
MACLEODS
PHARMACEUTICALS
LIMITED

NACtEOD}
ililililililililililil1il11

CLINICAL TRIAL AGREEMENT

Dabr 21.04.2017

An agreement made in lvlumbai between Macleod's Pharmaceulicals Ltd, (also called the sponsoo G-2,

Mahakali Caves Road, Shanti Nagar, Andheri (East) Mumbai -400093, lndia

AND

I Dr PBshant Darakh ltilBBS, DNB (Urology) Gandhi lvlisslons medical colege & Hospila , N6 Cidco,

A!rangabad, 4310003 (MH), lNDlA.

ANO

crapecily Research Solutions LLP, a legal entity, having its registered ofiice at Block no. 2, Prakash

Housing society, Thergaon, Pune-411033. I\Iaharashtra, lndia. duly represented by Dr Sushil R Chaudhary

hereinaftea referred to as '_ Grapecity Research Solutions LLP .'
AND

Mahatma Gandhi Missions l\,4edical College and Hospital, N-6, Cidco, Aurangabad _ 431003, Maharashtra,

lndia.

Whereas Macleod's Pharmaceuticals Ltd wishes to conduct the following Study with Dr Prashant

Darakh as the Principal lnvestigato.:

l. Titl6: An open label, Prospective, Comparalive, Randomized, Clinical Study evalualing efficacy and

safety of Treatment A (Tamsulosin 0.4 mg lrodified relea6e Capsule) Versus Treatnont B (FDC of

Deflazacort 30 mg Plu6 Tamsulosin 0.4 mg Tablet) in the Patients with ureteral stone.

Protocol No.: CT-203-TaDa(F)-2016

2. The objeclive of the lrial is to compare lhe safety and eflicacy of T.eatment A (Tamsulosin 0.4 mg

Modified release Capsule) Versus Treatmenl B (FDC of Deflazacorl 30 mg PIus Tamsulosin 0.4 mg

Tablet) in patients with ureteral stone. /!.
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No. of Visiis Paymenl (Rs.)

Visit 1 4000/-

Visit 2 4000/-

Visit 3 4000/-
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It is hereby agreed by and between Macleod's Pharmaceuticals Ltd., the Principal lnvestigator,

Mahatrna Gandhi Missions Medical College and Hospital And G.apeclty R6oarch Solutions LLP

1. The site oI lhe tdal would b6 MGM i/edical College and Hospital, N-6, Cidco, Aurangabad - 431003,

Maharashtra,lndia

2. The trialwillbe conducted as perlhe provisjon of'Declaration ofHelsinki'.

3. The P ncipal investigator will be paid a sum of INR 12000 including overhead and Laboraiory

lnvesligation Charces as per actualbillfor patientenrolled and as per lhe visits compleled in the study.

Role and responsibilities of DrPrashant Darakh (Principal lnvestigato4

1) To conduct the above referenced Study as lhs Principal lnvestigator.

2) The Principal invesligator has to complete 20 patienls. The number of palienls can be inc.eased or

decreased by Macleod's Pharmaceuticals Ltd.

3) Th6 recruitment period for the study is one month. The sponsor expects a totalof20 patients from the

site during lhe recruitnent period. Any changes in achieving the target enrolment would have to be

discussed among all the 4 signato es and decisions to be made accordingly.

4) The Principal investigator should b€ aware ol and should comply with, GCP and the applicable Ethics

committee requiremenls.

5) The investigalor/Co - invesligator should b€ available and permit monitoring and auditing by the

6ponsor, and inspection by the appropriato authority

6) The invesiigator along with Co - investigator should ensure lhat all persons assisting with th6 study ar6

adequalely informed about the protocol, the investigational product(s), and their trial-related duties and

functions.

7) The invesligator should conductthe kialin compliance with the protocolagreed to by the sponsorand,

which was given approvaufavorable opinion bythe IEC.

8) The invesligator should not implement any deviation from, or changes of the protocol without

agreement by the sponsor and prior review and documented approvayfavorable opinion from the

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

subjects,

9) The lnvestigalor/Co- lnvestigator is responsible for obtaiiilg and documenting infomed consent, lhe

investigator should comply with the applicable regulatory requkement(s), and should adhere to GCP

and to the ethical principles that have their origin in the Declaration ofHelsinki.
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All sedous adverse events (SAES) should be reporled immodiately to the sponsor excepl for those

SAES that lhe protocol or olher document (e.9., lnvestigato/s Brochure) identifes as not n€€ding

immediate reporting. The immediate reports should be followed promptly by detailed, written reports.

I\racloods Pharmaceuticals Ltd. would like to have intermitient report every as required dufing the

course of lhe study.

IiIACLEOD)

10)

11)

'12) I\racleods Pharmaceuticals Ltd. would like to have all the documents of investigations such as

completed case record form6, completed informed consenl, investigation reports (i.e. source

13)

14)

documenls)-if any, trialrcport - with signature and stamp of the investigalor

Contents of the report during the clinical tial should not be revealed to any other company in tndia or

outside lndia without written permission ftom Macleods Pharmaceuticals Ltd.

The data obtained during the trial could not be published by the principal investigator wherein

Ivacleods Phamaceuticals Ltd. should be acknowledged. lllacloods Pharmaceuticals Ltd. willhavethe

right to use lhis @search paper.

1 5) ln c€se the Principal lnvestigalor fails to recruil lhe agroed number of patients within the d;scussed and

agreed timelines lhen the Principal investigator/Site willonly be eligible for the paymont for lh6 number

of palients who are enrolled in the study.

16) Dala oblained from lhe trialshould not be used for any other furlher compa son sludies.

1, Underlaking willbe taken from each member of investgating team (other than employoes of Macleod's

Pharmaceuticals LTD.) expressing lotal 6ecrccy dudng & afrer research vis-a-vis lhe products

mentioned above.

Role and responsibilities of Macleod's Pharmaceuticals Ltd

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

systems with written SOPS and training to ensure that trials are conducted and data are generated,

documented (recorded), and reported in compliance with lhe protocol, cCP, and the applicable

regulatory requiremenl(s).

2) The sponsor is responsible for securing agreement from ail involved parties including Co-investigator,

Hospitaletc.

The sponsor is responsible to provide appropriately qualified individuals lo carry oul the overall

conduct ofthe study, to handle the data, to verify the data, to conducl lhe 6tatisiical analyses, and to

prepare the lrial reports.

The sponsor will be responsible for providing insurance to the study subjects and lndemnification to

lhe entire site and any other seNices provider who will belart of the study.

The sponsor will be responsible for supplying the investigalo(s)/institution(s) with lhe investigational

product(s).

The sponsor will be responsible for moniloring and auditing of the study.
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It is hercby agreed by and between lvlacleod's Pharmaceuticals Ltd, Grapecity Research Solutions LLP'

MGM lvledical College and hospital and Dr Prashant DaIakh (Principal lnvestigatoo to all the tems and

conditions as mentioned in this agreement

Name: Dr. Ashish Mungantiwa.

Designationi President -luedical Services

Addressi Macleods Pharmaceuticals Lid.

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

Shanti Nagar, Andheri (East),

It'lumbai - 400 093.

[tv]
Signature

Namo: Dr. Rajendra Bohra

Designalion - Dean

Address: I\IGIV l\/edical College and

Hospital, N-6, Cidco, Aurangabad -

431 003, Ivlaharashtra, lndia

Name : Dr Prashant Darakh

Principal lnvestigalor

Address: MGM lledical

College and Hospital, N-6,

Cidco, Aurangabad - 431003,

Maharashtra,lndia

Signature

Dr SushilChaudhary

Designation-Dkector- Glapocity

Research Solutions LLP.

Addressr MGM Medicalcollege

and Hospiial, N-6, Cidco,

Au6ngabad - 431003,

Maharashtra, lndia
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