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CLINICAL TRIAL SERVICE AGREEMENT

This Clinical Trial Service Agreement l"Agreemend'] is made on this 14th day of iuly 2017

Betw€en

Glenmark Pharmaceuticals Limited, a company incorporated under the laws of India having its
registered office at B/2 Mahalaxmi Chambers,22, Bhulabhai Desai Road, Mumbai- 400 026,India and its
corporate olfice at Glenmark House, B. D. Sawant Marg, Chakala, Andheri (E), Mumbai 400099, India

lhereinafter referred to as "Glenmark" which expression shal] unless repugnant to the context or
meaning thereof shall be deemed to mean and include irs successors and permitted assigns) ofthe FIRST
PART;

Mahatma Gandhi Missions Medical collage and Hospital an institution incorporated under the laws of
India having its registered office at N-6, CIDCO, Aurangabad-43'1003, Maharashtra, india (hereinafter
reierred lo as the "Institution" which expression shall unless repugnant to the contexl or meaning
thereof shall be deemed to mean and include its successors and permitted assigns) ofthe SECOND PART;

Dr. Deepak thosale, aged around 41 years, Indian, residing at Flat No 201, Regency Royal, surana Nagar,
Aurangabad'431003, Maharashtra, India (hereinafter referred ro as the "Investigator" which expression
shall unless repugnant to the context or meaning rhereoishall be deemed lo mean and include his heirs
and legal representatives) ofthe THIRD PART.

Grapecity research Solution LLp., a firm having address at Prakash Housing Society, Block No 2,

Thergaon , Pune, Maharashrra, India [herejnafter referred to as the "SMO " which expression shall unless
repugnant lo the context or meaning thereof shall be deemed !o mean and include his heirs and legal
representatives) of rhe FOURTH PART.

"Glenmark", "lnstitution", "SMO" and Invesrigator" are hereinafter cotlectively referred to as the "Parties"
and severally as a "Parry".

WHEREAS:

Gtenmark is interalia engaged in the business ofdiscovery, developmenl manufacturing, distribuiion and
sales oipharmaceutical products,

The Institution is a private and is i,leralio €ngaged in in carrying outclinical trialsjj

The Investigator is engaged in carrying out clinical r€search/studies/trialsi

The SMO is a site
trialj

management organization engaged in carrying oul various activities during a clinical

Glenmark has approached the Institution and the Investigalor to provide the Services in accordance with
the provisions herein belowwhich the InstitutioD and the Investigator are willing to provide on the terms
and subreftto rhe conditioEs olthis Agreemenli

Pursuanr to the aforesaid, the Pafties are desirous to spell out the terms and conditions in writing io give

eileci to the afor€said unders!anding.
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IN CONSIDIRATION OF THE PAYMENTS AND MUTUAL PROMISES AND COVENANTS CONTAINED
HEREIN AND WITH THE INTENT TO AE LEGALLY AOUND HEREBY, THI PARTIIS HIREBYAGREE AS
IoLLOWS:

'1, GENIRAL DEIINITIONS & INTERPRETATION

In this Agreement thc following capitalised terms shall, unless the context requires otherwise, have the
tollowing meaDings:

1.1. 'Adverse Event' means any unloward medical occurrence in a patient or clinrcal investigation
Subject administered a pharmaceutical product and which does not necessarily hav€ a causal
relationship with this treahent. An Adverse Event (AE) can thereibre be any unfavourable and
unintcnded sign [inc]uding an abnormal laboratory finding), symptom or disease temporarily
associated with the use oi a medicinal [investigational] product, whether or not related lo the
medicinal (investigationall Product:

1.2. "Commencement Date" means lhe dal€ on $,hich rhe Investigator commences ils activities in
accordance wilh this Agreement:

1.3. 'Confidential Information" means the proprietary and/or confidential information of any Party,
howsoever disclosed, which relates to rhe subject matt€r of this Agreemenr including without
limilation technical information, business information, iniormation relating to the conduct oi the
Trial, the Subjects of the Trial, Trial Material, Know'How, methodology, trade secrels, results,
proccsses, sequ€nces, structure and organization ofthe Trial, the I'rotocol, th. l rial Materials and
informalion r€lating to lhe Investigational Products etc. and information includcd within this
definition by virtue ofSections 10 and 13;

1.4. 'Consent Form" means the patient iniormation sheet & consent iorm required to be voluntarily
complct€d by cvery Subject/Patient participating in the Trial [and/or a re]ative or Iegal guardian of
the Subject or any other person or authorily required by law ar each Silel after having been
informed of all aspects ol the Trial. The Consent Form shall be approved by Glenmark and Ethics
Comnrittee prior !o use at the Sitej

1.5. "Co-investigator' or more resident doctors / consultants with the lnstitution
appointed by the Investigator at each Site as per the provisions oflaw and approved by Glenmark;
who will lead, co-ordinate and run the Trial at the Site:

1.6. "CRF' means a printed, optical, or eleclronic document dcsigDed to record all of the Protocol
required inlormation to be reported to Glenmarkon each Trial Subjecl/Patienti

1.7. "fligible Subject' means a person who meets all the eligibility criteria as se! out iD the Protocol for
enrolmenl ofa subjecl/patient into the Trial at the time olselection;

1.8. "Ethics Committee" nreans the ethics commiitee/independent revie!v board constituted according
to GCP and locallar,s and regulations aDd having authority over the conducrofany clinical Trialat
the Site and that is ultimately responsible for approving rhc conduct of ihe Trial and associated
Protocoll

1.9. "GCP" means a standard for th€ design, conduct, performance, monitoring, auditing, recording
analyses, and reporting of clinical trials that provides assurance that the data and reported results
are credible and accurate, and that the rights, intcgrity, and confidentiality oi trial subj€cts ar€

1.10. "lCH' means the International Conferencc on I{armonisation. The Harmonised Tripartit. Cuideline
lor Good Clinical Practice (CPMP/lCH/135/95) specines the unified slandards to facilitate the
mutualacceptance ofclinicaldata bythe regulalory authorilics ofEurope, Japan and NorthAmerica
together with such other good clinical practice requirements as ar€ spccilied in Direclive
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2001/20/EC and Directive 2005/28lEC or the Codc of Federal Regutations relaring ro medicinal
products lbr human use and as may otherwise be appticable in the territory where the Site is
lo, rl, d'

1.11. 'Ineligible Subject" means a pcrson who does not meet the ctigibitiq/ criteria as ser out in rhe
Protocol for enrolmenrofa subj€ct inro the rrialj

1.12. "Inspection[s)' means the act by a Regu]atory Authorty of conducting an ofUcial review of
documents, facilities, records, and any other resources rhat are dcemed by the aurhority[ies) ro be
rclat€d to the clinicai Trial and that may be located ar rhe Site of the Trial, at clenmark,s faciliries,
or al other establishments deemed appropdate by the RcgulatoryAuthority[ies]j

1.13. 'lnvestigational Product' means a pharmaceuticat form of an active ingredienr or ptacebo b eing
iested or used as a reference in a clinical rnal, rrrciuding a product with a marketing aurhorisation
wh€n used or assemb)ed (formulated or packaged) in a way different from rhe approved fonn, or
wh€n used for an unapproved indicarioD, or $,hen uscd !o gain further iniormation about an
approved use;

1.14. "lnvestigator" shall have the same meaning as assign€d herein above and who sha be responsible
for the conduct of rhe clinical Trial at a rrial Sire;

1.15. 'Intellectual Property Rights' means all intc €ctuai properB/ rights throughout rhe wortd lbothpresent and luturel including without Iimitation copyrights, trademarks, designs, patenrs,
darabase righls, Know,How and all other rights or iornrs of protection ofa similar nature or having
equivalent or the simiiar effect to any of them lvhich may subsist an}',vrhere in the world, whethcr
or not any ol thorn are regisrered and jncluding applications for registration ofany of ihem for rheir
entire tcrm and anyapplicable extensions;

1.16. "Know-How' means all rechnical and other informarion i,vhich is not in thc pubtic domain
including but not limitcd ro information comprising or retaring to concepts, .liscoveries, data,
dcsigns, formulae, ideas, invenrions, methods, modets, procedures, designs for experimenrs and
tests and results of experimentarion and testjng, processes, specificarions and techniqucs,
laborarory records, clinical data, manufacruring data and intormation containcd in submissions to
Regu iatory ALr th oritiesj

1.17. "Protocol" means the documcnt that describcs the objecrivc(s), design, mcrhodology, sraristical
considerations, and organization of the Trial as more 5pecifica y Iard down rn Arnexure t hereto
and shall include amendments (written description of a changestsl to or a format claritication ofa
Prolocol) made by Clenmark at its sole discretion from timc to time:

1.18. 'Regulatory Authority' means any governmenral or regularory authority respoDsibtc for granting
health approval, clinical trial authorisarions and licences, imporr and/or cxport jicences or any
olher relevant approval, permission or licence necessary for the conduct of a trial and thosc thar
conduct Inspections of sponsors, contract research organisarions, Sites/tnstitutrcns/tnvestisarors

1.19. "SAE" means any untoward nedical occurrence that at any dose that: resutts in death, is tife
threatcning [actual or hypothetica]), rcquires inpatienrrhospiralisarioD or prolongarion of existing
hospitalisation, results in persistent or signiticant disabiliry/incapaciq,, is a congenital
anomaly/birth defecr, is a medically s ign ificant evenr,

1.20. 'Services" means and includes rhe scrvices to be pertormed accordiDs ro the terms ot rhis
Agreement aDd the Protocol by the Invesrigaror drrectly or rhrough thr lnstrunon, Co-investigator
etc. and conduct and performance of the lrial pursuant to ICH ccp and as rnore fully outtined in
Ann€xure 2 hcrcroj

1.21.'Site"meansthelocation(s)whereTrialrelatedactiviticsareactualyconducted;
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1-22. 'Site tile' means the lilc maintained by lnvesrigator at each Site and the fite maintained in house
by Glenmark containing the documentarion specified in Section I of tCH 6Cp or as may othcrwrse
be required byany other local rules, laws, regulations, dirccrives orguidancc;

1.23. 'Subject'means a person who is enrolled in the Trial as an Eljgible Subject and a recipient of the
Investigalional Productj

1.24. 'Termination Date" means !he dare when the Parries have pcrtormed rheir respecrive obtigations
undcr lhe Agreement or il terminatcd carlier in accordance with the terms and coDdirions ot rhis
Agreement, then such earlier datcj

1.25. "Trial/Study" means any investigation in human subjects intended to discover or veriiy rhc
clinical, pharmacological and/or other pharmacodynamic efiects oi an invesrigationat product[s],
and/or to identiSr any adverse reactions ro an investigarionat product[s), and/or ro srudy
absorption, distribution, metabolism, and excretion ofan investigationat product(s) with the object
ofasccftaining its safety and/or cificacy. The renns Triat and Study are synonymousl

1.26. 'Trial Materials" means thc Invesrigarional producr, ihe I,rotocol, case report forms, Consenr
Forms, placebos, trial aids, and any othcr material that is used in, or ar,scs out oi the conduct ofrhc
Trialj

1.27. Headings used or menrioned in this Asreement are ior convenience only and do not affcct the
interpretation of the sections;

1.28. In this Agreem.nt unless thc contexr requires otherwise:

1.28.1 words importing the singular include the plurat and vice versa and reference to one gcnder
includes all genders;

1.28.2. reference to any individual or person includes a corporation, partnership, joinr venture,
association, authority, siate orgovernment and vice versaj

1.2B-3. any phrasc introduced or preceded by the terms 'inctudc', ,,inctuding, aDd ',in particutar,' or
any sinlilar expression shall b€ construed as illustrarive and shall not tinril the sense of the
words preceding these terms unless preceded by the term , explicitty ,.

1.29. Rccitals and Annexures hereto constitute aD nrtegrat part ofthis AgreemeDt.

2. TERM

2.1- 'lhis Agreemcnt shall come into force on rhe Commencemenr Dare and shalt remain vatid until the
Terminalion Date.

3, GENERAL OBLIGATIONS OT THE INSTITUTION & INVESTICATOR

3.1. The Institution and the Inv€stigator her€by represeDts and warrants that it has rhe exp.rtise,
facilities and al1 appropriate registrations, licenses, permits and authorisations necessary to provide
the SeNices and more parricularly ro conducr rhe Services ro the highesr oi the proiessional
Standards menlioned Annexure: and in accordance wirh rhis Agreement.

3.2. lhroughoui the Term the Ins!itution and the Investigarolshall:

3.2.1. provide the Services as per the terms olrhis Agreement and as more fulty ourlined in Annsxrrle
? hereto;

3.2.2. appoint appropriate and prolessionally trained, experienced and qualified personnet at thejr
sole responsibility, risk and cost to perform the Services uDderthis Aereementi

3.2.3. use all reasonable endeavours to ensur€ the smooth running oithe Services at all nme\ a\ per
the Standards mentioned in Annexure 3 and Timelines mentioned in Annexure 4:
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3.2.4. will ensure that all employces/srudy team periorm the Services in accordance with the terms
of this Agreemenl and the Standards mentioned in Annexure 3 and l imclines mentione.l in
Annexure 4:

3.2.5. provide the data rcquired by clenmark pursuanr to and in furrherance oithe Servrcesj

3.3. 'lhe lnstitutloD and rhe Invostigator wi at a times permit Gtenmark and/or its nominees to
conducr monitoring/audir at such intervals as requircd by 0lenmark of all Servjces provided by the
Institution and the Investigaror Lrnder this Agreement including all records and documents relating
to the Services, and any equipmenr or matcrials supplied and/or maintain€d by the Instirurion and
the Investigator in connection therewith and the Insrilution and rhe tnvestigator wil provide such
assistance as reasonably requested by clenmark in connecrion thercwith.

3.4. The Institution and thc Invesrigator will immediatcly nori67 CleDrnark ot aDy notified jnspectioDs
affecting orpotentially affecting rhe Services provided ro Glenmark.

4. GENERALRESPONSIBILITIf,S

4.1- Glcnmark shall assist and support the Institution and rhe tnvestigator in its performance of the
Services as more particularly laid down in Annexure 2 hereto.

4.2. The Parties understand and agree rhat the Investigator may trom time ro time appoint the SMO to
assisthim in carryingoufthe Seruices (or any part rhereoo.

5, GENERAL OBLIGATIONS OF THf, PARTIES

5.1. Patics understand, acknowledge and agree rhat they wilt work rogether and co-operate wirh rhe
othcr in order to comply, as closely as possible, wirh the estimated t.riai timeline annexed hereto as
Annexure 4.

5.2. Parties further understand, acknowledge and agree that prior to or at any time during the course ot
lhe Trial, Glenmark may amend orvary the Serv,ces and/orthe protocol. Insuchanevenr:

5.2.1. The Investigator will co-operate with Glenmark ro promptty incorporate and act upon such
amendtnents in its performance of the Services going forward inctuding undertaking turther
Sile monitoring and audits, training of personnel at each Site, seeking approvals ro rhe
amendments as appropriate lrom the Ethics Commifteesj

5.2.2. Parties will neSotiate in good faith any amendmcnts do modifications in prjce and paymenr in
Annexure 5. if applicable and required having regard ro rhe impact of the changes jn light of
the previous scope olServices and thc protocol.

5.3. Should there be any inconsistency berween the Irrotocol and the other terms of this Agreement, the
terms ofthe Protocolshallprevail to the exrent oisuch inconsisr.ncy.

6. PAYMENT

6.1.In consideration of the performance ofthe Services by lhe Institution and the Invesrigaror pursuanr
to this Agreement, the Institution and Investigator have requested Glenmarkto make the payments to
the SMO, and Gl€nmark has agreed to make payments to the SMO as per Annexure S hereto. The
SM0 shall submit to Glenmark for payment, pursuant to the following terms, an invoice for those
sums idenlilied in Annexure 5 when ihe relevanr event or rime period serout in &uexure4 occurs.

6.2. GIenma rk will pay the S M O all sums properly invoiced in acco rdance with Section 6.1 and Annexure
5 within 30 days ofreceipt ofsuch invoice.
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6.3. Clenmark may suspend paymenr of an invoice ifir raises a bona fide dispute as to the accuracy ofany
invoicc submirted by the SMO. If the dispute cannor be resolved berweon the parties it vL,iil be
referred to arbilration in accordance with Section 17.2.

7. INDf,MNIFICATION

7.1- The Institution and the Investigator hereby jointly and severally undertakes ro indemnjty, deiend
and hold Clenmark, its successors and assjgns, its officers, directors, employees harmless agents
against all losses, damages, costs, expenses and other liabilities, including reasonabte attorn€y,s tccs
and court costs, incurred by it on its own account or any third party ctaim, action or procceding to
which Glenmark may be subjcct which arises out ofor results from or may be payabte by virtu. of:

7.1.1. any failure ofthe lnsritution, Investigator, irs atfilia!es, contractors or agents, Co-lnvestigator,
to perform the Trial in accordance wirh the Protocol, ICH GCp, locat regulatory requiremeDts;

7.1.2. improper or negligent administration or use of thc Investigarionat product during rhe course
ofthe Trial j and/or

7.1.3. any breach ofSection 10 and/or 13 or other rerms ofthis asreementr and/or

7.1.4. any negligence, misconduct, malpractice, marerial d€viation, breach or non compliance of any
provisions of thjs Agreement by the Insrirution and/or rhe Invesrigator, its afiiliares,
contracrors or agents, co-lnvestigaror, the projecr manag€r and rhe sM0j and/or

7.1.5. due to infringement of rhe Intellecruat Prop€rty Rights of Glenmark or a breach of any
warranty, representation, covenant or obligation.

7.2. Notwithstanding the above, Glenmark shall assume no liability tor any case in which writren
informed consenl and an authorization regardiDg personal data in accordance wth appticabte 1aw
was not given by the patient involved Protocol amendments [if any] were nor approved by the
RegulatoryAuthority.

7.3. Clenmark hereby undertakes to indemnily Instirution, Invesrigator, its affiliates, contracrors, agenrs
or the Colnvcstigator against all Iosses, damag€s, costs, expenses and orher liabilities, inctuding
reasonable attorney's fees and courrcosts, arising out of, or in con.ecrjon with, any injuryto a person
[including death) arising solely from the Investigariona] product due to negligence of Gienmark,
except to lhe extent the same is caused by the negligence, misconduct, malpractice or breach or non-
compliance by the Institution and/or the Invesrigator Co-tnvestigator or its officers, directors,
employe€s or agents ofthe terms oi the Prorocol, the terms ot !his Agreement or any applicable laws,
regulalions, guidelines and generally accepted standards.

7.4. Any Party hereto s€eking indemnification ior irself or on behalt of those orher parries specified
hereunder ("lndemnified Party'l shall notity the other party ['.hdemnifying party.] in writing
reasonably promptly after the assertion against the Indemniiied Party of any ctaim under rhe
indemnity or allegation by a third party in respect of wh&h the Indcmnified party intends ro base a
claim lor indemnification hereunder ("Claim"), but the failure or delay so to noriS7 the Indcrnnifying
Party shall nol relievc !he jndemnii,ing Pafty of any obligabon or Iiability that ir may have to rhe
Indemnified ParB, except to lhe exlent that the Indemnifying Party demonstrates that its abiliq/ ro
dcfend orresolve such Claim is adversely aficcred bysuch unreasonable delay or failure.

7.5. The Indemniiying Party shall have the right, upon written notice g'ven to the Indemnified party
within thirty (30) days after receipt ofthe notice from rhe Ind€mnified parry ofany Ctajm to assume
the delence or handling oi such Claim, at the Indemnifying Parq7's sote expense, in which case rhe
provisions ofSeciion 7.6 below shallgovern.
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7.6.'lhe Indrmnitying Parq/ shall seloct exremat legat counsel reasonably proficient and experiencod
rvirhin the field of the dispure giving rise ro rhe clarm in connection wlth conducting the defence or
handling of such Claim, and the lndemnirying party sha keep rhe In.temnified pirty reasonabiy
apprised of the starus of such Claim l.he Indemnirying parry sha not, without the prior written
consentolthelndemnified parv, agrceto asettlementoranvctaim which Ieads to riab ty o r creates
any financial or orher obligation on rhe parr ofthe rndemnjned parry tor which the tndem;ified parq?
is nol enlitled to full indemnification hereunder. ,Ihe Indemnitied party shall fully cooperate with the
Indemnii,ing Parry and shalt be entitled to appoint i!s own counsel to observe a;d reporr on but nor
participalc in thc Claim at its own expense. Notwithstanding thc foregoiDg, jn rhe evcnt the
IndemniRing ParB, fails to conduc! the defence or handting of a;y Claim ii goJa fairl afrer fra"tng
assumed such defence or handtin& rhen rhe provisions ofsection 7.8 below shiltgovern.

7.7. If the Indemniq/ing Par57 docs not give writen notice to the lndemDiiied party, wthjn rhirry [30)
days aftcr receipt ofthe notice irom rhe Indemnified party of any Claim, ofthe ;demnit.ing parry,;
election !o assume the defence or handting of such CIaim, ih€ p;ovisions of Section 7.8 below shatl

7.8. Subject to Sections 7.5, 7.6 and 7.7, rhe lndemniiied parq7 may, at the Indemnitying party,s cxpense,
select external legat counsel reasonabiy proficienr and expei:enced wirhin rh; fie"td of the dispure
giving rise to the Claim in connection wilh conducring rhe dcfence or handling of such Claim and
defend or handle such Claim in such manner as it may decm appropriare, provid;, howevcr, rhat the
IndernniUed Parq, shall keep thc IndemDirying party timety apprised of the starus ot such Ctaim and
shall not settle such Claim wirhour rhe prior written conse;r of the tndemnifying party, which
consent shall not be unreasonably withheld or detay€d. tf thc hrdemnified party defends o. handtes
such.Claim, the Indemnilying parry shal fully cooperate with the rndemninerl parry an.t shall be
entitled to participate in the defence or handling ot such Cla,m with irs own counsel and at its o$rn

7.9. The Indemnified Partv will onlv be enrHed ro claim under the in.lemnity ior a craim provided rhar it
has not m_ade any admission olliabiliq7 or cutpability without having first obtained rhe prior writt€n
consent ofthe Indemni6/ing party.

8, LIMITATION OF LIABII"ITY

8.1. Save for the provisions ofSection 8.2 betow, notwithsranding any other provision in this Ag.eement,
in. no event shall either parry be tiable, wherher in contrac! iort, under an iidemnLty,
misrepresentation, negligence or otherwise, for any remote, indirecr, jncidental or consequential
damages arising out of or in connection wirh this Agreement, or any performance, non performance
or breach ofany provision hereol However, it is undersrood and agieeti that claims, acrions, lawsuits
or other proceedings made by rhird parries being the subjecr ofthe indemnincation obtigation under
Section 7 shall not be considered as indircc! consequcntial, speciat or incidenrai damages.

8.2. Nothing in this AgreemeDt will act as or seek to restricr, timi! or exctude any Iiabitity for (il death or
personal injury caused by negtigencer (ii) riabitiB/ ror fraud or rrauduleni misrep;esentationj (iii)
negligence or misconductj or (iv)any liability for breach oi implicd undertakings o;con.litions whjch
c"nnor b( excluded ur limirpooyconi--.r.

9, INSURANCE

9-1. Institution and the hrvcstigator shalt secure and mainta; in fun iorce and eftect rhroughout the
performance of the Trial insurance or setf-insurance coverage for medicat malpracrice and general
liabiliq/ in amounts appropriare to the conduc! of his/her business. Insrirution;nd rhe Inve;igaror
shau also require any subconrracror to secure and mainrain such coverage for his/her/its acri;irres
rclated to thc'lria]. Certificates evidcncing such insurance wiI be made available for examinatron
upon rcquest by Glcnmark.

10. CONFIDENTIAL INFORMATION AND PUBLICITY
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10.1 All data, documents and information wherher wrjtten or oralty supptjed or disctosed by Gtenmark
to the Institution and/or th€ Investigator, inctuding bur not limited to Confidential Informarion and
the Materials, Documents and all other data including thar derived froln the Services, in whatsoever
iorm, shail be the exclusive properry of clenmark and shall be treared as srrictly coni.idenriat and
shall not be disclosed to any person except ro rhe extent rhat any such ctisctosure is neccssary to be
disclosed to that person in co.ncction with the proper performance otthis Agreenrent. The parries
undcrstand, acknowledge and agree rhat all results and dara trom rhe Services in whatevcr form
are the exclusive properry ofClcnmarkand cannotbe:

10-1.1. used by the Institution and/or the Invest,gator or irs Co-tnvestigators, agents, employees
or consultants etc. other thaD pursuaDt to the periormance of thc Servicesr ur,

10.1.2. disclosed by Instirution and/or the Investigator or its Co,investigarors or any oi its
employees, agents, personnel etc. to any person includiDg directiy or indirecrly to any
pcrson other than Glenmark or to persons who are authorised, in writing by Glenmark in
advance, to receive such infonnation.

10.2. The lnstilution and/or the Invcstigator will take atl precautionary measures to cnsure comptianceof this Section 10 by its cmployees, agents, consulrants and personnel to whom Conficlential
Information is rcquired ro be disclosed under the rcrms of rhis Agreement. The Insritution and/or
the Investigator will eDsure that all its emptoyees, agents, consuttants, and personnet ar€ bound by
obligations no less onerous rhan those contained herein before any disclosure oisuch conrideDtial
Information to theh

10.3. A breach ol this Section 10 by the lnvestigator or any of the Investigator's agents, employees or
contractors shall consrirute a material breach by the Invcstigaror ot this Agreemcnt.

10.4. The restrictions and obligations under rhis Section 10 shall not apply to a.y informarion which:

10.4.1. at the timc of disclosure, is freely and lawtulty in the public domain or rhereafter laivfu y
b.comes pall ol rhe pub'rL, domdrn:

10.4.2. is in the possession ofthe Institulion and/or rhe Investigator prior to the first disclosure oi
such information by Glenmark or its agent and the Investigator and Institution are not
Jndcr.ni obl.gdlion ot conidenc" rr respecl or.uch rnrormaiion:

10.4.3. other than pursuant ro the Senices, is independentty and without any reterence (wherher
direct or indirectl ro rhe Confidential Information generared by rhe rnv€stisaror an.t/or
Institulion as can be demonstrared by contemporan€ous written docurnents without any
obligation of confidence owed in respecr ofsuch new informaUonj

10.5. In the event lhc Insritution and/or the rnvesiigaror must disctosc in order to compty with an
applicable mandatory and enforceable tegat obtigation or to the extent ordered bt a courr ot
competent jurisdiction erercising its right ofaurhortty over the Institution and/or the Investjgator
(subject to enlry of an appropriate protecrive order, provided rhat if rhe Institution and/or the
lnvestigator is requircd by such law, resutation or order ro make anv such disctosure of
Confidential Information, rhey shall give rcasonabG notice to Clenmari of such disclosure
requirement and will use its besr eiforts ro secur€ confidential lreatment of such Confidential
informahon required to bc drsclosed.

10.6. Any inventions or improvemenrs wherher patenrable or unparentablc which are conceived ol
discovered, or developed by the Institution and/or the Invesrigator, jts Affiliates or by any person
claiming lhrough them in any way derived from, related to, based on, or resulting from the use ot
the Coniidential lnformation ["Derivative Inrellecrual properq,,,] shal1 be promprty .tisclosed to
Clenmark. Any such Derivarive Inrollecrual property shal be the sole properry ot Glenmark. The
Institurion and/or the lnvesrigatot i!s affiliares and any person claiming through them shal do all
acts and things as shall be necessary ro vest atl right, rirte and interesr rherein in Gtenmark. The
InstitutioD and/or the Investigaror shall keep the said Derivative lnteltectual property conndenriai
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in accordance lvith this Agreement. The Instilution and/or rhe lnvesiigator thereiore undenakes
that they will not reverse engineer, decompile or dissemble !he Confidential lnformation or make
any variant out ol the Confidential Information and strictly use or abide by rhe rerms of rhis

10.7. Notwithstanding the performance or the discharge for whatever reason including breach of this
Agreemenl the provisions ofthis Section 10 shall remain in full force and effect in perpetuity.

10.8. Institution and ihe Investigator will preserve all Confidential Informatjon including periodic
backup ofcompuler files, to prevenL the Ioss or alteration ofClenmark s srudy data, documenrarion,
and correspondence. A! Glenmark's request or on expiry or upon termination of this Agreement,
the IDvestigator and Institution shall return all the Confidential Information received in pursuance
to this Agreement including all jnformation disclosed orally and shall also destroy or erase all rhe
electronic files, copies, not€s, memorandum, extrac!s, whjch conrains, reflecrs or js derived from
the Confidential Information oi Glenmark.

11, REPRESENTATIONS AND WARRANTEES

11.1. Each Party represents, warrants and coveDants for itselfto the other thar:

11.1.1. it has been duly incorporated or creaied and is validly subsisting and in good standing
under the applicable laws oiits incorporation mentioned elsewhere jn rhis Agreelnent,

11.1.2. it has the power and authorily to enter into and perform irs obligations under this
Agreementi

11.1.3. this Agreement has been duly authorised, executed and delivered by it and constitutes a
valid and binding obligation enlorceable against it in accordancewith jts termsj

11.1.4. neither the execution and delivery ofthis Agreement, nor !he perlormance by such Party of
its obligalions hereunder nor compliance by such Party with the provisions hereof will
violate, adversely effect, coDtravene or breach or create a default or accelerate aDy
obligation under any other agreemenl, indenture, instrument, Mcmorandum or Articles of
Association or charler or bylaw provision, statute, regulation, judgmenr, ordinance,
decree, writ, injunction or law applicable to such Parry.

11.1.5. ii will perform its obligations hereunder in accordance with all applicable fed€ral,
internalional,stateorlocal laworregulation.

11.2. The Institution and lnvestigator represenr and warrant rhar they will not €nter into any oth.r
agreement(s) which would interfere or prevent performance ol the oblisatio.s d.scrib.d h.rein

11.3. The Insritution and lnvesligator represents ard na:r::i! ih:: :h. l:::: ::: ':: .,
L(.1.n- "l "nd ler ,l .r"l] \L r , :
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11.5. Conphance \!ith Laws: the Insniution and lnvesrigalor represen. and \arani ihai :ll ih' Se''r'es
performed and provided by the Inslitution and Investigator, the Co-lnvestigator and/or any agenl'

;ontactor, sub';ontractor shall fully complv with all applicable central, state, and local laws, rules

and/or regulations, aE may be amended from time to time.

11.6. Inconsjstenl Obligatjonsr the Institution and Investigator represent and warrant that the

responsibilitiesandobligalionsassumedbythe]nstitulionandlnvestigaroronbe]r.liofG]ennark
hereunder are noi in conflictwith any other obligations the Institution and Investlgatormav have'

11.7. Save for those express warranties set out herein, the Parties neither make nor give any other

express or implied lwhether by stalute, €ustom or otherwise) warranties in relation to i[s
obiigations, duiies or activities owed or performed under this Agreement and hereby excludes any

other such express or implied warranty jn respecl ol rhat subject matter.

12, DIFAULTAND TERMINATION

12.1. For the purpose ofthis Section 12 each ofthe following constitutes an event ofdefault ["Defaull')l

12.1.1. Itany Party breaches any ofits obligalions under this Agreement and fails to remedv the

t.eactr lvittti, 30 days of wri$en notice being given by the other Parry identi$ring and

requiring thatbreach to be remedied,

12.1.2. ifa Parry becomes insolvent, is dissolved or makes a general assignment for the benefit of

its creditors, has a receiver appointed for a substantial parl of its assets or makes the

requisites filings as a sick companybeiore the relevant authoritiesj

12.1.3. if conducting the Services becomes prohibited by ]aw, rule, regulation or any amendment

thereof.

12.2. Eirher Parly may immedialely terminate this Agreement by notice in writing to the other Parq' ifa
default bythat other Party occurs.

12.3. Without prejudice to any other rights Glenmark may have, Glenmark may terminate this

Agreement lirmediately by writen notice il in rhe reasonable opinion of Glenmark' any of the

followjng events occurs:

12-3.1. there is unsatisfactory progress ofthe Services and/orTrial;
12.3.2. itpatient recruitment is not initiated within 60 days ofSite initiation,

12.3.3. Any CoJnvestigalor ceases to be employed by or engaged in the performance ofa Trial at

any Sitel

12.3.4. there is breach of Section 10 or 13 ofthis Agreement by the lnstitution and/or Inv€stigator

or an! e:n:l!! E. di.ect.. :gex! contractor, sub'agent, sLrb'conlractor, the Co_lnvestigator

....,.,.=..".:.....r:::::: !: r]1i3r con:rolol or claiming through the lnvestigator;

-::.:.:..:.r:::::::.r:.:,:.::r:::::::-:::.r:'-:::oisrbiectsrvithiniheprescribedperiod

' :i. i::l ...r.1 .,r :::'.:i:::i :lc
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12.5.1. will deliver to Glenmark all Investigational Product, Trial Nlaterials ilirhin 1.1 dalsoiihE
date ofterminalion or expiry,

12.5.2. will return any sums paid lor Services which have no! been perfornled before the date ol
termina!ion or expiryj

12.5.3. $,ill co operate with Clenmark and do everything necessary to bring about the orderly
terminatioD of all Sewicesl

12.6- 0n lennination or expiry of thjs Agreemenr for any reason , clenmark will pay for all Services
performed by the Insrilution and the Investigalor to the satisfaction ol Glenmark in compliance
with this Agreement;

12.7. Each ParB, will be regarded as discharged from any iurther obligations under this Agreement
except ior those expressed to survivc termination or expiry.

12.8. The ternination of this Agreemenl pursuant to lhis Section 12 will not afect the rights of eilher
Parly in respect oi any antecedent breach of this Agreement. Furiher, in the event of any
termination ofthis Agreement on account of a Default under Seclion 12.2, the non-breaching Parq,
shall have ihe righrto recourse to such remedies that maybe available to them a! law or in equity.

13, INTILLECTUAL PROPERTY

13.1. Institution and the lnvestigator acknowlcdge and agree thal Glenmark is the sole owner of all the
Intellectual Property Rights as defined herein above and this Agreement does nol granl transfer or
assign to the Institution and ihe lnvestigator any legal right or beneficial ownership in any
Inteilectual PropergT Rights of Glenmark.

13.2. lnstitution and the Investigator further acknowledge and agree that all rights to any discovery or
invention conceived or reduced to practice in the direct periormance olthe Study conducred under
this Agreement in accordance with the Protocol will belong to Glenmark. Institution and the
Investigator agree to assign to Glenmark, a! the request of Glenmark, the sole and exclusive
ownership thereto, upon the payment of costs by CIenmark, ifany, incurred by IDstitulioD and the
Invesligator in the filing, prosecution, or maintenance of any patent application or patent issuing
thereon. Such application, if any, will be iiled and prosecuted by Glenniark. lnstitutjon and the
Investigator will promptly disclose to Glenmark any invention or discovery arising under this

13-3. A11 Intell€ctual Property and olher data of Glenmark which the Institution and the Investigator ma_v

gain or have ac.ess to pLrrsuant to this Agreement shall ren]ain rhe propern oi Clenn.:k

d^AJ
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13.7. The Instilution and the Investigator agree to co opcrate regarding a reasonable request of
Glenmark or to procure the assjstance from another person or entjty involved in rhe s_"Niccs as

may be required in any patent filings Glenmark deems necessary.

13.8.'lhelnstitutionandtholnvestigatorwillnotinfringetheintellectualpropertyrightsofathirdpartv
or misappropriate any know-how or intellectual property rights of a third partv in perlorming lhe
Services.

13.9. Upon expiry or termination ofthis Agreement, !he Institution and the lnvestigator 5hall stop using,

return fbrthwith all the Intellectual Property Rights to Clenmark and restrain fronr using rnv
Intellectual Property Rights-

14. PUBLICATION RIGHTS

Glenmark has the exclusive right to aulhorize any and all publications and/or communications

relevant to the'lrial/Study and Investigator undertakes ro make no presentations or publications

ofthe results ofthe Trial/ Sludy witho ut the prior wrillen approval ofthc Glenmark with regard ro

the contcnt a nd the timing o f sa id presentatio ns or publicatio ns When p ermission ibr preseDta tion
or ibr publicalion is granted, Instilution and Invesrigator agrees that, prior to submission of a

manuscript or abstract to the publisher, Institution and or the Investigator shall iorward a copv of
said manuscript orabstractto the Glenmark forits written approval

15, RELATIONSHIP OF PARTIES

15.1. Clenmarh lnstitution and tho Investigator have entered into this Agreement as irdependent
contractors and nothing in this Agreement crcates a relationship of emplover and enlployee,

principaland agent, jointventure or partnership betwoen the Parti€s.

15.2. The Institution and the Investigator acknowledge and agree that the Inslitulion and the

Investigator are respoDsible lor all the employees and ail olher pcrsonnel deputed bv the

InslitutioD and rhe Invesugator to conduct Services coversd by this Agreemcnl and a breach by anv

such person of the terms ol this Agreement shall conslitute a breach by the Insiitlttion and the

lnvestigator ofthe same terms ofthis Agreement.

16. FORCE MAr[UR[

16.1. A Parq, shallbe excused from performing ils obligarions under this Agreement ifirs perfbrmance is

delaycd or prevented by any cause beyond such Partv's reasonable control, including bul not

limited to, acts of Gotl, fire, explosion, war, insurrection, civil strife' riots and government action

which materially affects a Party's ability to perform ts obligatioDs under this Agreentcnt'

Performance shall be excused only lo th€ extenl oiand during lhe reasonable continuance oisuch

disability. Any deadline or time for periormance specified in this Agreement which falls due during

or subsequent to the occurrence of a Force Majeure occurrence, shall be automalicallv extendcd for
a period of timc equal lo the period oi such disabili5'' ]'he service Provider shall immedialelv

notily Glcrrmark ii by reason of any of the disabiliucs reierred lo herein, lhe lnstirlrtion and the

lnvestigator is unable to meerany specificd deadline or lime for performaDce.

16.2. In thc cvent that any parr ol lhe Services is rendered invalid as a result oi such disabilitv, the

hlsritution and lhe Investigator shall, upon written request from Glenmark, repeat thal part of the

Services affecred by the disability. Provided, however, that ii a Forcc Majeure Event 
'ontinucs 

for

more than 2 months, a Parry may terminate this Agreement by giving al lcast 15 davs notice to th€

other Parlics.

17, GOVERNING LAW / ARBITMTION

lT.l.ThisAgrecnientisenteredintoandwillbedcemedforallpurposestobegovern€d'nd'onstrued
in accordance with the laws oflndia.

cPLlc't /20161009 /11
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amicably, shall be finallv settte.r ,ind€r the tndian a.ir,."ir"" 
"1,a 

c"".i]rito'i'a.,. tess ry, ,ot"arbitrator to be appoinied in accordance wirh ,r," 
""rJ 

ai.'ri" pi"."'"iih"e aruitraron shalt beMumbai. rhe ransuaae or rhe arbitrarion ;;;;;il;. ;,ii ;J;.,.r,ilni' i_""0, as otherwiserequrred by law. tor the purposes or enrorcemenr "i,"y "ppri.,UiJ.,".t excrrange rure. andrFsurarions. rhe arbirrat proceedinss and rhe awdrd ir,,li *,1i" rn"i".pilir; wirhour rhe joinrconsent or the parties hereto and.each such p".V 
"r,li ,,"*"i,"it ",i#ia"ntut:ty or 

"u.r,
proceedings or the award and such shali be deem"a ,1, u il"ni""ii"j r,r".,il,ii,".

18, NO WAIVER

lS i Any \ dlver by anv pdrrv ofanv breach of, or rdi)ure ro.ompry wilh or rairure to enror.e dr dn)rime any or (he provisions oi rhrs agreemenL shrlt ,0, b" *;ri.;;; ;; 
". .*.,,,r* , _r,,"rirgwaiver of such provision, or a waiver of any otr,* Or"J 

"]1. r"rr." il Jo"nrprv _itt, 
"ny 

ott,".provision orrhis Asreem""r ,". 
"r.11_1111, 1i,r, 1t "rr*,;;;"it;;;;;,il.;;;'".."", ". ",,0".,thereofor rhe righr ofany parq,th€rearrer ro enfo;* *.r, *a 

""".i; 
pr*i",of 

"i,rri" 
ag*",r*'

19. SEVEMBILITY

191. shoxld oDe. or_more provisions of lhis Agreement be or become iDvarid or uneDforceabre, theparries sha subsrirute such inval.d Drovisrons by *r,a p.",i"t"r. r, ii"r"i" *"rr,"g rra 
"ff"., ".thp ori8inal pror rsrons Shoutd su.h subsriruIlo; ,", U" p"*iUfl ,i" ,r"rt;ain''o. r,n"nro.ceuU.tiqof such provision shati not affecr the validity of th" Ail;;;;;;;;;;"-*," "

20, ASSIGNMENT

20l Neither party shall assien or sub-contrac! this Agreement or part or all of irs obrigarioDs hereinwtrhout rhe prior writen consenr of th€ 
",r,". 

p"".,t"". ir,y i-".',1, ;tr,ic"tl ;:": sub-coDrract, aspermited with the other parries consent wi re-r, *"0#,U," rii ,r,"'"i JIro onror,"* 
"ru.sub-contractors as though theywere jts own.

21. AGREf,MENT AND AMENDMENT

21.1. Any change rn $e rerms of thts Asr
,g;""4*? 

",cr"J1,,.;" 
- -'' ^tr eement shall be valid onlv if the change is made in writin&

21.2. This Agreem€nr rncluding irs Annexures contains the entire understanding between the partiesand supersed€s all other nesohatjons
,, 

"- "",- r"., "".:," p,;;.;;:l;Ji; "0"'",,,Iions and undertak,nps wh",her wnrren or ora, oi
I to rhe Servjces I har are LhF subiect ol.hr< AgreemenL.

22. TIis Agreemeni is made in Engtish in more than on€ copy each oiwhich shal be deem€d to be anorisinel and ma1 lal e been iranstated ro another language. AIt ,u.l ."f,"" *u ,"ria *a i, ."* of..i;. ::..:.. ...\t., 
"."" ","",1-"-.".;;.' 

"' "' "-"
:: THIRD P.lRT]'RJGHTS

. . : -- -- .r-l
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!

IAll notices required or permitted under this Agreement shall be in writing aDd shall be deemed

delivered when delivered in person or by fax or five [5) days after rhe date postmarked ifsent by

registered or certified mail or courier, return receipt requesled, postage prepaid, addrcssed as

follows:

lf for Glenmark Pharma€euticals Limited:

B/2 Mahalaxmi Chambers,22, Bhulabhai Desai Road, Mumbai - 400026, India and its €orporate

office at GlenmarkHouse, B D Sawant Mar& Chakala,Andheri (E), Mumbai 400099,lndia

Iffor the Institution: MGM Medical College and Hospital, N-6, CIDCo,

Aurangabad-431003, Maharashtra, India

If for Lhe lnvestigator Dr. Deepak Sadashiv Bhosle, Flat No 201, regency Royal, Surana Nagar

Aurdngabad-4Jl003,Maharashrr" lndid

If for the SMO: Grapeciry research Solution LLP, Prakash housing sociery, Btock No 2, Thergaon,

Pune, Maharashtra, India

25.2. A Party may change its address from time ro time by p roviding written notice to the otherPariies in

the manner set forth above.

(Signature Page to Io ow)

{
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IN \!ITNESS WHEREOF, the Parlies hereio have caused lhis Agreement lo be executed

Name, SuYog ShettY
Title: General Managel -

For the Insdtutionu!*
Name:Dr Rajendra Bohra
Title: Dea&

Inv€stigator

\L/
k *Nu "t'

Name: Dr Deepaksadashiv Bhosle
Title: Principal lnvestigator

FoTSMO

JEAN
Ucl,l's MEDICAI C0LLEGE

AURANGABAD

Tide: Director

C'r"
Name: Dr Sushil Chaudhary

.dF



t" A\\EXIJRF 1

PROTOCOL

The Protocol title and protocol numberare as lolloivsl

Protocol Title: Ret "A 24'week, randomised, doubl€'blind, double-dummv parallel group, multi cenire,

active'controlled study to evaluatc cfficacy and safety ofremogliflozin etabonate in subjccts with type'2

diabetes mcllitus.

Sub: Clinical Trial A8reement

Protocol Number: GPL/CT /20t6 /oo9 /ttl

Clinical Trial Phase: Ill

Protocol has already been provided to the Investigaior separately and will form an jDtegral parr olthis



1.1

ANNFXTIRF 2

Descrit,tion of Resnonsibllities

OBLIGATIONS OF THE INSTITUTION AND THI INVESTIGATOR

The lnstitution and Investigator hereby represeni and warrant that it has the expertise, lacilities aDd

all appropriate registrations, licenses, permits and aurhorisations necessary to provide the Services

and more particularly to conduct Trial to the highest ofthe proiessional standards and in accordance
with this Agreement, the Protocol, ICH GCP and all applicable standard operating procedures.

Throughout the Term ihe Investigator shall:

1.1-1 appoini appropriately and professionally rralned, experienced and qualified personnel to
perform the Services under this Agreemenli

1.1.2 appoint the Co'investigators who meet the condjlions stipulated in AurexrrIej, time to time

revlew eligibility ofsuch Co'investigators and discontinue/remove those Co-investigators irom
further conducting the Trialwho no longer meet those conditions;

1.1.3 use allreasonable endeavours to ensure the smooth running ofthe Trial at alltimes as per the

Prolocol and time lines menrioned in Amexule 4 and will ensure that the Co_investigator
performs the Trial in accordance with the terms ofthis Agreemenl, the Protocol and as per the
provisions olall laws and practices applicablei

1.1.4 act proiessionally and responsibly as the necessary interlace between the Co'investigatot
Institution, site and Glenmarkj

1.1.5 collec! all information aDd data required by Glenmark pursuant to and in furlherance of lhe
Trialj

1.1.6 immediale reporting to Glenmark in accordance with the SAE reporting plan on becoming

aware oiany SAES at lhe Sites,

1.1.7 lully co'operale wilh Glenmark throughout rhe Term and even thereafter in respect of the
performance of rhe Services and compjlation and use of inlormation and data generaled irom
the Trialand followall directions and instruclions relating to the Trjalprovided by Clenmarki

1.1.8 use all reasonabls endeavours to ensure that the Trial is planned, performed and coDCluded

within the estimated Trialtimeline as perthe proiection

1.1.9 Where required as explicitl,v inlormed bl, Clenma.k nom:nate:.r Gl.::--ark. ::::.r:l :::
aopro!:iate:!Tb.r.:CoIr'.i.::aei..iar::l:=.-::::l:::::i..:::.:::: :,:: - ::i



1.2.2 .ompile.ind prepdredll documenralion necescary for seeking EIhics

ior conducting such Trial:

1.2.3 obtain all appropriate approvals and autho sations an'l make all necessary arrangements

for:

committee's approvals

1.2.3.1

1.23-2

initiation. continuation and performance of rh€ Trial in all selected Sitesi

\ro.rpe dnd aominLrrarron ol the lrvesrrsrrronJl Producls rl everv sirF lor use.rn rhe,l''' rl

: :'"?.;;:,i;;';;i, il,,",i,r, ,' " ar ^ """i' 
proc" ing or raoor"rorv sdmpres and d"r"

rrk.n lrom Subiects in the Trial:

1 2.3.3 obtain the necessary approvals lrom the Ethics Committee at each Site for the conduct ofthe

' ' - " ;;; .4"'"ce and use of the tnvestigational Produc!;

1.2.3 .l prepare all necessary documentation for the performance of the Trial including language

'--' 
i."i"L"tio"" ofconsent Forms and patientdiaries intolocal languagesi

]2.4edrrcaieandtrainallsitepersonnelinvolved,dilectlyorindlrectly,lntheconductoftheTrialat
e". i: e regardins ICH cce g''d""""t ""Ji"i"la!i;n 

tocr'at;ngdnd mainrdininq rhe n"ce's"ry

ro,menra.,onrequrredo'"','*":;];'h;i;"li"'i'ai'e'r'"nl'""e'mentand'ompilar;onor
ihe Siie File;

1.3 In pre!aration for and during the conduct and perlormance oithe Trial' the lnvestigator shali:

1'3.lateachSiteensurethattheTrialisperformedspecifical]yinaccordancewilhtheProtocolandthe
obligarions hereunderi

t.l.2aIFa(n'r"ensurethartheCo.ln\e.rlgatorismonir:r;ngthe,tonduc!ofthe,lrIdlaIlheSlLcand
h,< . omDlered all CRFs lhroughout lhc perlorma

1,3.3 ensur e that Site has adequate and appropriate processes eslablished and operating to ensure:

1.3.3.1 patient randomisation in pursuance with the Protocoli

1.3.3.2 mainlenance orall studv related loss regalqln-c screenlnq:i-:he Subiects and thelr enrolment

-* t;;i;;i;;;;"p"r colreciion and storage oral consenrForms'

13.3 3 proper accounting and storage o i Investigalional Product and Trial Materials whilston Sitei

: : I ' r::r.: rele'ant and applicable communications and information re-gardins the Subjecrs

... -..:: ' .-' '"":'L"c'i:; 
" 
'"ii'a'"g "r"pr""" 

r"ss oi clrnLcrl questions' cRFs

I
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1.3.3.7.2 ensuring any Ineligible Subjecl is nor enrolled or participate in the I: l:.

1.3.3.8 ensure randomisation oi Subjects in the agreed tineframe and ensure adequate process
lor scheduling Subject visits as specified in lhe Prolocol ro ensure lhe Trial is in compliance
with the Protocoli

1.3.3.9 conduct a close out visit at the Site on termination or expiry oflhe Trial or this Agreement
as the case may be, during which any Trial Material, unused lnvestigational Product or any
other material exclusively procured tbr the Tnal purposes shall be collecred and submitted
to Glenmark or to the Central Storage Facility or by the Co'lnvestigators at thc Sites
pursuant to !he writtcn guidelines ofGlenmark;

1.3.4 l'he hstitution and the Investigator will provide all Decessary support to Glenmark in fulnlling its
obligations relating to rhe Trial including all support and expertise required for Adverse Event
and SAE follow-up, rracking and reporting to applicable Agencies, Instilutions and Sites, and
providing status reports to the applicable Agencies.

1.3.5 The Institulion and the Investigatot will at all times permit GleDmark and/or iis nominees to
conduct an audit at such intervals as required by Clenmark of all S€rvices provided by the
lnvestigator under this Agreemenr including all records and documents relating to the Protocol,
Services and Trial, and any equipment or materials supplied and/or maintained by the
Institution and the Investigator in connection lherewith and will provide such assistance as

reasonably requested by Glcnmark in connection lherewith and shall ensure that Clenmark can

audit rhe Sire and the records ofthe Insutution of such Site [including the lnvestigator's records)
applicable to lhe Trial and Services.

1.3.6 l'he Institution and rhe Investigalor will promptly notify Glenmark if the Co-lnvesrigator ceases

io be employed or engaged in the performance of lhe Trial at a Site together with the reasons
$rhy such lhe Co lnvestigator is no longer involved and lhc lnvestigator will use bes! efforts to
nnd a replacement acceptable to Glenmark as soon as possible.

1.4 The institulion and lhc I nvestigator warrant and represent thal in entering into this Agre€ment t has

not committed, any olthe following acts:

1.4.1 providing or offering to provide to any person in lhe employment oithe InstitutioD and/or Site

any gilt or consideration other than tha[ which is a reasonab]e financial arrangement either
under this Agreement or by anyother arrangemen!,

1.4.2 making payment or agreeing to make paymenr of any commissioD to any person in the
employmen! of the Institution;

1.5 lnstitution and the Invesiigator will comply with all applicable laws and regulations iD its/his/her
perlormance ofactivities under this Agreemen!. Institution and lnvestigator will provide reasonable

assistance to Glenmark so that Clenmark may comply wilh any applicable law or regulation iD the
performancc of the activities under this Agreement

1.6 Witho\rt limiting the generality oiSection 1.5, I nvesugator will:

1-6.1 Take appropriate aclions so that he/she will properly disclose protected or sensitjve health
rnformation created or received by lnvestigator to Glenmark pursuant to any applicable Privacy
Rule. Glenmark agrees to take appropriat€ measures to protec! lhe privacy and confideDtialiq' of
ihe protected health informalion received in connection with the Trial

1.6.2 Oblain a Clenmark approved written mfonned Conseni Forn from each Trial subject and u7i11

maintailr a signed originalolthe lvritten informed Cons6htForm in the Studv subject's records

2. Clenmark Resnonsibilities:

cPL / CT /2016 /oo9 /tr1
CTA-Dr. Deepak Bhosale
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2.1 Glenmark agrees and acknowledges thar it will ensure that the Investigational Producl supplied

for the Triaiis manufactured an; supplied to the sites as per the Protocol and thar it complies

wilh the obligarions of a clinical Trial sponsor as dclegaied under this Agreement in accordancc

with secrion 5 oilCH GCP.

2.1.1 Prior to commcncement ofthe Trial, Glenmarkshalll

2.1.1.1 prepare aDd finalize the Protocol, palient informaiion sheei and Consent-Form iD English'

investigator brochure and provide lhe Trial Material to the lnvestigator for compiling lhc

submissions for Eihics Committee approvalsl

2.1.1.2 develop and nnalise lhe monitorjng ancl source data verification plan ('Monitoring and SDV

Plan"li

2.1.2 Durins the course of lhe Trials, Glenmark shaUl

2.1.2.1 appoint a physician to act as a medical monitor to respond to Site quesrions regarding

Suljects, theii eligibilitv, dose modifications ol the lnvesiigational Product and to develop'

authorise and maintain Prorocol exceptions and/or deviationsi

2.l.2.2reviewAdverseEventsandSAEreportsasreceivedfromthesites,alongwiththedrugsafety
contact of lhe lnvestigator who will be primarily responsible for Adverse Fvent and SAE

managementi

2.1.2.3 establish and maintain lhe saletv database for each Silci

2.1.2.4 notify all Siles, the Co Investigators and Agencies ol reported Adverse Everrts and SAEs as

required bY s!atutorY bodiesj

2.1.2.5 prepare periodic status reports forthe study forthe Agenciesj

2.2 Gtenmark shall assist rhe Insritution and the Investigaror in the performance oi services lclating to

.""Xing ana obtaining approvals from the Ethics Committce, providing and maintaining on'site

speclfii training/supporti; the Investigator to enable it to provide appropriate training and supporl

to each Site and archiving ofTrial related documents'

RESPONBILITIES OF ALL PARTIES:

1. A1l Parties iurther understand, acknowledge and agree thal prior to or at any time durjng the course

ofthe Agreement, Glenmark may amend or vary the Services and/or the ProLocol ln such an event:

1,1'thelnslitutionandthelnvestlgatorwillco.operatewithGlenmarktopromptlyincorporatcand
act upon such amen.lments in its performance of the SeNices going lorward includins

underiaking further Silc audits, training oi personnel at each Site' sceking approlals to the

amendm€nts as appropriale from th€ Ethics commitleesl

1.Z. Ali Parties lvili negotiate in good laith anv amendrnen:s t! r:rodrli'ations rn !r''E ' ': : t 
'

Annexure5 ifapplicablea;dr€qxiredh:r"ingresa:':r::'r:i'J:r':o::re"::r':::: : :: ::'
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The following Standards are applicable to the provision of the Sewices by the Sewice Provider and

Glenmark under this Agreement:-

. The Protocol annexed hereto as ADnexue-L and any subsequentamendments

. ICH GCP

. ScheduleY(Ifanlndianstudyonly)

. Otherlocal laws and regulations
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ANNEXURF 4

FPI and cRF completion tlmelines

First Patient in rFPI) lul2017

FPI to last Patient in [LPI) )d 2A17 - lan 20LS

LPI to Last Pattent Out [LPO) lan 2018 lul 2018

CRF to be completed within 3 days ofparientvist.
All DCF. should be re,ol!"d wrlh.n 2 days ofrssudnce
All SAEs reporting to Glenmark, Ethics Committee and Regulatorv Autho rities to be done as per

local rcgulatory requiremcDls.
All salety reports/updarcs from other siles provided by Glenmark to the Site shall be submittcd

by the lnvcstigator to the Ethics Committec within 7 days oi the receipt ol lhe same or within

such period as may be staiutorily laid down.
In case oi no recruitment wiihin 30 {tays of Site lnitiation a joint decision would be taken by

SpoDsor and lnvestigators for continuation in the sludy

'iiEi'l
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Site Budqet
Visit Details Cost
Visit 1 (Screening & Lead-ln) 5800
Visit2 ( Baseline Day 1l 5500
Visit 3 [Day 8) 3900
Visit4 (Day 29) 4200
Visit 5 (Day57) 4200
Visit 6 (Day 85) 4400
VisitT(Day112) 4204
Visit I ( Day 141) 4204
Visit9 ( Day 1691 4604
Visir 10 ( Day 183) 4000
Total Per Patient INR45000
Intitutional Overhead (20%) INR 9OOO

Travel Reimbursements per patient
all visit (100o/pervisttx 10 visits

INR 10000

Description of Payments
Cost(INR)

No. ofpatients
Droiected at site Total

45000 30 13,50,000

Instilutional Overhead Charges(20%) 9,000 30 27,0000
'lravel Reimbursemenls per patienl all
visits 10,000 30 300,000

Site Facility Charges:- ECG(300x5)
1,500 30 45,000

Serum bicarbonate test 500X10
5,000 30 150,000

Serum Lactic acid test 1500X10
15,000 30 450,000

INR
2,565,000

1. Patient travel reimbursemenr is upto maximum INR 1,000/- per visit and as per

actuals, The amount for patient Eavel reimbursement mentioned abovewouldbe paid

on actuals based on invoice received.
2. Local Laboratory and local test charges would be paid as per actual on case to case

basis afte r conlirmatio n from Sponsor.
3. S€rum bicarbonate and Serum laclic acid test will be performed at local laboratory.

4. PaymeDt ior the recommended rescue medications lafter confirmation from sponsor)

would be paid on actuals, bascd on invoice received.
5. A maxinum of 30% screen flailed patients would be paid of the total randomized

subiects an amount ol Rs. 3000 as screening expenses only if screening procedures

are cooducted as per protocol at lhe end olihe r€cruitment period.

6. As it is a .ompelitive t.!al, the budgcl lvould be based on lolal number oi patient
.:r.. l.r o:r p:o-r;ia brsis aor:h. gralt meniioned abov€i lor each completed palient'

- :,: ::l i1:1.::: i:!:: ::.r-'.:.:::n. ::d I:1s:r:rte ptments IDS will be deducied at

, .:::..::::.= '-.: ,.,-::.:r::.:f::::.:s:a:irg:jreamountonlnvestigator's
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12.

14.

9.

10.
11.

15.

16.

13_

letter head/lnslilute Ietterhead and signed by Investigator/Hospital Authority after
veriiied by the monitor per the completedvisits and source data verified CRFs
The final paymcntwould be released at the time ofclose out.
All payments made hcreunder will be made in lndian Rupces.
Clenmark shall be entitled to deduc! from any sums due hereunder any wthholding
taxes and other statutory duties which is mandatory to be deductcd according ro the
applicable laws in force on the date of payment or invoice booking whichever is

CSI (Goods and Service Taxl at the prevailing rate shall be payable by Glenmark in
addition to the above Consider.iioh
A1l invoices shall mention the GST (Goods and Service Tax) numbcr along with HSN
code as mandated by law' If Grapeciry Research solution LLP is exempted lrom GS],
Deccssary certiiicates and declaration shall be provided by Grapecity Rcscarch
solution LLP lo Glenmark. IfGrapecity Research solution LLP fails to comply with the
above, then the invoice will not be payable by Glenmark.
Grapecig/ Research solution LLP shall pay all its GST liabiliq, & file its return on time
to enable Glcnmark to claim credit ofthe CST. Il Grapecity Research solulion LLP fails
to comply wilh the same, then Sponsor will raise a debit note on Grapecity Research
solution LLP for the defaul! amount which Grapecity Research solurion LLP will be
liable to refund to Glenmark.
Any interest so charged by the authorities on clenmark for default of Grapecity
Rcsearch solurion LLP, will also be recovered by Clenmark from crapecity Research
solution LLP byway ofraisinga debit note on Crapecity Research solurion LLP.
Ifyour site is given a laptop and/or dongle by clenmark, then the same wiu be
retrieved arom your site befo relduring the Close Out Visit ofyour site.

GraDeciW Research solution LLP

PAN No. AAPFG8185L

Name of rhe Bank and its
Mailing address

ICICI Bank plotNo 1A, culmoharRoad, aundh, Pune

Btanch Aundh

BankAccountNo. 007305009846

IFSC code rcrc0000073
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I ANNEXURE 5

Conditions andicahlelo eachlhe (oilnlestigator

Each Co lnvestigator:

1. must bc free to participare in the clinical Trial and there are no rights which may be exercised by or
obligations owed ro any third party which might prevent or restrict his performanco of rhe
obligations detailed in this Agrocrnent.

2. mus! not be involved in any rogulatory or misconduct litigation or investigarion by the Food and Drug
Administration, rhe Medicines Control Agcncy, the European Medicines Evaluation Agency, the
Ceneral Medical Council or other regulatory Age ncies. No data produced by thc Co-lnvestigator In any
previous clinical study has beeD rcjected because of concerns as to ils accuracy or because it was
senerated by lraud.

3. must have considered, and is satisficd that, facilities appropriate to the l rial arc availablc to him at
the Site and that he/she is supported, and willconlinue to be supported, by medical and orher srafof
suilicient number and expericnce ro enable the performance oithe Trialcfficiently and in accordance
with the oblgations undcr the Agreement and Protocol.

4. must during lhe Trial, not serve as the Co Investigaror or other significant participant in any clinical
Trial for another sponsor if such activity might adversely affecr his/her ability to perform his/her
obligations under this Agreement.

5. has not nor have his spouse nor any dependent children, entcred into and will not enrer inro any
fiDancial arrangements with CleDmark or rhc Investigator to hold financial interesls in clenmark or
the Investigator tha!arc required to be disclosed pursuant ro the US Code ofFederal Regulations Title
27, liafi54, namely (i) any financial arrangcment whereby the value ofthe compensation paid in
rcspcct oflhe performance oithe Trial could be influenced by the outcome ofthe Trial [as dclincd in
21 CFR 54.2[a)), (ii] any proprietary interesi in the product bcing tesred [as defined in 21 CFR
5a.2tcl), (iiil any sisnificani equiq, interest in Glenmark or the Investigator fas defined in 21 CFR
sa.2(bll and [iv) any significant payments tuom clonlnark or the Investigaror such as grants to fund
ongoing research, compcnsation in the form of equipment, retainers for ongoing consultation or
honoraria [as defined in 21 CFR 54.2[f)]. ID the case of subparasraphs (iiil and [iv] rhe Co-
lnvesligator understands lhat such prohibitions relate to the period that the Co-lnvestigator is
carrying out the Trial and for l year following completion oithc Trial.

, '',\'
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