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$ffi orandum of Understandinq

C&nfidential

Thih Agreement is rnade on t" Ju12016, by and betweeno'GRAPECITY RESEARCH

SOLUTIoNS LLp; a company registered under company a9t^!!s!javing 1!1offi5-.1t
F;&;h;;;;s socrety, Block no. "GRAPECITY RESEARCH solurloNs LLP"t2'
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Thergaon Pune-411C33, Maharashtra, lNDlA. referred as a party- A(here in after

referred to as the "GRAPECITY RE

S EARCH ")
And

MAHATMA GANDHI MlssloN's, MEDICAL COLLEGE & HOSPITAL (MGM

HOSPITAL), N-6 CIDCO, Aurangabad-431003,Maharashtra, lndia referred as a party -
B(here in after referred to as the "lnstitution")

The two parties, in a sprrit of business cooperation, agree to sign this contract and

pledge to fulfill conscientiously all the obligations stipulated in it'

NOW, THEREFORI, in consideration of the promises and mutual covenants herein

contained and for otiier- good and valuable consideration, the receipt and sufficiency of

which are hereby ackrrorirledged, it is mutually covenanted and agreed by and between

the parties hereto as tollows

MGM College & Hospiial Aurangabad appoints "GRAPECITY RESEARCH

SOLUTIONS LLp,' as a Site management organization for period of 03 years w.e.f

1=tJul 2016 to 1't Jui 2019.

ObIiqAtiONS Of ..GRAPECITY RESEARCH SOLUTIONS LLP CIiNiCAI RESEATCh

Services:

..GRAPECITY RESEARCH SOLUTIONS LLP" iS A CI|NiCAI RESEATCh OTgANiZAtiONS ANd

Site Management Organization based in Pune providing end to end clinical research

services to the SponJcrs, pharmaceutical and Biopharmaceutical industry, lnstitutions

and offers a compleie range of Clinical Research in all therapeutic areas. We expertise

in Site Management Activiies,Project Management, Medical Writing, Monitoring, Safety

Reporting, RLgulatory services, Potential Site Selection, Faster Patient Recruitment,

euality c6mpliJnce& il,4aintenance, and Clinical Research Expertise in lndia.
,,GRApEClTy RESIi\RCH" is desirous of working with lnstitution for the purpose of

conducting lcH-GCP corrplaint phase l-lV clinicai trials for new drug & treatment

,,GRApEClTy RESEARCH" shall play vital role in getting clinical trials to the hospital /

institution from the sponsors and CROs and execute them in institution.

,,GRApEClTy RESE/\RCH" will manage study operations and Study services as

directed by Study protocol for the duration of the clinical trial'
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"GRAPECITY RESE-i\i1CH" will appoint Project Manager (PM)who will be responsible

to co-ordinate and over-see the progress and management of CRC activities & trial'

ensure data quality. resolve screening, enrollment or general issue if any, follow up on

post -monitoring actir:n elements ano study training as per needs and frequent

discussion with inves:lrcator & Sponsor/CRO on trial progress'

,,GRApEClTy RESE ARCH" will appoint Quality check Experts (QC Experts) who will

be responsible to errsure adherence to the protogol, regulatory requirements record

keeping and retentton. Study co-ordination, project management and quality

management will be {-lone by "GRAPECITY RESEARCH"' Study personnel' CRC' PM'

QC Experts will assist Pl and the lntuitions in all trial related activities'

,,GRApEClry RES[_ARCH" will bear all the administrative cost related to the various

activities undertakel by pM, QM or any other staff placed by "GRAPECITY

RESEARCH" which inclucles telecommunication, travel cost, training cost at various

centers across lndia 'or abroad'

,,GRApEClTy RESt ARCH" will be conducting /managing all trial(Trials come from

,,GRApEClTy Ri:Str\rtCg SOLUTIONS LLP) at the lnstitution during the tenure of this

agreement. This agroonlent will last for 03 (Three) year and can be renewed further on

mutual agreemertt.

RESEARCH SOI_U'IIONS LLP:

1. Helping stuiy coordinator provided by MGM Hospital Management' for

Performing all ihe activities in strict adherence to the lcH-GCP guidelines'

ScheduleYin,JianGCPandregulatoryrequirement.
2. Helping stur-iy coordinator provided by MGM Hospital Management for

Preparati<)n tor Site selection visit and site lnitiation Visit (slv)

3. Helping sturl,y coordinator provided by MGM Hospital Management' for

Communicatit,,i',&FollowupwithlRB/lECsubmissionandApproval
4. Helping sl.u,-i! coordinator provided by MGM Hospital Management' for Accurate

andcompjeltrjccumentationofrelevantECdocumentation
5. Helping :;ti;riy cc,ordinator provided by MGM Hospital Management' for

Reg ur lator y llt;cl mr:nis Collection
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B. Helping study coordinator provided by MGM Hospital Management, for

Preparation for Site Monitoring lnitiation Visit (SMV) and resolving all action items

generated during previous
g. Helping study coordinator provided by MGM Hospital Management, for Conduct

study according to lnternational Conference of Harmonization (lCH) E6 and

lndian Good Clinical Practice (GCP) regulation

l0.Helping study coordinator provided by MGM Hospital Management, for Assisting

Principal lnvestigator in administrating ICF and its procedures

11. Helping study coordinator provided by MGM Hospital Management, for Ensure

protocol &applicable reg u latory guidelines compliance and ad herence

l2.Helping study coordinator provided by MGM Hospital Management, for Patients

pre-screening, screening enrollment and recruitment
'13. Helping study coordinator provided by MGM Hospital Management, for Preparing

source notes and CRF filling

14. Helping study coordinator provided by MGM Hospital Management, for

Communication with CRA/ Project Manager, Pl, IRB/lEC, site for study updates
,15. Helping study coordinator provided by MGM Hospital Management, for

Coordinate and schedule subject's r-egular follow up visits and procedures,

maintain regular telephonic contact with patients to preventing lost to follow-up

and missed visits.
'16. Helping study coordinator provided by MGM Hospital Management, for Managing

clinical trial materials(CTM) maintenance, Accountability, distribution and logistics

at site

17. Helping study coordinator provided by MGM Hospital Management, for

Coordinate all site specific queries-medical, administrative, subject

reimbursements and other

18. Helping study coordinator provided by MGM Hospital Management, for Reporting

and coordinating all AE/SAEs according to their timelines as per regulatory

norm9

lg.Helping study coordinator provided by MGM Hospital Management, for Filling up

and maintaining trial related logs likes source documentation, drug dispensing

logs, subject log, visit logs, lnvestigational product log, temperature log, logistics

log, SAE and EC communication log
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20. Helping study coordinator provided by MGM Hospital Management, for

Documentation of protocol deviation as appropriate and communicate any

impacting subject safety to the ethics committee

21. Helping study coordinator provided by MGM Hospital Management' for

Coordinate with central and local lab for logistics and sample flow

22. Helping study coordinator provided by MGM Hospital Management' for Attend

study related meeting as appropriate

23. Helping study coordinator provided by MGM Hospital Management, for Preparing

sites for Monitoring / Auditing visits coordinate close out visit and Archival at site

24. Helping study coordinator provided by MGM Hospital Management' for Any other

required activities during the trials'

25. Helping study coordinator provided by MGM Hospital Management' for

ldentification of potential database from different therapeutic area of Pls

26. Helping study coordinator provided by MGM Hospital Management' for

communication with lnvestigators/ Hospitals and conduct protocol specific

feasibilitY

27. Helping study coordinator provided by MGM Hospital Management' for other

duties as requested by "GRAPECITY RESEARCH" Management

28.For carrying out the above mentioned activities the project manager of

,,GRApEClTy RESEARCH" will be available at MGM Hospital Management for

helping and/or assisting the Principal lnvestigator and Research Team as and

when required and/or before DCGI audit or inspection.

B. lnstitution Permits

1. lnstitution will give the space and required facilities . to appointed

cRC&,,GRApEClTy RESEARCH" in order to perform clinical trials activities

under resPected Pl.

2. lnstitution will allow ,,GRAPECITY RESEARCH" and Sponsors of clinical trials to

access the facility to verify source documents'

3. lnstitution will allow "GRAPECITY RESEARCH" to brlng Sponsors of clinical

i;i;i; i;;eet with strE representatives at a mutualty convenient time.

4. lnstitution permit all Clinical Trials (The trial which comes for "GRAPECITY

RESEARCit"; *ill exclusively manage by "GRAPECITY RESEARCH" only'
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C. Term of Agreement

The term of this Agreement shall be for a period of 03 year commencing on the effective

ou['iidlr12016. However, this Agreemeni shall be reviewed annually by both parties'

D. RelationshiP of the Parties

1. Hospital and ,,GRApEClTy RESEARCH SOLUTIONS LLP" are independent

parlies. Both parties agree that their relationship is that of an independent

contractor and not employer and employee'

2. Neither party shall have express or implied rights nor authority to assume or

create 
"ny 

oUtigrtion or responsibility on behalf ol 9t in the name of the other

prrty by r.uron-ot this Agreement, except as provide in.,lltis Agreement. r ,, : -,,..-.-. .,:,1

E. GCP, ICH and CFR ComPliance

rnstitution agrees to compry with arr requirements of Good clinical Practices (GCP),

lnternational Conference of Harmonizaiion (lCH) and Code of Federal Regulations

(cFR) and any and all future regulations, requirements and writing promulgated there

under.

r !t, :iiri'1r1 :l
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F. ConfidentialitY
1. The parties hereto recognize and agree that due to the complex and competitive

nature of the business, the confidentiari"ty of information concerning both parties is. of

critical importance. Either party shall not, either during or after the term of this

Agreement, discrose to any third-party any confidentiar information and all information or

information rerative to the work or the business of either party without the written

consent of elther prn, i'GRAPECITY RESEARCH SOLUTIONS LLP" agrees that it

sha, not during, or at any time after the termination of this Agreement, directly or

indirectly disclose o|. uru any information for any reason whatsoever' without the prior

yrrrtten consent of SITE.

2 tnstitution shall not disclose to any third partyir.ny a1d gtl 1{grmation 
about new

StUdiCS TECE|VEd fTOM 
..GRAPECITY RESEARCH SOLUTIONS LLP"

G. lndemnification

lnstitution shall indemnify and hold harmless "GRAPECITY RESEARCH SOLUTIONS

LLP" against any and all losses, claims, liabilities, damages and expenses of any

nature, directly or indirectly arising out of any act or omission by lnstitution' its agents'

directors o,. "*pioy*...;cnnprLtry 
RESEARCH S.LUTIoNS LLP" shall indemnify

and hold harmless hospital against any and all losses, claims, Iiabilities' damages and

expenses of any natuie, directly oi inoir".tly arising out of any act or omission by

GRA,ECIT' RESEARCH SOLUTIONS LLP"; its agents, directors' or employees' ln no

event wiil either party be required to indemnify or trotd trarmress the other for the other's

negligence or gross negligence'

H. ComPensation and Agreement

1. The lnstitution, Principal lnvestigator, "GRAPECITY RESEARCH" and Sponsor

and/orCRowillenterintoa"quadripartite(Pl,lnstitute'sponsor/CRo&
Grapecity research solution LLP) clini'cal trial agreement before/at the time of

placement of each trial at the Institution'

2. AII feasibilities and payments shall be routed through "GRAPECITY RESEARCH

SoLUTIoNSLLP,,anopricingwhilebiddingforttre-trialsshallbediscussed
mutually and final .orr"rponJ""n." with the S[onsor/CRO also would be handled

by ,,GRAPECITY nrsrnncu soluTloN's LLP along with lnstitution for

smooth and hassle-free finalization of clinical Trial Agreements'

3. Getting payment from sponsoi unO giving to^lnstitutioh and /or lnvestigator is the

responsibirliy oi;,onnpicrry RESEARCH SOLUTIONS LLP'

4. All paymert'*ill come to "GRAPECITY RESEARCH" by the sponsors/cRo and
Page 7 of
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..GRAPECITYRESEARCHSoLUTloNSLLPClinicalResearchServiceswillbe

5 ffiHfiiXl 
t;'4,',"11X{:Xff}'Jjil"tifi,rnstitution on the basis or runds

received from 
-the 

sponsor/cnE- on actuar *oix 
-i.". 

number of subject

6 ff *nt;i "JiT"Hn:r;,T3" shar be arter deduction or a' taxes under

aPPlicable laws'

7. An invoice wi* be requested from the hospitar for study naymelt^ and at Study

rerated p"y*uniJ*itt ne oone t" rrrcrr,, rrrrloi.rr co,ege aHospital Aurangabad' in

a period of 15 working duv: ?.Y 
ieceiving ttre-paymJnt from ihe sponsor/CRo.

B. tn case any payment is received fv;cnxpt-alrj nEsinncH" under this MOU

from sponrorfr*.5' ih;.;[hin"1"s' wirking o'v''iGiieceipt of such payment

,,GRApEClTy RESEARCH" sr,ait-immedia-tely i"'iit l.,u 
-same 

to MGM Medical

College&HospitalAyrano3.blo'i.CaSeitany_.paymentismadebeyondthe
stipulated period of 15 Y:'fild"tto!ryEcjriHisrRRcu" 

will be liable to

remit the same along with an,inGrest of 24o/o p$ month'

e, 'llffi fff,,1jjru,';lililil' ;; iI ff.fr J"'1311 *o' E c, ry R E s EAR c H

. ;:HJl:*:"ttt;iljjl3,r,ln:ipl^, rnvestisator from "GRAPECTTY

: F:;h=ffi'['?:Hl'r"J.:#''*u#o*.* soluroNs LLP crinicar

. F:n::i tt""1ffit:'3'uJ"'o't'r,l'?:^:-?:lsor/cRo 
and/or "GRAPECTTY i

RESEAR.H,for grrntr"titi"'Lab investigril;t, Hospitalization etc' will go

to "MGM Hospital Nlnug"'ent" and :1T" 
wili not be shared'

\No\e. \\ grants ,""",u"'Jur. *or" ttran irre ai p"' actual then it will be

shared in the ratio of iS it"to Grapec,r, *lt"'rch so\u\tonsLLP &610(\

to MGM HosPital management)'

. Additional paym"nt to]nrtitute as lnstitute overhead charges" 20"h (of

the investigator erag;i''ii'prouia"a iv ttre sponsor/cRo) shall be

Paid to the HosPital/lnstitute'
dlfsponsorprovidesomeinstrumentorpaychequeforinstrument

purchase for clinical ,";";;;h ;,", th"n ii'r,1,1ii ?iiiill?ined/ 
returned

back to the sponso, ,ici.iect comptetion.oR lf Grapecity Research

purchases any instru*-"ni, to, clinical tria-t use, that will be maintained &

remained with Grapecity Research only'

oArchivalofthestudydotumentsisresponsibilityofHospital/lnstitute&
sf'.roufJ maintain for specific period as per Sponsors policy' 
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. lf coordinator charges are borne by sponsor in such cases grant will go to
,,MGM Hospital Management" as the payment to coordinators is already

the responsibility of "MGM Hospital Management"

(Note: study budget sharing will be revised after one year mutually agreed by both

party)

J. Permission to use Personal Information or statement:
For good consideration, the undersigned authorizes SMQ and.'itl,s'assigns to use'". '.*i:r':ri'-''j:':

publilh or reprint in whoie or part any basic information about my identity, practice, and

participation in clinical research including any specific details of my clinical research that

do not conflict with a previously contracted privacy agreement.

The two parties shall consult with each other and mediate any disputes which may arise

about the contract. lf all attempts fail, the two parties can appeal to the organization of

arbitration in judicial court of Aurangabad, MH, lndia'

&Hospital Aurangabad

-l ..{u

I. Termination of Agreement:
1. This Agreement shall be terminated by
prior written notice by either party after the

MGM Medical College

1) Signature:

Name:- Dr. Pravin R. SurYawanshi
Title: - Dy. Dean
MGM Medical College and HosPital,

mutual agreement by giving Sixty (60) days

completion of anY ongoing trials.

Aean

$frt%ediraf Coffege,

furonga6a[.

lndia

2)

Name:-Dr. rajendra Bohra
Title: - Dean
MGM Medical College and HosPital,

N-6 CIDCO, Aurangabad-431 003Maharashtra,
Date:_.. ? l\61

tF''l\r/1

'*,,.?.fl]{,,,,,1''r .. !,

Si$nature'. _

N-6 CIDCO, Aurangabad-431 003Maharashtra, lndia

Date: _ + \101
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3) Signature:

Name:-Dr. DeePak Bhosle
Title:- Professor & Head Department of Pharmacology
MGM Medical College and HosPital,
N-6 CIDCO, Aurangabad-431 003Maharashtra, lndia

Date: - +lto)z-<n6

..GRAPECITY RESEARCH SOLUTIONS LLP

,', *l-
1) Signature:

Name: - Dr. Sushil ChaudharY
Title: -Founder & Director,
..GRAPECITY RESEARCH SOLUTIONS LLP"D/2, PRAKASH HSG SOCIETY,

NEAR KALEWADI FATA THERGAON, PUNE41 1033,

Maharashtra, INDIA

Date: - ]ltLiUtL
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