto use this research Paper'

15) ln case the Principal lnvestigator fails to recruit the agreed numberof patients wthin the discussed and

agreed limelines then the Principal lnvestigator/Site willonly be eligible for the payment for lhe number

of patients who are enrolled in the study

1 6) Data obtained from the trial should not be used for any other further compaison 6tudies'

17) Undertaking will be taken from each member of investigating team (other than employees of Macleod's

Pharmaceuticals LTD.) expressing total secrecy during & after research vis_a-vis the products

mentioned above

Role and rosPonsibilities ol Macleod's Pharmaceutlcab Ltd

1) The sponsor is responsible for impEmenting and maintaining quality assurance and quality control

systems with written SOPS and training to ensure that trials are conducled and data are generated'

documented (recorded), and repoded ln compliance with the protocol' GCP' and the applicable

regulatory requirement(s)'

z) Th-e sponsor is responsible for securing agreement from all involved parties including Co'lnvestigator'

Hospital etc.

3) The sponsor is responsible to provide appropriately quallfied individuals to carry out the overall

conduct ofthe study, to handle the data' to verify thexata' to conduct the statistical analyses' and to

prepare the trial reports
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4) The sponsor will be responsible for providing insurance to the study subjects and lndemnification to

the entke site and any other services providerwho will be part of the 6tudy.

5) The sponsor witl be responsible br supplying the investigator(syinstitution(s) with ihe investigational

product(s).

6) The sponsor will be responsible fo. monitoring and auditing of the study.

It is hereby aqreed by and between lvlacteod's Pharmaceuticals Ltd, Grapecity Research Solutions LLP,

MGI', Medical Colleqe and hospital and Dr. Anuradha Patil (Principal lnvestigator) to all the terms and

conditions as mentioned in this agreement

MACLEODS

Name: Dr. Ashish Mungantiwar

Designatjon: President -l\Iedical Servicel

Addrcss: Macleods Pharmaceuticals Ltd

G-2, I\,4ahakali caves Road,

Shanti Nagar, Andheri (East),

Mumbai - 400 093.

Sionature
t /_\ \A
l\P _--

Name : Dr. Rajendra Bohra

Designation- Dean

Address: MGM MedicalCollege and

Hospital, N6, Cidco, Aurangabad -

431003, Ivlaharashtra, lndia
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Name : Dr. AnuEdha Patil

Address: MGL Medical College

and Hospital, N-6, Cidco,

Aurangabad - 43'1003,

Ivlahara6htra, lndia

Dr SushilChaudhary

Desiqnation-Dkeclor-

Grapecity Research

Solutions LLP.

Address; Elock no. 2,

Prakesh Housing society,

Thergaon, Pune-411033.

l\Iaharashtra. lndia.
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