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CLINICAL TRIAL AGREEMENT

I his CLINICAL TRIAL A(IREENIENI (thc ''Agrecrnent') is etfecti\e as of lhe date of last

signaiure (the -[lfecti\c DaIc'), h) and amongr

Mah:rtDa Gandhi Mission's l,lcdical College and llospital locared ar N 6. Cidco. Aurangabad
43I001. Nlaharashtra. lrldia (lhe l!{ltutio!t' ),

Dr. Dccpak Bhosle. an employee oflhe hstinrtiorr. acting \\ ithin the scope ofhisiher cmplo!rnent.
located at N-6. Cidco. Aurangabad-,li 1001. Maharashtra. hdia, \\'ho shall seF/e as lhe principal
invcsligalor C ln\'estiqator') t'or the StLrd) as cletlned belo\\. The Inslilulion andthc Investigator ml\ be

collecti!cl] rcfcrcd to as dre 'Site-

sed 20 OCT 14

c
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r?* tnd a4n*jtjhon/Invesrigator/sMo crr icat rria. Agcemelt
.rYaharma Gar dn t4,ss'on'ar4ed.ot Cothce;nd Hospra, Deep; Bno.h.

# ,*or"o"rriscrENcEs
<cv181375/01680C00019>

_and

crapecity Research SolutioDs LLp, Sile Management Organization located at D/2. prrkash HsgSociel). Thergaon, Near Kalervadi Ia1a, pune- +ttO:;, tt"trnri.t,u". tnaiu-.lr"tt ."ru. r. tt," rir"
ll:.1-:::l]y::lc.l,lirIlon rrhe -sMo )\\ho \!i providelhe rnsriurion and the tnvestisakn.cedain ctinicarrnar rcr,red \cr\ rc(\ r, reh,jo,r ,r rl),..rrd\ r,detpidh!1.,,

and-

Pharmaceutical Research Associates India private Limited located at The eube, A-602 and ,\
603- C.T.S. No. l498 A/2. NLV. tioad. Maro . Andhe (ta,U. MUmh.1, .+00 05,r. tndia (..t,t{A-.).

AS'I-RAZENECAABlocaredarl5l85Sdderralje-swedcn(rhe.,Sponsor..)rvr assunterhercle
of sponsor rvith respect to rhe studv idcnlified beror, aicl has ,ctoined piA (*ier a separarc \lritten
agreemenl) to scave as the spoDsor"s conlract rcsearch orqanizarion to rnanape the studv on its behall.

I. STATFMINT OF \I ORK

(a) 1'he Investigato. will cond.ct the clinical rcsearch srud).eDtitled.:l 26 Week, Multicenter,
Rnhloui1.e.l, Pktc?bo-Cotttollel, Do hbBlinl. p ti tl Gtotq, phl\e -t Ttit b,ith a 26 Week
Sofet! .Exk sio Petiol Eratuding the Sqei. nt Eflicncf of Doptryliftozifi S @d l0 mg, ant
S,ragliptin 2.5 nnt S t g in pertiotic patie,ts 

"itn 
flpn Z birit a", i"itil;s who arc he/ween I0

ond below 18 lentt (y' dg., (rhe ..SIur[ ). bearing piotocol number D1680C00019. as ma].be
anleDded f.om rirne to tinre ftrre *protocor"). the proiisions or rrtich are incoporated he.ei; b),
.eference. Jhe lN.estigator shall pcrJon the Studr ill cLlllorntanle \\rrh. (il generalh accepted
statderds ofgood clirical practicc. (ii) ar erhrc.:tl rn,rnner cnd irr .r manncr thar appropriately pr.,:tects
the safery. securiiy. and rveli beingolthrsrrd)r!bjerriJndan_\rJat:arrsing,.,rrthcStuayli;ilttc
Protocot. (iv) the FDA Folm 1571, and l\ tlllt alptirlhle ta*s. rutts ancl rigularions governing rhe
conduct oflhe Stud\ and the activilies or interacrioirs undcr this Agreerrcnt. i;cluding. trut not Iimiled
to the hdian Drugs and Cosmetics Act. 19,10. the Indiar Drugs arid Cosnretics Rules. I9.15. and aD,v
other guidelines and notilrcations issue\ b) trre Certral Drug-standarLr co,tror orsanisalion ras ma'
be amended l'ftnn tirne to tirne) and DCC I Curdciines on 4 udiu V is,nt R-o,.ri"g ofi,,i,rn.J ii,r..,,i,
as applicable to the condLrcl ofthe Studv. The Institution shell not reassign the ;nduct ofthe Stud\ to
another iDVestigald Nithout Sponsor's crpress tvritten consent. lfthe ln;"ig"* i. ,r,Jl. . p";i.r,
the duties rcquired b\ this Agreemcnt. rhe lnstitutior shall pnnptly notif.-pRA ancl the Sponsor inwriting. Ifa lnut.all) acccptable replacenleDt is not available. d;is Agrec.ent mar be tcnninated ns
pro! r.led h< ciI

(b) The lrstitution and sNlo shall provide appropriate resourccs and lhcilitics so thc Investiqator can
coJrd,r(r Lltc Slrd\ ir.lita.l) Jnd pr,,,e..iorr:rl rrranrrcrrrrd ar.orrr,n! to lh. rerm. ^t ,f,i,el!,..,".ri
I L. \itc inJ \\4u .,,dll crr.urerlrrr nnhirrrJrridrr:rt,shotreappr^tridtet)lrai-e,tand;r"fii"rl",f

assist in conducting the Stud),. The Sile and SMO are respoi.sibie lor ensuring that all personnel
participatirlg ir the srlrd) ( sxrdJ rqalD') compr) wirh rie terrrs of this Agieernent. excrudrng
persollnel-supplied bv pRA or Sponsor. Institution, Invcstigator and SMO agrc! to prornptl] Iotiti
PliA and thc Sponsor in the cvent an),Study Tean member i; repodcd 11, orcoir.s unde, irresiigot;on
b) ar) regulatory authoriq, rice,sing board. indcpendent ethics committee or institutional revie\,f
borrd- and lirthcr agrees 1() prontplly discontinuc thi usc ofany such pern nel in connection *ith the



lndia/lnstituti
ClinicalTrialffi;: Icvrdrazs/oleeocooorg'

PRAHEALTI{ S CI E NCE S

i;dicated in this Agreement'

(c) rnve5tisator and/or srudv ream '^ ,?":'J;'::#,:ffi:#;.KlJ:'x1:1'i}r[:'*:-.'J"l'"lT';:'l':;' 
Srud1.-Ihe parties agree lhal fiere wrll 

_-. c6,.r. Ta,m tfrhe llr\esugalor anoror Srud] feam are

at such meetings b1 lhe Investigalor or any;Xr? 

"'ifr.,t".f 
,.qri|^.dior the conduct oldre Srudl'

reouired ro perform an) additional lasKS. over dl lljlijl'Iil,i ,l,.,,r,recr ro a separale agreement.

iilll-' "ii "urlg"it;"s 
for the provision ofsuch services shall be subiect to a sel

, PAYMINT.

,i pR\ $ l pa] he 5\ro*..,-'i,l i'::,l"ii:;;'r';:;;.,i.i:l'Jrl:i;:.';,:)l],liJ].:."ff:l
lcrmi rrrrdth' lJrrdt'r aflxchc'r i:l:':,i: .;.r;,,,..direh.reurr,Lror-epJ'-rhrou!hld\r1'crrr'
arp.olriarc do.rr''1errl,lli^n:r' 'p(cllle' .".er\ed b\ pRc tr, rn:non'or PRA'hrll
,i,urr Soon.or rh:r, rrrll hc 'ctt' ,t"t '']j.l,Pi;.'",i",:,.., *-;rrn, rgtr pr\rnerr. r]Jrn.p.,n.or
.rtreisi rerr'nnahle ctlorrs 1o tn\trr< trr

rr-, rr,crr'ritr,'r'nJrhcI'r\cn'|gJ"rdDi:l;':l',')sf^:.ilii'tlillllillll::,1'ixl]il:i"l:
,cc<rrc sr"dt p,\,,r\"r ul rhe'rh(n1'r].i]i:i.,,,,,,.,",";;,1c1,..'Lli.r, pt, ,.bc,n.(dn\ rd','i,<,r1

aldhark,rcrx;l..in\\rir,'rs 'llR ,rl'1. -.,n^ r" u,,,,rJ or dr\.trxnyc,o .(o,,:r(o rlruat('nl

::lI:lii'lj,Jlil:fi::lll-"i.i:,ll il"':,"'.'1"".'i- "'i'n""''"1:'il'':l:ll:":ii:,:;
I",,in.i,,il.",.,.0',,h\rr( n,i^::'':''ll:i:l:"1'^'ll,::li"l".;{il;1i ..",,dJ.k"^\\'|cdg(
a ionnal Anendirent to il i..A{**:1.:.,1 ii..;i] ,1" i],,.. .,iii." 

".me.l 
fr\;renr to the lDstitution

rt,a, fl,) r.\,rl(n, r'Jden:'1"t1."'1,:',;ill,.,:,,iJ.:,;',;"..,i,".,."*l \\ro.n,,t t,:r\cn. ,ccotrr'e

and orili. tn'e'rig;tor and "r sMO x

lrom PRA or Sponsor'

(c) rhe sirc is an indep:"d* :llll1i 1l;,"lXJ,:,:ili::"i"*-i::'1:Xll,1;1"ilj,llil! 'lli,lll,,lili'.,ii
I'RA n.,r 5non.o,i. r(.N,r',rre ", "") :l'1,-:,.,.. -r;^,;.,.,t rtrerr n\r.or,fel.
i.'r,,,,"ia',,*i . ', .',or ', "''l"r ''t'"''t 'n"' "' 'o 

rlre sirr' :\4o or dn) "l lherr N I

,.1' ll,e ln\c'riJ.al"r n'l arr\ \"h irr\<'lrc-l'r' \ill conror<le anJ ';rn :r' rlrran':Jl 'ri'Jl'''trre 
lorrn \\herr

r.-'crral-l'reqr*'re(lrudc-'b\'*i"':;:''"';j''"i''.'''x'r1 
6qpr 'mpr'1 un'r rrrd a' rrddrd

r., rrr.rr\r:rin rlr'ir "ttu'"t' 'nat 'ptt"'"'lt'lirrt'-t'i''i'*r' 
an'l li'r'"rre\''rrdlrcr ir"'rrrl lelrnr\

5'ud\ ,,rre'. ne 5fon.o':""''Il't"::ti:l:';,1]'l;"i l;:l:;:;,:'i"ii;:l:l,l ::';;."1):iii;:
,Ar""(i t,, in !\ritrng b\'the partl(i' tnt irt(

rhe site and sMo hereuv 1g'* thd ll l1'ld,YY.::"-::.:'1fl::',i:'iX).ffi1"JtllTJi'ill'":i(e) rhe sire and s\4o hereb) 1"* tll' l:,tj::$'J;'il.ii ,r"',*i' ,no nsreemen! rhe ln:rirution
qubjecr care for q hich i]," Pil."-t_::-t,:l;""'!:;i"". 

nnv rhird partv 
" 

ilt be charged for salagliptin'.,'ri"., .u,. ror q hich the P1,9' n:t.]n.,'o':::dT#iiir,rir"", 
",t, 

oi.harsed ror sarasliptin'
herlby agree' that neither panicipanls rn lhe -'"'-"",1;-",.rin, a*e. pro\ ided for this Stud) nor

Hi:1ifl"11"1Xfi'#:JffoT:q$**#i*mm*ltygs 
provided ror this studv' nor

ffi',, F#::?ffi"ffi1o''i1n unv 
""-'t,"po't 

to third-paltv pavers'

rrnless orherwise asree.l herein, pavmentsvrill beffL*::"":'.:",1,*:'"1"Jil:i:::"1:t'*':""J1{Trn I Inle<s orhen\ ise a$eed herein pa)menrs\'vl':iff:';l:ffr:"ff",iI'n,.unoto"' no] ""1 
unvoi

' ' ,.1't. lnel'1rol..lloiil;'or'(\\r'',r,rr'..1^.,"-.,,,.U.,1 h\ lI\(.|lc:rlor. rrno rrunr sl,nrn irrlcrrnid,,,,i, s, .le'ur. ."ui*l t:':" 'l!:' l'::l't'il:l :;,::'.;,;'ii'\i,:l''[;;;,. nna to,, '.r,n,, 
i,,ro'','."a

rte cxelu'iorr cllrcria of the Proro'ol \\no



lndia^nstitution/InvestisatorsMo cllniml Tda Agreement

<lYahahna GandhilYission's l\4edicalCo lege and Hospital, Deepak Bhosle>
<cv181375/D1680C00019>

# 
n*o',,"o"rHscrENcEs

consenl has be€n oblained. An cvaluablc subject is one fbr whom case repoft fbms ('e!Ij") have
been properll completed ill accordance wiih the Protocol, arrd who has completed the appropriate
Studv procedln'es as set fbfih iD the Probcol, and undcrgonc thc cvaluatiorls required by the Protocol.

(g) The pa(ies acknowledge and agrce rhat the compensation provided 1'or Site s perlonnancc undcr thc
Agreement represents the fair market \alue lbr lhc scrviccs conducted b) Site and has been agreed
iodcpcndcDtl) lrom any blrsiness the Institutiur or the Invesligator has made or nay makc il] relation
to the ordering of products or ser!ices ofthe Sponsor.

3. RtrCOR)KtrIPINGi RIPORTING; ACCESS.

(a) Authorized representatives of Sponsor and/or PR,{ have the right. upon |easonable edvance nolice.
and during regular business hours. 1(): (i) audit and cxaminc drc Sitc's facilities required fbr
perfbrnrance ofthe Stud): and (ii) reliew all data. records and wo . products rclaling to thc Stud).
and if ncccssary. makc copics of such data. records and u,ork products. provided such copies do not
inciude an) uDaulhoriTed individuall)-idenlifiablc infonnelion ola Stud) subject. The Site shall
mairtain complete and accuEte records related to the Studl. and shall relein all such records rcsultirrg
liomlheStud)lbrfifteen(l5)]carsoI'latcrilrequiredurderapplicablela\rsandregLrlations.

(b) The Investigator \\,i11 deliver CRF5 to PRA \ithin liNfleen (14) de)s ol ln\e\lieralor's review or ir1

accordencewithPRAsreesonable$riltenirstructions.asthccascma)bc. lhe Investigator shallbe
available at reasonable times during nornal business hours to Dreet \\ ith Studv monilols and answer
questions regarding the conducl oflhe Stud\. lf PRA rlusr usc or acccss thc Sitc s computer s) stems-

it \\ ill do so in accordance \ ith the Site s instrucrions and \rill onl) use ecquired irribrmation for thc
purpose ofthe StLrdl and in accodance \ ith npplicable la*s.

(c) The Site and SMO "ill pl(nnptl) nolil_\ Sponsor end PRA ifan) rcgulalorl authorir_y-- notifics thc
hstitutiou or Invcsl,gator ofa pending inspection or makes any * ritten or oral enquiries relating to the
Stud), and will promptly foN,ard to Sponsor arrd PIIA copies olan] \\ritten communication received
as a result of such inspection or enLluir) \\,hich are relaled to thc Study. l'hc Sitc and SNlO shall also
providc to Spo|sor and PRA copies ofany docunients prorided to an) inspector thrl relete to the
Studl'.

1. CONFII)ENTIALITY.

'l'he Protocol, Studt' Drug(s) (including Study Documentdtion d htellectual Propert) (as defined
in Clause 7), CRFs, and any and all information. data. repofts or docLurenis. disclosed to or geneftrted b)
the Site or any Sludy Team mcmbcrs regarding thc work pcrformcd undcr this Agrcement (other than
subject nredical records) or which otherwise relales 1() this Slud_! (-Cadillcnlid-lDl!!!a!ralt--) bclong to
Sponsor in accordance with clause 7 belo$ and shall noI he di.rl,r\eJ hl thr site or SMO to an) third pa[]
or be used ibr an) purposc othcr than rhc pefor nalce of the \tr d) \\ ithorrr the prior \\,ritten corsent of
Sponsor, during a perio.l 01'1en ( I0) )eals alter thc tcnnirratior] olthe perlornrance ofthe Agreement. The
abole obligations olcoufidcntialit) shall not appll to the e\tent Confidenlial Inl'ormatiorl:

(a) is or bccomes. through no lault ofthe Sile or SNIO, pefl ol'1he public kno\\lcdgc:
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SE 
"oorrorrHscIENcEs4$

{bttheSileors\4ocandemonstrale$asalread)la\^'full]inlheSiteorsM-o.5possessiononlhe'"'irr."fair.f".*"iotheSiteorSMOandnoisubjecrtopriorconfidenrialitlobligalion.:

(c) is acquired by the Site or SMO from any third party without reshictions on disclosure; or

(d) is developed by the Site or SMO independently, without the use or benefit of Confidential
' ' Information, and as evidenced by competent written records'

Permitted Disclosures. The Site and SMO'S obligations of non-disclosure and non-use of Confidential

i=.-...=== --nro*utior, .nat not upply to the ertent the Site;d sMo arc required by law to disclose Confidential

lnfnrmrrion- Drovided lhe Sire or S\4o prompll) nolifies Sponsor oisuch a requirement prior to disclosure

il ;i,;;';*i.;;;;;;r.*.ur. "pp"^i.i,l'," 
oppose thi requirement or seek an appropriare proLecrive

".i... 
ihiJi".r"" ,- a".t ""iiirli 

ir," si" u"a sMo s righrs or obligations under section h Publicalion

5. PRJVACY AND DATA PROTECTION.

'lhe padies agree that each \\'ill compl-\ \\ith their resl<tri\e obligulion',as required under

appl,cab'eori.r.'r'rJdatnrote.'t,orl|'s'' llr'i t'rirrr'i r''\\lodrrolrr\e'li_'Jl^"!\ill ''hr 'inlhc ^n\(nl
oi'.och D,,ra'1,ht..,.,',1 llrqlrrr.li:at 'r llrll Pr^\rLlc'r\ler'1rrl'errr lnd$ ll 'h"'rr llrr \' d' T(Jrll

n,"rfr.,J .i,n..ni *,i f, regald to theiiosn pertoril dxtc. !o thc tr.e. prl'(t5s.irrg' hol'ling and transler of

ii"iiaotua*rr,i..otheithantheirosn-tliarnrd\notha\ethesrurel(\clol'dataproteciiolaslhciro\!n

"",,r"r'.-. 
ir," fr*";*ator and the Slud) Tealn h;ve lhe right lo access and cor're-ct their persoral data' In

".i.. t" "r*.i." tfrit iioht- the requcsls should bc addrcssed to the Sponsor and PRA'

6. PUBLICATION.

r,) sN,1() shNll have no Dublication Irqlrts o\'er thc Stud]' The Institution and thc Inlestigalor shall be
" .',li.i," t',uri.''-,i;; '.'',,'' o,. ''' dkc pri'err'drr''rr\ r(lar'd r^ rn' \r d ' p"'\id\d rlar in\

,r,nlic"riorr',,r Dre'erl .rli,,rr' L^ br rr,dc sirlrir' ' \c1r- 'l corrrpleri''n ol'lhc \r"Lr] Jr_ll re'lrrirc lh<

[;";,.;,:;;ri;,;r;i.;; 1",,'",n. orr such publications or presentations shall (i) hc consistenl with

i."1.',,i'.!r',a"r.i' 
"',u 

'r,,i..',"tio"f 
CoDrmitiee of l\4cdical Journal Fdito^ guidelines (ii) not bc

ii ir. .,, ,nl.f*aing. fiiil cor]rply \\ ith all applicable la\\'s (iv) not be made lbr an) connlcrcial pln'pose'

,.r ll,J l .urU -o " d,,r lr,e Inrc-rrr-rtnr'.n"ll Tro\i,rsllre:pur''r \\ilhiJfic'ol :r''\ rrr:rri_ial'r'l'tittr

";t.'.il'.; ;i," n.'"r"n.J i..i.,"r' q' ir'r'n"r 'r' ci"'r'c - ''lo" rrla eirler irrrerrJ' ro I'ubli'h

i"r- ."*ii]". prrrir."i'*) i, ,"0t. ony ii'i"utalions relatirg to at least thift) (10) 
'la!s 

in advancc

ol plrhl'cdri,'" .rrLrrrri'.i, n "r 
pr<'crr'.ttiott

(c) Al the reqLtetl ofthe Sponsor an.l/or PRA_ th(r lnstittltion and/or lhe Inlcstigator:

('r ,hi,l rrnl itr,'rr.de in or 'rrdll r(rno\c
lrl.l mdtion. (rl.,l. ol illacc..licie'. all.l

{,ir ,.r.,ll \\ithllolu orrhlr ,11 ', rLb_r\'r' rr ,or frlbrr''aliorr 'r r(\crrralrorl l"r d |rriod "l rrin<l\

|.nni"rt'fr"'"rirc.lrrco tlr'.''llriSpolr'"rrer(r'e'I'lclrri'lr'ial lodll'\\ lhe\n"n'^rlo

frorit anl proposcd publicalion any Conftlential
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db noor"o.rHscrENcEs,lF
take such measures asthe Sponsor considers ncccssary to preserve its proprietary .ights and/or
protcct its Confi dential Intbrnation.

(iii) The Inslilution arrd the lnvestigato-shall include thc lbllowin.q acknowledgement in all
publications and presentalions rclating to the Stud), the Stucl) Docunrenlalion or Dcveloped
lechnology- as well as ir nnv finaocial discloslrre inlbrmation relating to the Slud)':

"AslraZeneca sponsorcd this clinical trial.''

(i\) The Sponsor hes a lon-q-standillg commitment to transparencJ. and the Instilulion and thc
Investigator acknowledge thxt the Sponsor shall post the Stud] on clinical trial regiskies and
publish thc rcsults on clinical trinl results databases in such forlnat (includirlg
w\\\\,.ast.azcnccaclinicaltrials.corn). and/or provide such resuks to the reSulalor], authorities-

(v) Ifthe Sponsor invites the Invesligator 1() be an author ofa Sporsor managed publication. the
llrvesligator shall dircct. draft and,'br revie\ lhe proposed publication. and approvc thc flnal
version ofthe publication to be publishcd. No coolpensation shall he p|orided in respect ol
any such auihorship. An) autholship. nredicrLl \\r ilin::. cdilorial or logistical suppod provided
to llrc Invesii-sator or the luslillrtion b) lhe Sponsol in respecl ol'publication shall bc sub_ject

to the Sponsor'5 publications polic\'. dctails ol\\hich are a\'ailable at \\'\\ rv. aslra7e n eca.com.

7. INTELLI CTU-A.L PROPIRTY RIGHTS.

(a) E\cepl as e\pressl! set ont in this A!(cenrert- no pat) nor the Sponsol shall ecquire any right, title or
interest in or to the Intellectual Propertl ofan\'oiiheothcrparticsorthcSponsorortheirlicensors.

(b) The Sponsor shall o\\n all rights and titlc in an) lntellectual Propeq arising fiom the Studv or relnting
to the Stud) Drug. aD) Developed Technologl arrd thc Stud\ L)ocnmeutation- e\cept to the extent that
thc hstitLrtiorr and Investigator are required to retain an) Sludv Docunrenlation ir accordance \\'ith the

Internalional Conlerence on Harnonisation GLridelire for good clinical practice (including an]
nrodillcatior or re'enactment therelo) end thc applicablc la\rs and regulations. The Institution. the

Iulcsligator and/or SMO shall pronrptl) dischse an) .uch 1nte1lec1ual Propcrl\ to the Sponsor and
PRA in writilrg or in such othcr format as the pafties ma) agree.

(c) Io the cxtent capable of prospecti\,e assignnrenl. the Institution- lrrvcstigator and SN4O herebl assign

to thc Spo|sor (or its Designee) all their rights. litle rnd intelest in and 10 all lntcllcchral Propeq
falling \\ ithin Clause 7(b) abole. lb thc cxlcnt that an] sLrch Intellectual Propery'caDnot p11)spectivel)

be assigned. the Institution. Invesii!:aror and/or SMO shall assigrl, and shall procure that the Studr
l can shall assign- sLrch Intellectual Propeft) to the SpoDsor (or its Designee) orl crcatiorr.

Gl) The lnstitl(ion. Invcsligator audlor SIIO shall- and shall ensure that the Studv Team takc all stcps as

the Sponsor andlor PR,\ may reasonabl\' relluire iom liiilc to tirnc in order to eniol the full benefit ol
the rights assillncd u|dcrthis ClaLrse 7.

(e) The Sponsor g?nts tlr the Institution n perpelual. ro)'a1t).frcc non e\clusive licence 1{) use the
Inlellectunl Properl\ arisi|g only frorr dre Study fi)r irternal research and cducational purposes only.
and with no right to grant sub-licences. The SMO shall have no such riShts. The prcvisions ofClauscs

Page 6 ol 17
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.l and 6 olthis Agreement shall contirnre to applv in relation 1o any such licence.

(f) The capitalised lernls sct out belorv that arc rcfcrred to in this Clause or othcr pans olthis Agrccnlcnt
shall have the fbllowing meanings:

(1) ''Designee' means an] person designated bv the Sponsor in Nriting who undc(akes
activitie\ on bchalfofthe Sponsor irl rclation to rhe Sludy. which ma) include an

iftlliate or PRA.

_Devcloped Technology" means an."_ irventions. disco\,eries. improvements or-

developments made b) thc lnstitution. the In\'estigaior or anl StuLl,v Team (whcthcr
solcl) or.iointll rvith oth.^rs) in the course ofor as a result ofthe Studv and thal arc

directl) related lo the Sfudy Dru$ or th(r usc thcrcof.

_lnlellectual Property Drcans an) and all rights in and to idcas. folnulae. inlenlions.
discoveries. know-ho\!. data. datailases. docunlentation. reports. matcrials. writings,
dcsigns. computer \oli\rare. processes" principles, ncthods, techniclues and other

infornratioll. irrclLrding patents- radctrlarks- seNice mnrks- tradc names- registered

designs. design rights. cop\righls and ar\ rights or prcpenv similar to an) of the

foregoing in an) pal1 ofthc wo d- \rhether rcgistercd or not. together \\,ilh the righr to
apph lbr thc rcgisn'ation ofanr such rights.

''Study Documentation nreens all rccords. accoLnrts. noles. rcports- data and ethics

communications (sLrbrnissio,r. appmlal and progrcss rcpons). collected. gener'atcd or
used in connection \\ith thc Snrd] and/o Studl Drug, \rhcther in \\'ritten. eleclronic.
opticel or other lonn, includiD!: all rccorded original obser\ations and notations ol
clinical aclivitics such as CRF! and all olhcr repLrrrs and records neccssary fbr the

cva[rarion and recorslruction ofthe Stlrd].

(4)

8. MATERIAL TRANSFER: RXTURN OF MATERIALSI EOUIPMENT'

(a) During the Study, Sponsor or Sponsor's designee shall provide to the Site, at Sponsor's exp€nse, the

Study Drug, placebo and other compounds, or agents for the performance ofthe Study (collectively,

the "!l@r!4h"). The Materials will be used only by the Site for perfomance of the Study in

accordance with the Protocol and this Agreement. The Site shall handle, store, and ship or dispose of
Materials in accordance with tle Protocol and any r€asonable w tten ilNtructions provided by Sponsor
(or Sponsor's designee), and in compliance with all appticable, local and national laws, rules and

regulations including, but not limited to, those goveming hazardous substances.

(b) Unless otherwise agreed by the padies, in the event that the Protocol for a Study requires the collection
ofblood, tissue or other biological materials from subje@ts ("Biological Materials") the site and SMO
agree that the use ofsuch Biological Materials shall be limited to those tests, analyses or procedLu€s

identified in the Protocol and infomed consent as approved by the IRB/EC.

(.2)

€)

(c) Upon complction or terminatin olthc Studt,
Sponsors designcc shall be prcmpll) retumcd
rclatins thereto will be paid by PRA.

all Materials flrnished to the Site by Sponsor or
or destroyed as directed by PRA. Shipping costs
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(d) lf Sponsor provides equipnrenl to the Site. such equipDrent shall be Lrsed onl) by drc Sitc for thc
perlbnnance of the Study and in accordance rvith an) $,l'itten instluctions of usc providcd b) the
equipment manufactulrr or Sponsor. Such equipr]rcnt is propcrly olthe Sponsor or SpoDsor's designee
and shall bc rctulncd, at Sponsor's expcnsc, to Sponsor (or Sponsor's designee). upon Sponsor's
\!rillen request or upon completiolr ol the Stud\'. The equipment to be providcd is listcd at Irxhibit C.
Site \\ ill use reasonable care to nlairtain such equipmcnt \\'hilc in ils possession, provided thar Sponsor
shall bc rcsponsible for rnainrenance and rcpair costs due to normal wear and tear. Iflllstitlttion and,'or
lnvcsligalor do not retLrrn the equipmeDt. the fair market value oithc cqIipmcnt, as determined b)
Sponsoror Sponsois designee. \'illbe deducted fion thc finalpalmenl.

9. TIRMi TIRNIINATI0N.

(a) ll)is Agreenient shall colnmence on the Etlective Date aud shall couliuue in force un1il the SruLh has

been completed at the Site.

(b) This Agreement may be tenninated by the Sponsor or PRA at an), lime and lbr anv reason upon thilt)
(.10) dals rvritten noticc. or innnedialel) upon \\rinen notice bl an) parh where such part\. on
reasonablc grounds, believe. the Stud) should cease in the interests ofhcalth. safel\'or \!ell-being of
Siud) subjects.

(c) Upon the eflecti\'e date oftennination ofthis Agreemeni- an accounting shall be coDducrect b) the Site.
subject to verification b) PRA. Follo\\'ing PRA s receipt oi adeqlrate documentaiion, PRA\\illpa)
lor:

(i) all services propcrl) rcndcrcd and n1onies properl\ e\pended b) the Site. through thc cffectivc
datc oftcnnination which have not )et been paid b) PRA: and

(ii) non cancelablc obligations prope ) inculTed 1in the Studv b) the Site priorto rccciptolnoticc
oftcrmiiation.

(d) If the Site has been paid an) anouots which halc nor been earDeLl hereunder as oi the date of
temlination,lhc Instilurion shall pr'onptll returD to PRA all such unea.ned funds \\ithi0 30 da)s-

(e) Immediatelv upon receipt ofa notice ofrcr]rinatiou. the Inlesliga(r'shall srcp screening and enrolling
sutliects into the Stlrdy arrd shall. as direcled b] PRA, cease conducting Stlrd) proccdnres on subjccts
alread] enrolled in thc Sludy. ro the exlent Dredicallv permissible. and to ccasc, io thc c\tenl reasonah l]
feasible. lrom incu]Ting aDv additional Study erpcnscs-

(f) The SMO shall havc no tcn'nination righls over this ,{greement.

IO. INSI]RANCf.

The parties acknowledge that Sponsor will ensure adequate provision is made by way of insurance
or indemnity anangements sutlcient to meet its obligations and liabilities under applicable laws as the
sponsor of the Study, in particular towards Sludy subjects for personal injury arising as a result of
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padiciparion in the Study.

11, STATUS OI SPONSOR.

h o.der to satisry pre e\isting contraclual obligations orved b) PRA t() the Spon.or. the padies
a!:ree thal the Sponsor and ils al'filia1es arc thc inlendcd third part) beneficiaries ofthe rights underthis
Agreenent, and accordingly has conconilant enlbrceable ighls in rclation 1() lhis Clausc. 

_lhc 
partics

acknowlcdgc that col)f'criirg third-par$ beneficiar,"'' statlrs upon the Sponsor and ifs alllliates is a direct and
naleial puryose ol'rhe pa{ies enlering irto this A-qrccnrcnt. Righls undcr this Clausc 12 caunot bc modified
\rithoul the Sponsor's consent. To the e\teDt applicable la\r does nol allo\! vesling ol'anl rights dir€ctl) in
Sponsor undel this Agreement. such rights will \'est in PRA- on Sponsoas behalf and PRA ma] grant
I cen,c, l. rhc \por,.or to.llc.r ,-ch riphr.

I2. CERTIFICATIONS,

(a) lhelnstilulion. ln!esligator and SMO hcrcb) irdividuall) ceftif) that the) ha\e not been debarred or
disqualified lion palticipating in clinical rescarch unller anv la\!s or regulelions. Ifduriug the tcmr
ofthis Agreement. the Institution- Investigator or SNfO (i) becomes debarled or disqualified ol (ii)
rcccivcs noticc or thrcat ofan action \lilh respect to its debarment or disqualification, the lnstitution.
Inlestigal{r'or SNlo, as the case ma), be. shall notil, PRA immediatell.

(b) The Inslitution- In,resligator and S\lO lrereb), individualll cenil\ lhallheY have not arrd will nol use

in an) capacitJ the services ofan) individual or entitv \\hich has been debarred or disqualiUed fiom
pe(icipaliig in clinical research undcr anv laws or regulations. In lhc cvcut that thc lnstitfiio|-
In\estigatu or SNlO becoDres e\\are of rhe debarnlenl. threalened debarDrenl. disqualification or
thleatened disqualiflcation of anv such individual or entit\', fhe lnstitLrtion and/or the Investigator
aud,/or SMO, as drc casc ma) be. slrall rrorif) PIIA ilnmediatel).

(c) 'lhe Instiortion. livestigator and SN4O declare that neither the lnvesligator nor an) member ofthe
Stud! lcarD is sub_ject to an) corrflicting obligations or legal impedirncnls and/or has any financial-
contractlal or other interests in the oulconre ol'1he Studl that Inight interlere with the perlornance ol'
the Studt or that is likely to afttct the reliabilit! and robustness ol the data generated in the Studl. The
hr\,esligaror shall irrfonn thc Sponsor immediatel) upon learning ofthe eristence ofany ilnancial
an nngemen t or in terest belween the I nvestigator or ncm bcr of thc Stud."_ l caril and thc Spon sor.

(d) 'l hc lnstitution, LlrcstigatLrr and SMO individually wafl'ant and prcmise that. i0 connection lvith this
Allrccncnl. it,/hc,/shc has nol and lvill ot (dircctly or indircctl), nakc rn\'inpropcr pa)mcnt or offer
(or auihoriTiDg another to pa) or ol'fer) Dxme) or anllhing ofvalue to a government olllcial or .rny
other person connected \\,ith the pro,!ision ofservices underthis Agreement. in olderto improperl)
irflucncc ar) act Lrr decision of such official or person. to induce such olficial or person to do or o[]it
10 do anJ acr iri violatiorr of his or hcr lclcvant dul!. lo.obtai| an) irnpropcr ad\,arrtage, to procure
imprcper perlbrnrance of a lirDclion or activir) essociated with this Agreenrent or'in thc casc ofa
go\'ernmenl official- io inducc such official to use his or hel' intfuence improperly to aftect or iDlluence
any act or decision ol'a governnenL.

Vd-

I
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If to PRA: Pharmaceutical Research Associates India Private Limited
The Qube, A-602 and A-603 C.T.S. No. 1498 A/2
M.V. Road, Marol, Andheri (Easo,
Mumbai 400 059India
Attention: Clinical Operations Dircctor

Ifto the Sponsor: Astrazeneca AB
151 85 SadeftAlje, Sweden
Attention: Legal Department

Ifto the Institution: Mahatma cardhi Mission,s Medicat Coll€ge atrd Hospital
N-6, Cidco, Aumngabad-43 I 003, Mahamshtra, India
Attention: Dr. Deepak Bhosle

Ifto the Investigator: Dr. Deepak Bhosle

If to thc SMO:

N-6, Cidco, Aumngabad-43 1003, Maharashtra, Irdia

Grapecity Research Solutions LLP
D/2, Prakash Hsg Society, Thergaon,
Near Kalewadi Fata, Pune- 411033, Maharashtra, India
Aftention: Dr. Sushil Chaudhary
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13. ASSIGNABILITY.

_ Site and SMO may not assign any ofits rights or delegate any perfo.mance under this Agreement,
voluniarily or involuntarily, whether by meryer, comolidation, dissolution, operation oflaw, or-any other
manner except with the prior w tten consent of pRA, and any purported assignment or delegation without
PRA'S wdtten consent is void. Except for the third-party beneficiary rights granted tothe Sponsor and its
affiliates in this Agreement, any person who is not a party to this Agreem;nt shall not have any rights under
it and shall not be able to enforce any telm ofthis Agreement.

14. NOTICES.

With the exception of Study funds paid by pRA pursuant to Section 2 hereof, all notices required
o. pemitted lo be given under this Agreemenr shall be in wrjring and shall be (a) delivered personati, 0)
sent by certified mail, or (c) sent by a nationally-recognised courier guaranteeing next-day delivery, io thi
r€cipients below. The parties agree that changes to the addresses below for reaeipt of notices unaler this
Section may be effected by a letter signed by the relevant party and does not rcqute an amelalment to this
Agreement signed by all parties:

15. USE OF NAMtrS.

'l he Instirlrtiou. lnrestigator and SMO shall nor use the nanle, s) mbols andln. tmdelnarks of pI{A
or the Spursor in an\ tir|rn ofpublicity in connecti( rrithrheStudvunlcsse\plicitl\approvedbypRAor
Ille Sponsor i| ad'ance or specificall), allowed under thc lenns ofthis Alree,nent. Institution. Invcstigator
and SNIO agree that- ir acco|dancc rrlith applic rbl( lru,. Spor.or mrr nial.t puhlic rlte amount ot firndilre
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16. WAMRi SIVERABILITY'

No \\aiver olan) term or condition "l'thls A grecrllent \\hethcr h) conLltr!I "r other!vise in any one

o, mor. insta,lccs shall be rleemed to be or contt'uJd "' 
o iurt|er or cuntillurng \ai\er of such tenn or

"""1fii"", 
,r, 

"ft"ry ",,r"r 
tern orcondition ofthr\ A!rtcrrrent' lf r\ term\ ortorrLlrtiorrr olthis Agreement

are held to be ilrvalid, illegal or unelrtorccabl" lllc 
''crnirirling 

tcrm: atld condrtruns contained hcrein shall

not be allccted.

17. ENTIRE AGRIEMENT| EXEIBITS: COUNTERPARTS'

This Asreement. including the Exhibits attache.l hereto, constifutes the full understanding of the

",",." -liil';ffii; il .ril""i,i** r,.'*r-d a complete an'l exclusive statement of the terms of their

##;;#;; ;i,-"o'naiiioni, una"t'tunding or agreement purporting to amend' modifv' vary or

;HH.J.;".m".; il i""i^..t ,i,"ir r," undin! unle"ss made in writins and sisned bv an autho sed

.""."r**,lri "f"r.f, 
parry nerero. This ngreemeniand any amendment herero ma) be executed in se\eml

:;",i;il;.. ;; ";ilii ;;;ii;";;;.'; '" "'isinal 
butialen toserher shall consrhure one and rhe same

inshument.

18.

Excepl as othcr*isc specilicall!
llny parl) hereto fiom anl obligation

circumslances in e\istellcc pl'ior thelclo

corll!-rnplate colltinuing obligatiorrs shall

nr.^rded l'cr.itt. l.rlninill,'rr,'lllri' AJr<clnr_l Jrrrl nor rcli(!r
',ru.l- , .. fr'"an,"nr l".l iriLrLed or :rlo'c lI'm ld.l' allJ

ln aridition- thi provisions olthis Agreement that b) their nature

survi!e c\piration ol terlninalion olthis Agreelnent'

IS (:O\ F RNING LAW.

'l his Agreemcnr shall he goYerlreLl b] thc laws ofthc countr-1 \rhere lhe services are pcrfimed

c\clLrding conflict ol la$' rtrles.

SIGNATURES APPEAR ON FOLLOWING PAGE
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. . IN WITNESS WHER.EOF, the parties have caused this Agrcement to be executed by their duly
authorised representatives on the date(s) indicated below, but effective for all puposes as ofthe Effective
Date.

PHARMACEUTICAL RESEARCH AssoCLATtrs
INDIA PRIVATE LIMITED

D{STITUTION

I A \r6r,rs *e3lAt co'-Lrot

W7 AURANGAEAD
B_v

Name

Title

Date

sMo

B)

Name

Tille

Date

B)

Name

Title

Daie

Autho sed Signature

Sachilr Narkhedc

Associatq Director. C_!t!!al lopq rarions

aZ I Nrbl >-atT

Dr. Sushil Chaudhan

_ Director

il.,/
INVESTIGATOR . \.,u'

\Z F-)B) : \Y\

\n r, Deepa. Bho.lc

litle : Pri ciD.rl l,'\ r,Isalor

iTllorised Signature

Date

I
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).

3.

2.

1.

Sponsorr Astrazeneca

Protocol No: D1680C00019

PR{ Project Idr AZUC I]75.CV] 37

EXHIBIT A
PAYMf,NT TERMS

Egy99. The SMO, Gmp€ci$ Research Solutions LLP, shall be the payee for this study ir
accoidance with paragraph 2 ofthis Ageement. It is understood and agreed that although pRA shall
direct all palments to SMO, SMO shall disburse any and all payments to Institution and/or
Investigator and-/or Study Team members as applicable. Pursuant to the payment Terms, Budget, this
Agreement, and in accordance with any appljcable agreement between Institution, Investigator and
SMO; neither PRA nor Sponsor shall be responsible for arly payments directly to Institution,
Investigator ard SMO.

Subiect Recruitment. Emollment for this study is competitive. PRA anticipates that the Site and
SMO will recruit approximately 2 subjects, but makes no guarantees regarding this number. Site and
SMO shall not recruit more, without the prior written approval of PRA or Sponsor, and neither pF-{
nor Sponsor will be liable for compensation for unauthorized sub_jects in excess of the number
specified above. PRA will advise on recruitment progress and notii, sites when reouitment is
complete.

Payment Method. PRA will make payments in Indian Rupee by electrooic bank transfer in
accordance with Exiibit B Budget as attached. PRA will not make any additional payments to payee
pursuant to this Agrcement without the prior written approval of Sponsor. Nor will pRA pay for any
procedures performed or treatments given in violation ofthe Protocol unless approved in writing by
Sponsor.

Pavment Timing. PRA will make pa),rnents on a quarterly basis, in accordance with Exlibit B
Budget. These payments will be made within 45 days of the acceptance cdteria outlined belowi

a) Slart-Up Payments. Upon site activation and the receipt ofa completed payment Infomation
Checklist. Start-Up fees will be paid in accordance wift Exlibit B Budget.

b) Subject Visit Payments. PRAwillmake payments based on subject visits that have been source
document verified by Study Monitor, in accordance with Exlibit B Budget. pRA will withlold
10% of each subject visit payment until the Final Payment, as defined below.

Other Pavments. All other pa),rnents will be made within the ag€ed timing, as defined in section 3
above, upon receipt by PRA of a valid invoice, in the amounts specified in Exhibit B Budget, and
according to the following criteria.

a) IRB Xees or Ethics Committee Fees. If Site will be using the central IRB or Ethics Committee
desigrrated for this Study, PRA will be responsible for the Task Oder and fees associated with
this service provider. PRA will reimburse the rclevant IRB or Ethics Committee for fees in
accordance with an invoice issued to PRA by the IRB or Ethics Committee. pRA will not
reimbuNe Site for IRB fees incured in connection with the Studv.

I
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6.

7.

b) Screen Failur€s. PRA will pay for subjects who fail screening based on a pre-detemined flat
fee. The Site or SMO must document all screening procedures completed prior to screen failure
and must ensure that the subject has signed an infomed consent folm. PRA will not pay fo. any
procedures carried out after the subject has failed screedflg.

c) Subject Travel ReimbuNem€nt. PRA will reimburse the Site for subject travel expenses per
subject visit in accordance with Exlibit B Budget and the study subject Informed Consent Folm.

ItryoicinE. All invoices must contain the Protocol title and number, a detailed summary of the
payment to be mad€, supporting documents (ifany), and be addressed to the following:

*Invoices missing any ofthe above information may rcsult in delayed payment.

All invoices should be received by PRA within for[,-five (45) days following the incunence ofthe
applicable expense or database loclq whichever is eadier. Site and SMO understands once PRA has
reconciled and closed Study intemally that PRA reserves the ght to no longer accept invoices.

Final Pament. PRA will perform a reconciliation of the Site's payments before issuing a final
payment to the Payee to account for all previous Study payments, remaining pa),ments due and if
applicable this shall irclude the widrholding ftom Subject Visit Pa).ments and the fair market value
of any equipment provided under this Ageement which the Site purchases. The reconciliation will
result in either a final payment due to the Payee ("Final Pa),ment") or a request for reimbursement
due to PRA ("Reimbursement").

Ig!99. Payments shown in the Exhibit B BDdget do not include ta.x of any O?e. If the Payee is
VAT/GST registered, and if VAT/ GST or other applicable ta-.(es are rcquired under the Payee's
country law, the applicable tax should be added and shR\,n on the invoice at the local appljcable VAT
rate. The Site and Payee each acknowledge and agree that Payee shall be solely responsible for
paying the appropriate amount of any applicable fedeml, state, and local ta..es with rcspect to all
payments made punuant to this Agreement, and PRA shall have no responsibility whatsoever for
wiftholding or paying any such ta-xes on behalf of the Site or Payee.

Pharmaceutical Research Associates
India PriYate Limited

ATTN: Accounts Payable

The Qube, A-602 and A-603, C.T.S. No.
1498 A./2, M.V. Road, Marol, Andheri

Mumbai 400 059
Invoices may bc cnlailcd 10:

PRA Lmail:
ilrlqsIaal,Q!!Lr!E9ir@!r4t!.!!!!
Prorocol Nrrmbcr : D I 680C00019

I

PILA Entit-.r

Address

Email
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8. Paylnent Dispute. Payee and Institution will have thity (30) days from the receipt offinal pa),rnent
to dispute any payment disqepancies.

/
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E}GIIBIT C
EOUIPEMT TO BE PROVIDEI)

1..'T0Freezer
2. Minimum-ma.ximum themometer
3. -70C Freezer dlemometer
4. Filing cabinet
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