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Dr Chandranani, lt. Mole lHeEinafter Efened to 6 ""Inslitut€"] ofthc thnd Pan.

WHEREAS SpoNor, "Encube Erhicah Prlvale Limited" having its Eeisged oanre at Oin
No. 24, Sleelnade Indusirial Estaro, M@l village. Andheri (E), Munbai - 400059,

Mahd6hln, India). lH{einaner rcfer€d to as "Slonsoi l wisles ro c'onduct clinicat rdat

etrtnled "A nulli-cenrcr, double'blind, nndonized, pamllel Eroup, active ed placebo conlrolled

in vivo clinical €ndpoini basod bioequivalence study of Clindanycitr ?hosphate Tolical Lolion

Eq. I% Base anon8 subj€cls wilh Acne VulgaiiJ'(Siudt Number BD/19/0?0) [Hereancr

rctbred 10 d 'Study"l h6 engaged CRO to conducl ihis sludy.

AND WIIERIAS CRO n6 ateady idendned fie Principal l.vestigaior based on hisl€r

exlenence md expertise and ako Princilal lnvesligalor has sought pmission frcm lhe

Inslilulion to conduct lhis sludy in lh€ premises of the lnsrituiion. Hence CRO is d6iros of

cngaging the said Principal livestigator and Institule for cdrying out ihe Study.

Now, THEREFORE, in consideralion of lhe pienises md lh€ covenanls, ent€r inlo this

Asreemel dd do l.e.eby dgrc wi h each orhe. ro rhe folloring

l.l) "Sludy" shall be d€emed lo be"Clinical T;al" as denned in rule'CSR 22TNervdog CT

rule 2019 (includiry all amendments frcm timc lo rimc rill preseno.

1.2) Principal hvestigltor and Ins ute will be responsible to conduct thh study with slricl

conpliecc to alprovcd Protocol. ICH-CCP and alplicable laws dd egulados

pr€Bili.g in rhe courry where clinical lrial is @nducted givine utnosr imponance to

protect ighls, saf€ty and weu-being of clinical lriah subjcct.

l.3t CRO shall lrovide rrinciial Investigator snh a sumcienr qumriry or study supplies ro

conduct lhe Sludy at inyesligalioml site in rimely nmer. Istilurc and Principal

Inv*lisator shall uso Srudy Sulplies in clinical tial subFcrs only for rhe purposc to

conduct rhe Study ih aeordance with rle Potocol: All Tnes study supplies includes

CvnjJ?ntirl SOlrcL l/00')
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1.4) such as sludy drueG) lnveslisational rrcduct (lP) od relaled devicevinsrrmenrs,

equipme.l, diary cdds, paper CRF or bldk inform€d coruent foms md renain lbe sole

propony of CRO, unless orhe ise dBiemtcd. Th€ lnstiture md Piincipal Invsrigator

will be responsible for the retun of exces, uused study supplis lo the CRO or at

CRO'S oFion lowdds @nplelion of sludy or earlie! leminBtion or may infom in
wiring for desliuction by Inslilutc @d provide destruction cenincate. ln eirher case

expe.sc will bc paid by CRO.

1.5) Study Ttuelin$: Study Tinelin€s for the purpose of rhis AeEement will be in

accordance wilh Prolocol md as conveyed by CRO fion tin€ to lime.

2) Rcspotrsibiliti6 ADd Oblisatiotrs of thc Principal lnvcsrkator

2.1) The Principal Invesligalor will onducl lhe sludy in the lstitule in sccordlnce wnh

apliovcd pbtocol, New Drug CT Rule 2019 (i.cluding anendnents fion tine lo ihe),

ed Indim Council ofMedical Resdch (ICMR) Guidelin6 along with Helsinki ed The

lnt€rnarional Conference on Hmonization of Tebnical Reqlienenls loi Rogistmlion

of Pbamaceuticals for Huod Use (ICH) Cuidelines for ihtemalional studies and all

applicabh laws dd regulaiions prcvailine in munlry duing conduct ofclinical lial.
2.2) Principal Inveslisator will have tnined snd expeidce slaff as a paft of his&d team

thrcushoul the sludy to pefom study elated actilities aner ihey have be€n trained on

' their tule b b€ perfoded in the stldt. lrincipal Investieator nay delegate ed docm€nl

delegation of his rslonsibilities to his/lDr te@ n@bers sho too rvill strict omlly with

obligalions oflrincipal Invcsligalor nentioned in sdion 2 2

.l )' Pr':ncipal InLe.ri8a'o- will qd performins iud; Flaled acri.irie. on.) afkr trllt
execution ofthis Agieement by 5ll padies sho ae sigatory in $is Ageercit ed aner

' having IEC (lsrnute Elhi; Comiree) and regulalory approval de in place.

2,4) The ?rincipal Invesligator will ensure e.olnent ol fial prnicipM$ aRei obraining

signed infomed consenl includihg audiolisual ecording whcrcvd applicable md also

infomin8 the provhions of ad€quat€ lrcalment and compensalion for Seious Advese

Event (SAE) 6 per New Drus CT rule 2019 includnrs amendmenls fon tide to dtoe. h
(de of ammdmenr to inJomed con.h fom. pohpr ,on.en.rs q,ll bi ohl

cahjJat4l soPlcLTtoa')



Principal Invesdgab! or approv€d vesion of eendnent consent fom(ds€nl fon , if
EquiEd) wirh libeni b hial subjels lo decid€ on tunher conrinuarion in the study.

2,5) hncipal Invesligato! will rcrun only those trial panicipahts inlotstudy who neet aU

IDcluion and Exclusion criteria foi the study povided in lh€ approved Protocot.

2.6) The Pincipal Investisalor will be ieslonsible for submGsion of study documcbrs fron

CRO to IEC to oblain appoval for conduct of srudy ed loNdding IEC commuicarions

lo CROS within a Neek ofr<eipt ofrespoB€ which may oilher be conmenrs for the ned

of dy chmge in potocol or Pdient Infomation She€t (PIS) or aplroval 1o conduct said

study in the Isritute.

2.7) ll wiu solely be Principd Investigatols reslonsibility to ensure rial participanh are

rddon'ad co@lly 6 per randomiztion scnedule ed adninisteEd Invesligarional

Prcduct (lP) only ro a$igied subjecls eml led in the rrial as per Porocol. Piincilal

Investigator will be tcsponsible for proper lccount ofreceipt of It; selecrioh and sromee

of Rs€fled Gctentioh) smple$ IP lliliadon by assisDed subjecls and rctum of unused

IP lo CRO/spoNor as well as prcvcnt ils us fo! any olher luipose apan frod Prctocol.

2.8) Tbe Principal Invesdgstor shall rcport all srious and uerp*ted advee evems and/ or

death.lo the Li@nsing Aulhonly, CRO, fld IEC s per N€w CT rul€ 2019 (inclL ine

mendnent nom rine lo tine).,

2.9) The Pnncipal Invesligaror stall foflad its repod on Serious Adre6e Ev€nl of Death

' aner due malysis of all f.cros witn his opinioh lo Chdme of IEC. Head of the ln$nute

and lhe Licensing aufiority 6 perNew CT rule 2019 (iicludi.g @odneits fo ime

2.10)Durin3 tud followine a Clinical Tdal Subject's participation in Study, lhe Principal

lnvesligator shall ensure tbat pronlt diagnosh dd ldequate medical caE is provided to
' lhe panicipant (clinical Tridl subject) for oy advese evenls.

2.I I ) The Principal lnvesdgalor will be r6lonsible for keeping source of subjed up to da1e, for

prcper md ponpr nlling of Cse R€port lom (CRF), presNation ol inv4dgarion

Epons md rccoldines ed resoluton of dy query gen€rai€d nom date being subnired.

wllft requ€sted by CRO| Pri.cipal lnvestigator sball provide scd copy of soucc @d

orher documenrs aRer n arkins 5ubF ri confidmr.at .nfomErion

canldehtiol saPtc Llta'g
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2.12)The Pincipal lnvesrigaror will hake nece$ay alngenenl for insleclion of study

related documents ihcluding signed infoned consenl fon a.d Invesligalional Product

0P) dc. by CROt monilor, oflicial of regllatory agency or'lstnudonal Ethics

conmine(lEc) nomin*.

2.13)In 6e oI dy deviadon non-conplidce/violation to .ppoeed totocol. P.ncipal

Invesligator will !rcnplly docunenl and noii& to CRO aid IEC.

2.l4) The trincipal lnvestigalor will be responsible for obtainine IEC md CROS pcmksion for

storage of blood or tissue smples for tutuie use.

The Principal Invesligator shall nol conducl addilional r€sarch or obtlin dy additional

biological sdples (includes blood or tissue saDples) apan rron those specined in lhe

Prolocol fron larticipating subjecls unlss il is alpoved in $iling from CRO and

applicable reeulaliom plus in lerms of subFd safely. Once eceived, Principal

Invesligator will obrain rccessary alproval and pemhsion lor slorage of lh€se smples

2. L5) Tle Principal Inv€stisator will be Fsponsible for poviding lroeres rcport md any non

cohpliance rlort lo Instinrional Elhi6 Conninee (IEC) ud a copy lo CRO wilhi. a

week of occurence or due dale.

2.16)The Principal hveslisato! sball be Fsponsible for obb,.ing CRO s pemission before

publication or conference peenlltion of dy data,

2.17)Principal Inveslisaror (Pl) shall complete the Clinical Trial mdd bis superuision as per

lhe aFeenent and fie Stlturory plovisions, but if for oy r.ason he/she is uable to cary

over lhe $udy il shall be his/her responsibilirt ro hand over lhe study lo eithei hirher Co-

Prineipal Inlcsligator (Co-Pl) or lo any of tbe Faculry nembers of lbe Insdute as d{ided

by lhe l.Iead of Departndt oI lhe PI or Direclor ol Ins nle ad obtain necessary

apprcval of lh€ Elhics Comihee dd 1he CRO.

3) Obligatio n ! trd Respotrsibiliti6 of tbc Institutc:

l) To cnsurc atudy shall be conducred in conpliuc€ with the Prolo@I, Slddsrd Opedting

Pocedure ISOP\ dd applicable FgJlabrJ Eq riremenr'.

2) ENuins rhat the rths, safely and wellbeins of Clinical Trials Subjecl are piol

conld?nLal sofrcLl?ooe
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8)

9)

7)

3)

conldtntial soPtcLflao,

{,u\4) \)

Fulfillm€nl of nece$ary obligations by Institutiotul_Elhics Committee (lEC), Pincipal

lN$ri.€Lor aPlr sd sLppon'ng rdf corduc nC"aid iudt.
PoFclion of cortdentialiy, righrs, efety and wellbeing ofclinical tiial pafiicipanls.

Provjde necssdy inhsnlctur€ support ro Pl to conducl study as requted by Polocol,

Connmicaljng with IEC dd obtaining apprcval lor rhe Clihical Trlal Protocol. Mitlen

iniomed consenl md other ldal related stldy documents. Ensure Pincipal lnvestieator

conmunicales wilh IEC lo oblain approval for the Clinical Tnal Prctocol, winen

infomed con*nl ud olhd eial r€ktcd study documents including anendmenrs.

Appoval of study ftom EC wirhin 6-8 wceks of receipr of Invesligabfs bochure,

prolocol including Patient Infomaton Sheet (PIS) & Case Repod Form (CRf),

EBulatory apprcvah, dnli Clinicrt Trial A$eenent (CTA), Insuhnce policy md IEC

Appoval of amerdmenls if my of !€ceipt ofdocumenls.

The conndentidity ofreord that @nld id€nrift Clinical Trial subjed should be prcrcded

l0) Ensu'ng accuracy. compleren*s. leeibility ed rinelines ofrhe Dala being eponed lo

the CRO in C$e Reporr Foms (CRFS) dd in all Equired iepons,

I I) Safely r€ponilg as per N€w Drug CT rule 2ol9(including an.ndnehc non line to
dne) andor CRO policy.

' 12) Provid€ adequate lleatmenl and compensalion for Seious AdveNe Elert (SAE) lo lial
subjccrs and ensurc comlensaion Eceived fton cRo ar paid to lhese subjecrs.

13) Revi€w oflrogress !epo4 Data md Safety Moniroring Board (DSMB) epon & Serious

Adv€Ne Ev€nl (SAE) ftom olh€r cents dd acmldingly plovide decision on lcminalion

of sludy or ils extension beyond apptuved penod.

14) Review of SAE at site and irees{y actio! withh tle time lrme docidcd by rcgulalort

asencies. Revie{ of SAE dd eNue lll necessary Equn€ments including those of
pr€vailine rcgulatory.guidelines de fullilled by lnstitde ikell Principal Investisalor fld
IEC.

/k.,/"U



l5) Ih c6e EC ieconnends of tedinadon of study in view of saf€ty and berefit of clinical

rrial subjects, Institirtc will ensure study is properly teminated by Pincipal Inv6rigEtor

as pd CRO insrrucrions {hile ensud.e ho dst to rial subjecls,. '
16) ltuvide adequt€ stor.B€ facihy for bioloeical sanll$ including.blood ed dssue of

clinical tial subjats in c6e Prolocol Equiles n lo be stoled for fulu@ use,

t7) lnslitutional clemce for enples to be sent abrcad non-phamacokineric srudies.

lrslitutional cleamncc for s@ples lo be sent aboad for halysis where rcquiEd studies.

18) Facilitate visil of CRO'S nonitor or its r€presentalive or repesentative of egulatory

19) Upon equest ol lhe nonitor, audito!, Inslitutional Elhics Comift€o or applicable

r€gulatory authdty, Inslitute should nake available for dn€d acc€ss all Equest€d trial

2A)

2t)

Elat€d records including signed inforned consent fom.

Safeguarding Intellectul prop€ny righrs (lPR) ofCRO.

Archivin8 of dala for l5 y€ars aii€r onplelion of all plamed Egulalory aclivilies as per

pevdline lass ed regulalions oflhal ountry (iet for sbich study w6 conduded or as

nentioned in the Protocol or for longer peiod if Equired by CRo^esulatory sgency).

Providing alremate Principal hvesligator (PI) jf Pl unable ro @ninue (which tray22)

idclude tmsfer, rcftement elc).

23) Audited sktenqt ofuliliulion ofFuds.

canltd.ntnt SOP/CLrlA'o
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4) Rerpon{ibilnie. rnd O;liBrriotr otrhccRO

2-l) lb prcvide invosrigatois brochure, Forocol. Cse Repod Fom fCRF) dEft Clinical

Tial Asreemenl (CTA). tnsumn@ policy from m lndian lnsu@ce conpany and

regulatory apprcvds includins other sludy relared docun€nrs and supplics.

2.2) To provide r€qli@d deviceyinslruments and/or equipnents b supporl Principal

Invesiigator to condncl said study,

2.3) To provide adequt€ supplics of Inv$tigational Producl (iP) dd conpadtor pepared

under proper quality conlrol as per regulalory norns.

2.4) To provide Insu6nce cover for tealmmt $d comlerstion of S€rious Advese Ev€nr

(SAE) includios any diagnosric procedu€ perfomed dnd m underrakine to supplenenr

any mout not covered by lh€ Insurece Conpdy. CRO will aho provide copy of

Policy lo the Principal Invosligaloi.

2.5) Assist Principle Investigator for stonee of bioloeical smpl€s dmwn as per Protocol for

tulw study ifrequsted by Pinciple Invesligator.

2.6) Plovide a copy ofclinical sudy Repon (csR)Aumarr repon at $e e.d of stldy or ar

r€mination oflhe stldy to ?rincipal Investigalor dd io IEC,

2.?) To subnit a status repod on lhe Clidcal Tnal ro rhe Licensine Aulhorily at lhe pi€scribed

- 2.8) Approprialely acknowledge Principal Invesligalor for his/}er conlibulion in lhe sludy nr

ey publicalion a deened suitable by CRO.

2.9) To define ed follow procedm for prcnanne lemihalion.

s) Debament

Principal Inaestisalor and Institulion cerlifies lhat lhey md my of lhen facihy or peson

altachcd lo sucb facility whose services are used for cond@t of study like laborato.y !F nor

debaftd by Indid law oi US law or by law of dy coNhy where subnhsions ae pleied ro

be nade. Pinrcipal Invesligalor md Innitution Mll prcnpdy intom CRO of@y such debe

be.0gawdedLringLhecobe.ofstud)un.'loreJeffposlcompdionofr\isnd)pr\tri.hin

Corttlertial SOPrcL' 409
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30 days lion "Efreclive Dar€ ofTeminalion menlioned in seclion 19.4 ofttis ageenent

dnd wil. enend r rll cooi,emrion ,o c Ro

6) IinancitlComncnsatiotr

72.1.6.1) CRO on behalf of Spo6or agees that tuy injury or d€alh or injury lo child in-

uteD oflh€ clinical rrial snbj€cl o@uring in cllnical hial due 10 following rsons sball

be considercd .s cliniql rrial lclakd injury or deaih or injlry to a child in-uteo and lhe

subjeci or bis nominee, 6 rhe c& nay bej sill be editled to rcceive lron the Sponsor

financial conpensation for such injury or dealh o! injury to a child in ulero 6 per ihe

nolifiation decided by oflhe Drug Conloller Cerenl oflndia @CGI) issued fron tin€

a) Adve6e eif€clof Investisational PrcductG);

b) Failurc oflnvestisational Producl to prcvide inle ed lherapeutic effecl;

c) Ior injury to r child in uterc beause of lhe participatio. of paent in clinical trial

povided adequate nelhod of conlrcption as specifi€d in Prclocol 16 ued

rhrcuglout lhe dualion nentioned in the lroro@ll

d) Any clinical llial procedues involved in the Study.

CRO asrees to hold hdnl€ss Pdncipal hv€srigaror, his/her stalT involved itr clinial rrial,

Insdrurion ar which dr srudy is conduded md lhe IEc lbat apFoved rhe s1udy. cRo
indonnines rhen ofmy clain liled by subjecl or his^'er legal rpesentatire or the noninee

for my advsse ev€nl to subjat due lo panicipation in lh€ sludy providcd appovcd prolocol

w6 foliowed *cluding rcgliSoce or ni*onduct by Principal lnvstigatoi, hhAer stafr or

Instilutio. or IEC. Pnncipal lnv€stisator will plomplly infon CRO of my such nolice ad
wiu exr@d tulIcoopehlion |o cRo,

8)

Cakldenrial SOPICLI/0A9 d'
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9) Und€rrakingandRepresenr.tionof Principalltrvcstgator:

trincipal Investigator hseby reprcs@ts lhal he/she h6 ihished an undenaking ro

licensing Authofty in the fomat given in New Drug CT rule 2Ol9 inaluding mendments

l0) Und ertrki n g a nd Rcpreetrtatio n oI lnstirur€:

Instnule her€by Elresnrs thal: lt has constituted rhc Erhics Connnce GC) as p{ rhe

guidelines eiven ih lhe C&elte of lndia & il has been regntered with the Drug Conroller

Cenqgl of India (DCGI) vide lerler No: ECF./85[nstCt2013/RR- l I dated 08-Aue-2019.

l0.l)EC SOP is in conplidc€ with Good

10.2)lt Mll cnsu@ rhat EC willtullills ils

role 2019 includinC dendmenis ton

Clinial lncti€ (6CP) Cuidelines 6d aptlicable

responsibilities s per provnions ofNew Drog CT

rl) Undcrtnking nnd R€pr$entation of CRO:

CRO heEby understmds dd lepqenrs lhat - Ir has tumhhed an undenakine on behalf of

Stonsor along wilh the .pplication for Clinical Trial Permission to lhc Licensihg Autbody

lo piovide compe.sation in lhe c6e of clinical trial Elaled injury or dqth for which subFcls

vill be cntnled to conpensationia po provhiom ofNle New Drug CT ele 2019.

12. I ) Ove€1l responsibiliti* lo conduct study at Irslitute will rest silh Principal Investigator.

12.2) The following sludy lld will apply to the Study:

' a) Insritutes Enrclln€il Mdimm (i.e. Toral nmbd of etuolled subjet€d expored

fton site) shall be s nehtioned in dnexwe-A of this lgemeni l-lowever. if lhe

Institute and P rcipal Investi8ator de unable to c@ll paricnls for lhe Srudl Nithin

3-4 monlhs of Site inidation CRO will be naving tbe autbority to change the

Inslitute\ E rollnenlMdihun in a unilateEl namer or close tbe site.

Cahfdential SOP/CLTi0A9
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b) Subj€cl lo applicable hw: CRO md Inslitute witbout my tunner obligarion muruauy

may agre in witing lo nodify Institutc\ Enollmot Maxinun at any sage.

c) All subjecr visns will be conduct€d as prcposed in the ?!orocJ. The cRo will be

ihtbmed if a subjecr visil exceeds visit window penod atong with r€son of delay.

d) casc Relort Foms ("cRFs ) infomarion asociated snh ! subFcfs visir nusr

sadsfactolily conpleted wilhin 3 ivolking days aft€r tne subjects visit or.

applicable, re€ipr of lhe subjet s test rcsulis,

D

All Dara Quenes fmn CRO or Sponsor or fton Da|d Mmae€menr eoup as

applicable nust be conpleled aod rerm€d to CRO wifiin a dme frano mutualty

Any intenlional changes of inclusiotvexclusion crir€ria by the Principal Invstisalor

oi Sludy len wnhonl apooval fioD CRO MII nor be fte liabitity of CRO.

13)Trial Drue; Materiah Transfer; Records Retenrion;

I l. I ) Invesrigational Podud oP)/device (insrnhont or equipdent

a) inslitute md Principal Investigator acknowledge that de investisalional prcduct or

device (instrdeno or equipneht is oMed or conlroll€d by CRO on behalfof dre

sponsor ed ttral neither the lems of this Agreenenl nor th€ Prorocol. nor any

' activilies condeted by Insdture or Pri.cipal Investisato!, shau be conslrued ro grdl
1o cilher Inslitute or Prircipal hvcstigalor any righrs in or to thc Conpound/

hv*tisalional Prcduct (iP).

b) ORO will prcvid€ rhe Invesligational Prcducr (lP) which inctudes tesl drug or

rcfercnce dtug ro be adninister€d lo lrial subjecr as parr of ibe Trial wirh no cosl to

tnslilule for adninist€ine or dispensing sol€ly by or under lhe supeNision of
Pnncipal lnvsigator o! sb-invesligarof lo rrial subjets at tho trial sile in Sricl
@mplimce with rhe Prolocol.

c) Principal Inlesdgator shall be €sponsible to redonly $lecr

dn€ded by CRo/spongo! for 'R€scrued (rctenLion) samples' and

$Jouglou *e uid dnod 
'oa\oid 

iBaridenk. usatse

Cohrtdentirl SOllCL,r/Aot
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d) Institute md Principal lnv€stigator shall stoeJ[d use tnvstigatioral troducl (tp)

solely lo ondLict rhe Tial in srdcl conpliance vith.ihe Prctocol md tor no orhd
pupose, dd shall not trdsfer the lnvesligalional Pmduct (IPtto ey third padies.

Instirure and Principal lnlestigalor shall hmdlo, slor, ship.md disposc of lhc

hvesrigational ?oducl (lP) as directed by CRO and in conpli&ce wirh all appliqblc

las, rules md regulations.

0 Insdtute dd Princilal Ina6tisalor will ensue enpry ed panidly used

Invesliealional Prcduct 0P) conrliner md my uused Investigational Prcdud (tp)

rcnaining at lh€ rial close-olr visir at lh€ Fial Sile o! ulon early remination oflhis
AeEencnl de either disposed ofor renmed to CRO i. a4orddce wiA the Prolo@l

or a1 CRO\ ollion d di@ted by CRO ar rhe iin€ of sne cbsure. All ctiniclt

reFndon IP smples will be stored at the clihical site or be stored at some 3'd pany

until funhei insEuctiohs by the sponsor for its destruction.

D Neithd lincipal Inv€srigator nor Instnde will impos€ any oblieadon, expess or

inplied. on CRo/Sponsor ro purchDe, liescribe, provide favorable forhulary starus

for or oth.flise lo suplo ldgl prcduct.

g) Unless specifi€d in the Pmtocol, Principal Investigaro! will not nodiry th€

lnvestigatioml Ploduct (IP) o! its co aine. If tbe lnsritute policy requires hy
hodification to the Invcstigational Plodlct (lP) coni.her, such modincaton frusl be

approved in advdce in wiliry by sponsor,

13.2) Reords Mainlcnan@ dd Retention:

a) Prin.ipal Invesrigator dd Institule will maintain clinical uial rclaled €cords retaring

to hvestisalional Product (IP) and orher tdal subjecl docunenrs includins bul nol

linited lo. signad consenl fom dd audiovisual docm€nls if applicable, hedical

records, chans p*lainine to individual tiial subjsls, ,.cas€ Rcpod Foms (.cRF.,)

&coutins iecords, ,ores! laboBtory rcpoits, md daia. Institution will pcrmil

Principal Invesrigator to rlain dese docunenis for a perjod of ar lest 5 y6 or longei

as nentioned in below Secrion-23, Record Ke@ing, aft€r mmderion of alt Egulatory

adivny as p* api'licatle laws and reCulalions for rhe couLa G6) lor qhich sludy

M conducied or in &cordance wilh Prctocol or qrlier teminario. of lhe lnfrt or ritl

Canlden.al SAPICL1 lA09
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lhe lime CRO notiies lo Pincipal InvestiSator,in wiling for ietuh or destuction

sludy documents.

14) Reprscnbtion atrd Warrantieg

14,1)Pnncipal Invstigaror and lnsti$re repaenrs fld sarurs thal it has rlE legal authorny

to enler into $h Ag@mot dd fiat fie tem ofthis AeEemenr de not in conflict wirh

my othe! agreenents to which il is legally bound. Institute shall ensw that Princilal

lnvesligabr will not entd into dy ag@ment or ensgge in any activitis lhat wolld

matedaUy inpan its or his Aer ability ro comtlele lhe lrid in lccodance with ihh

Agement ed rhe Proro@I,

I4.2) Inslitule repBents and wmrs lhal the Piincipal Investigator is qualified as a nedical

pdcLirioner under alplicable laws od reglla1ions,

c dfkle h t i a I soP lcL'f 1009



ls,Confid(nlialitl

l5.1) Instituc will (dd will cause ?dncipal Invesligalor ed dal pe$onnef appointed by PI to)

keep $ictly @nffdenlial and not dhclose to third panies aU infoma.lion lbvided by or

on bebslf of subj€cr or of data that h gene6rd, discovered, or oblained by any of the

Pany sig.atory lo this agteement N a result of the rial (olhe! thm patient nedical

recordt, including lhe t al iesults, trial invenrions and infomarion rclatcd $ereto

(Contdcnlial Infodatio.). lnslnut€ md Invesligator will use, lnd will cnsure trial

psomel to usc, Conjldential Infomation only for puqoses oa the llial. The oblisarions

of this Secdon will sufrive expimlion or rcminalion of lhis Ageement and can be

nainlained in good fanh. Conndenlial Infomation will nor include infomation rhar:

a) h or becones publically available rhrcugh no fault of Invesligato. oi Idstitution.

b) wd knoM lo Pincipal lNestigator or Insindo without obligation ol
cohtdentialily lrior lo r*eiving it eithe! diredly or indi@tly from orher sontces

Under this Agreenent, as denonstrated by wiften Hords predalins the dale ir

was lemed by Invesrigaror or Instilule fom othe! source,

c) ls disclosed to Pincipal Invcstiealor or Inslitution by a third pany qi&out

liolalion of law or ant oblisatiotr ofconfidentialityj oi

d) Can be shoM by w en ecords ofPincipal l.vesdsalor or Insritution to havc

ben indepcndenlly developed by ?incipal lnvestisa1ol or lnslitution rvithoul

efeEnce lo or relimce upon ey Cohndenlial lnfomalion.

ls.2)Notwilhsanding dy oder prcvision of rhis Ag@menr, hstiiure ed Principal

Investigator nay disclose Confidential bfomalion lo the €xrent Equncd.

a) To omply wih l; applicable law, ruleregulation or govemert order, after pronpt
' 

notice to cRo prcvid; rhal Invesrigator md Insritute coopeiate wiur cRo €nbns b
liton such dhclosu!€ by appropriate legal neaos:

b) To prcted any ftisl subFcas safety or lrovide appropriate nedical c*e for any trial

subj4l, or to p@vent a public hallh emersency Mth pronpt notice to CRO

c) lor puiposcs of insurqnce or &inbusedenl by a rhid parry or lay for fn{dical
rralmenLo-lia {bF!r rlahd ro rtc p'o. edure) rn.luded in rhe Poroco

Canlttunnal soP/cLT/|aq
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I6)Return ol { otrfidentioi Infornarion:

Upon enher (i) rhe completion of the Trial or reminltior ofrhis asre;'menr; or (it cRO\
rcquest in Mitirg for any @Non, INtitule Nill immedialely cease usO of all Confidential

Infomation, and will promptly eirh6 €tun ro CRO or it instllded by CRO deskoy all

Conndential Infomation, including dy copies, exrEcrs, smmdiei or derivativs wolks

tbereotl ed certiS' ih qitiog to CRO th€ conpletion of such renm dd/or destruction,

providcd, however, thar lnslilute tuy Etain one copy of Conndcnrial lhtoinalion in iE tegal

dchives solely for lhe pulose of nonibn.g irs swiling obtisations mde lhis Ageeneni

(colleclively, Tial lnvehliont), will be the sole and exclusive property ofCRO o! irs

designec. Institute and Principal Investigalor will pronplly disclose atl irial
Investigalions io CRO in wiring ed inre$t in all trial invesligarions lo CROloi its

Conjdehtial SAPtCLI1A09

17) Trial R6ulis and Inyentions:

I?.I)CRO, on behalf of the sponsor, oMs aU dara g€nerared fron rhe tlial, ri!] rcsutls,

Contdcntial ibfomadon, Cse Rcpon Foms (CRF sd aU olher infomalion eenmled
as a resull of or i. conneclion yith lhe conduct of the lrial, excludidg InstitutioD\ patiehr

bedical rccods md Principal iNestigahls persom! nols ed hereby sEnls lo the

- Inslitute a nonqcltsive, non-trdsferable, non-sub licensable dght to lse Ue riEl rcsults

sol€ly lor ils oM illenal, non-comercial Esqrch, parist cse, and educarioml

l?,2)All invertions, ideas, nethods, mlks of autboslilp. know hoy or discov€ries lhat se
made, conceived, or redu@d lo pracdce by Institule, Principal Inv€stiSator or irial

. pesonnel: (i) 6 a result of or in come;tion wirh rhe conducr of rhe rial (iD thal

incoryonle or ue Conndenlial infomadon: or (iii) that de diFclly Elaled to lhc

conpound md in oach c6e together sill all inktlectual plopeny righls relaring $eEro

{.ry2 t} hil"/,,/,r



dsignee, Al CRO'S r€quasr md expense, Insdrutc rhall lake and shall causc Principal

Invesdgalor and lrial peEomel to ule, all addilional adions d il deems necessarv taking

irro consid€ration i.terest of cRo an.t Sponsor in Tdal livesridaiions or to obkin

pat€nrs or olheNise prorect the inlercst of cRo or ns desichce in Trial invesdsrlions

l8,l)ln considcration for conduciing lhe Sludy, CRO shall pay to Insitulc md Principal

Invstigator 6 describld in Amexue-A. CRO wiu noi hake funn€r paymcnts, lowdds

srudy visils, prccedues, or other work msocisted with a Srudy subjst if CRO detenines

ihal tbe clinical ldal subjecl! dala is nol evaluable becausc of a violation ol the Prolocol

by Principal lnlesligaior or Sludy Stati

18.2) CRO shall pay on a ps subject cosl for each salisfsctodly complet€d subject (as derned

below) in amordance witti Amexurc-A s altached to this Agrecnenl Oilv lf a subject h

disconlinued for rcason slipulated in lhe Potocol, lhe lnslitute and Principal lnvesligator

shau bc laid a poraled lat for work compleFd

a) Pd Subjecl Costs: Paymenls will be made otr per conpleicd subjed b6n. in

lccordance wiih AmsuE A, Tne estinaled total anount pei clinical rial subj€ct

list€d in AN€xue-A is @lcnlated for a cliiical trial subj€ct that conplet€s all the

sludy visits. Payment for Screening Visit shall be paid for consenled clinical tdal

' subjets in whon all screening pocedures e perfomed. All the visil cost includes

t.slitutional overh€ad. sraf fe$ and applicable ldes fon tine to time, excludine

GST.

b) rhe pd subjecl cosrs is a lixcd

includins but noi [nncd lo:

fe per subject shich includ€s aU cosls and honoma.

. All srudy relat€d adivities such d conducl of vhn assessnent md CRI

conplelion tine md ello s of PrinciPal Invsdgalor^ @d other lnsftute s

study pcsomel including all nmpower cost involved in thc study conducl

. Sirc cooidiMtor / Site Meagonent Orydizalion (SMO).

. ,4.U diaC.osticrest and olhcr itrveslisalios GCC, Chest X{ay,

canfrtettial SOP/Ct.ThAg
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. Holsing or bospilal stays ihcluding subjerts includine ncah,

. Subject T6vel Reinbusonenl / @npension..

. All Institutiotul overhead cosls, '

. Usage of ibtrrn€nrt eqlipmenrs shich duine the study shoutd be having

tOr proper instrnnent ID, their ndntemce &d calibFtion/muat

t MiscellfleoDs (lelepbone fax, courier, slonge cupboards md nainrendce of
lnstitule inf@rrucrure).

c) Subjecred to the rcrns ol Prolocol, a conpleted and evaluble subj€ct nems:

i) Who is enoUed for the Study according lo inclusion md qclusion cileiia md

hs bompleted all study vhirs with rhe Porocol sp€cified pmccdu@Va$*snenh.

ii) For rvhon aU somes, CRF and olher Sludy Elated docunenN are complet€d as

per prorccor reqnrcmonB

iii) for whon all Dara de accuately and conpletely docuent€d ed te!$dbed jn

cRF.

iv) All dala queries generaled wcrc resolv€d conpletely und{ nurually aereed

rnery nmer.
l3.l) Scieen Flilures/ Drcp-ours: For dop'ouh laynent will b€ madc by CRO on a po{ated

b6h lbr the number of conpleled visils and for *r€en failure il will be according lo

deraih nenlioned in Amexre-A

18.4) Imtituliod Edics Comire: Apart fion rbe paynent hentioned in AmexlFA, CRO

will pay for Inslitutioml Eihics Condittee fees. .,
l8.s)Aftfiival of study documdls md rcsNed sanples for a duration ol s yeds alier site

closw wiU be paid s per derails menrioned in Annexue-A.

18.6)Set-Up Fesr Whcrc Instfture r€quirs, CRO yill pay de Institur€ @ initial advance

lmount ofINR 1s,000 wilhin 15 days aftd obtaining the Institurional Erhics conni ee

and necessry Egulatory alproval. This up-ftont advdce paymenl would be exclusive of
Institulional overhead and service cheges md shall be deducred adjusred an po{ara

bsh ftom further subseqkdr palmenrs.

Contr.lenhal SOPlCLrlAog
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!8.7)Hoslilaliation cosls: Apan non study specific _hospiraliztion, @y hospitaliation

chdgs related to Sdious Advdsc Evenl (SAE) shall be paid by CRO on behalf ol
Sponsor to the clinical kial subject.

18,8)CRO will release the lunds to i,$titule or Pincilal Investigator for €ach clinical trial

subjecr s pd rhe study ehedule for compleled visns. Howvo. it {iU be the obligation

of Principal Invesdgator ro pay the clinical rrill subj€cl rcinbusenent on ! po Fta basis

study p*iod wise.

I8.9)tayment lowdds AcNals: Principal lnvesligator will be rcinbu$cd for purclse of
nedicines as a pd of standard of care or concomildt nedication as per Protocol along

wnn any lncilldi€s. Principal Inv$tigator to prcvide a copy invoice or orh€r

docmenlation clqrly substmtialiog that tle exledilures weF adual and easonable.

18.10)I€ Piincilal Inv6tisalor will lot Eceive dy direcl o! indi@t paynent fion subjecrG)

participaling in the Study or thid-panf payers for my nalerial, keatnent or seryice tbal

n r€quired by ihe Potocol.

L8.l l) Retund of Paymenlr In the event ttiere is a retund due ro CRO at rhe rine of remination

of thh A8r€meni by my panyj the Institute agees ro Enir lhe sme to cRo witbi.

sixly (60) days of the €tT{tive remihation date (dellnidon of which is menlioned in

secrion 22 below).

18.12) Tu d€ducrion: All fees and domls lisled aE inclusive ofapplicablc ld (TDS Tax

' Deductior al SouM) prevailing fon ine to tine. PEvailing TDS rate will be deducred

lon each p3yn€nl dhbused lo the Insliiute for fie Study as per lh€ applicable existing

ld laws in the counny. Cefiificale for thc rd deducted at souse will be Uovid€d al lhe

cnd ofthe findcial yed.

ColJidehtial SAPrcL'l/0og

-{.yt N)

,k/rr$,@--



l9) Use of other paiiesiDinc

The Principal lnvestigator dd Institute shall not use CRo/Sponsor rmJ or he name of any

party hd€to in @nnecdon with my adveriising or pionotion of anrpioducr or senice

withour lhe pno! Miiten pemission fion CRo/Sponsor.

20) No joinr venture etc.

This Agremenl shall not coBtitute, c!€ale, oi ih any wly be interpreled s, a joinl vcdure,

panneship, or businss organiation ofany kind.

21) Monitori.g; Aurlil Resulatory Inrpedion:

2l.l)Tho Plincilal lnvestietor a.d Institute shall pemit authonzd peso.nel ofthe CRO/

CRO designale, aoy Regulalory Aulhonty md EC lo insp€cr ihe facilities of rho

Irvesligalional Sile before, dudng dd aner the Study.

21.2)The Principal Inv6tiearor and Insfture shall nolify lo the CRO innediately by letter or

nail it lhe Druss Conlrcllq Getrenl-India, or my orher govemmenlal or regulabry

authorny rcquests pemhsion to or does inspect the ?incipal lnvestigator md lnslirute's

facililies or rcsedch re@rds relating to dris study whenever dd wiu prcvide in witing ro

' lhe imp4tins autnority copies of all natoials, corespondence, statemeds, forns and

records which th€ Pincipal Invesrigator ed Instilute rceives, obtains, or genelates

puumt to ey such study.

2 i.3) The Principal lnvesligator add lGtitute will pernit the CRO roi (a) Exmine, inspd aid

audn lh€ wo& perfoired as a parl of tne study lnd the facilities, syst€ns, insrrumcnrs

md equipn€nr nsed wilh which lhe stldy elaled activili€s d€ conducted under lhis

Agrdent d . part of sludy. (b) lnspect md erieve doouments and Ecods Elated ro

such Smdy.

2l.4) The Principal hvcatigator will pronpdy aolle
Srudy dala or subjccl\ nedical rcord duins

co,fdatiat soPrcufta09
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21.5)The Pincipal Invesrigatorwill pronp y intinste lo;CRO

audil oi egulatory'inspeclion and may tate dsistance

21.6)The oblieations of this Section shall beyond the

Aeement md cm be nainoined ii good fanh.

aboul findings Cenerded fron

of CRO in r€sponding to lne

cxpirarion or{emination of lhis

22) Tern; Waiver; Sevenbiliry Ohe trill on its time cxt€nded):

22.I ) This Agroemenl yill becoDe etrective dd tully execuied aller by rhe t$l sismtory signs

the agrsenent md shall contin@ in eff€cl for lhc tulldmlion of ihe srudy ac@ding lo

the Probcol unl€ss ert€nded bt consenl ofall panies lo this Aercenenl or soonq eartier

teminated in rccodmcc witn &e prolisions of this Asrenenl.

22.2) This Ageenot will be in force for a period of lhe lrial and ils tine exrended 6oto fie

dalc ol ils signing, llE lem ofdrh Agr€ene.t nay bc cxrendcd by co.sent ofall panies

to lhis Agreene.l,

22.3) Unless earlicr leminated in accordan@ wirh the polisions of thh Agrcem€nl,lhe lern

of this Asreement shall coImence on the Ellective Date, The Date of qecutiob of rhis

Ageenenl slall be the Efective Dare.

22.4)None of lhe obligations undei this sgEement will be 6si8!ed by Principal Inv€stiealor

od Inslitute to @other wilhout prior widen appoval hom CRO.

' 22.5)Tnh Ageenent nay be tcminacd by ey pdty upon giving st le4l a driny (30) days

qitlen norice to thal ef*t ro rhe olher patlies. The day following the ]oth day of such

nolice shall be "Efedive Date of Temimlion".

22.6) Any notice udd dis Agenent will be giver in witine io:

Rallin R€seaeh Privale Linited dd lo Principal Inyeslisalor al lhen addrcss provided

23) Efiecr of terniMtion

This lgreeneht will be teminaied upon lny ofrhe folloMng events:

I) By Ec or Regulatory agohcy (DCGI).

C.hfidenlial SOP/CLTi0A9 Palc2o ol21
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2) Ealy ttuiMtion of sludy by Sponsr or Principal Invgsligalor or Institute or by CRO.

23.1)U!on notice ol temination of this Asteen€nt by eirhd I.stiturc or CRO or Principal

Investigator, Principal lNstig.tor shall ceas etrolling clinical riial subj{ts inro rhc

study, md shall !rcceed io dhconlinue ongoing subjects from study s soon as h
nediqlly pmcticable.

23.2)Upon notice of tminalion of rhis Agrccnent by Insliture or CRO or Principal

lnvesligator, Institub dd/or Principal Invosiigator shall use reasoiable efons b Evoke

oy tnecial obligalions incuftd and shall avoid incunine my additional costs in

comection sith ile sludy, Insftute shall be conlensared ody for study{elated work

&tually perlomed or rcinbused only for expenses actually and Easonably incurcd

thrcugh the efective dat€ of teninaiion wbich CRO has agreed to pay d part olde
s$dy undq fih A$eenent. Il upon lhe Eifecdve Date of Temination. CRO bs
advdced funds which rnain sutilized or sulllus, Instilute shall Fpay such tunds

wllhin sixry (60) days ofthe Efecrive Date ofTeminarion, ln rhe evenl lnslitute faih 1o

@pay such funds in a linely ndner, CRO nay deducl d equivalenl moD nom my

pa)m€nl then or later due flon CRO lo lnslilule unde! lhis o! ay olher mgement

betqeen lh€ parties.

23.3)Upon leminalion of thh Agreement, all unused Male als dd all CRO Confidenlial

ll omarion (ex*pr Io, $ch rcco.(L hor .ncriruF 6 ,equtreo oy hu or eeuL ;r 'o

relain) in Insdute s or Principal Invesligarort possessiod shall be pronplly delivered io

CRO at CRO'S expense, or, ai CRO\ oplion, dcst@ycd with lhe deshrclion cenified in

24) Rc.ord kccpibg

I;sdiure dd Pdicipal Ioveslicalor shall elain for dchival of all records @d docmen$

pertaininS to the sludy uder aplropdare storagc cohditions so ihal they ale preseNe ihen for

a leiod of 15 yea6 aft€r @mplelion of all rcgulalory aclivilr as per applicable las and

regulalions ibr the country (iet for which study was conducled or in accodmce with

Protocol unles CRO lrovideg in qiting for retm or destruclion of rccords and documerts

prior to relention pdiod. At lhe end of rctention peiod if io Esponse is &eived fion CRO,

ConjJ.nLal SOPrcL?A09
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hslituLe can loMrd all sludy @laled docmehh reraired bt Institute to cRo al cRo s

€xpcnse. CRO co reqne$ hsritue to rerain study relat€d dqcme s for lo.ger period at

CRO'S cxpeBe for which Aer€cn€nr will be sigled. I.stitute may clloose 1o retain thse

study lelated docune s for lorger tine on rque$ ofCRO !t diffemt localion non eadicr

one vith {itlen approval lion CRO.

The panies .cknowledge lhat lhe Sponsor will rctain oM€rship of all original dald goerarcd

ftom thh study. Dala gen€rat€d durin8 the Cliniql Tlisl Study is the sole plopeny of $e

Sponsor & CRO. TbeFfore, Principal Investigalor agre€s nol 1o publish or piesenl lhe resulls

or dy infomaron derived ton the snrdy but Slonso! nay d€cid€ lo include hisrrer nme in

my publication e'ther s aulhor or as lMicipmt in the study.

Pafii€s to lhis Ag@me.t shall conply with the cuftnt povision of New Drug CT rule 2019

including m€ndments non time to tine. For providing insu€n@ to Clinical T al Subjects

ib c6e ofinjuies or d€alh, 1he Sponsor/CRo lo lhis Agre€ment have ii€d up vilh insunnce

compmy Thh insudnce shall be extended fton tine lo tine till the €xpiry of Agre€nent.

- The validilt, inlerpEt tion,

consFu€d in rccordance with

The place ofjndsdiction for

Munbai norwithstmdini ay

lnd perfomance of lhis Agrcenent shall be sovehed dd
lhe las of INDIA as applicable in the Stde of Mumbai,

d) di.plLe or llain before a cor o' "1 dbirdor stdll be

other prcvision o the conlrary in ey law in rhis rcgdd.

All disput€s or clains whatsoever arising oul ol or in €sp€cl of lh€ lems md @nditions of

rhis acrement or relati;g lo the adnissibility or liabihy or quanlity of compensatior or

dmaga payable ro or by any of rbe panies ro thh asenent to die uial subject or hh/hs

legol reprcsedalive or lh€ noininee or by one party againsl eother shall be ref€tred by lhe

Conj.lehrol SOPrcLI/'09
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aggieved party or p6on td rhe arbit@tion of a solqdbitralor to be appoinled by th€

Chai@ ofrhe losrirutional Ethis Colmiftee o{ the Instilulawilhin l0 days of the rceipt
or a Mrtten iequesr by fte aggri€ved. lhe lndian Arbitotion and conciliadon Act 1996 s
amended lion line to tine shall be lpplicgble to sucn dbiiration procednihgs subject to tbe

excepdon lhat rh€ rrbl subj*t or histei legal elresenlslive or th€ nominea shall nol be

liable lo pay fie cosl ofarbndion. The awaid oflhe dbitraior shall be final and binding on

all rhe panios lhereto.

This Agreenent may only be mdded by lh€ mutual Min€n mment of lhe parties hereto.

The panies gg!€e rhai rhh Agreenenl conslitutes the sole, full dd conplele AsEment by

add belween the pani6 dd supesed* all olher winen and ool Agreemenrs and

rcpresenlation belween ihe panies Rith Espect 1o lh€ said study. No mcndnents. chmges,

additions, deletio6, o. modificatios to or of this Agrenent shall be vslid uless Educed lo

wjling and siened by the pdties.

Acceplance of Agreenenl.

Alllhe belds signabies coinm dat they hlve €ad gnd undeslood aU the clauses oflhis

Canltn nnal SOP/CLrt'Ag
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Irincip.l Inv.sligator Nan€ & Addre$ Of
}I:

Deparrnenr of skjn & vD
Sunnndeepvidyapcclh an Instiltrtion
Deen€d to bc University & D[inj Hospitll
Al & Po. Pipari!, Ta. Waghodi. vldodar!

Insriturion-_ Signatory N.n€,

Dr, Ch.ndrrnrhi. B. More

Sunlndccpvidyape€th an
Dccmcd to beuniveBity'

39\760

DR. IIASHIIII MAHAJAN
{M.t sKrN avo )

oeoa ment ot Dernarolo9Y
Dhlr.i HosDital. PiPariYa, Mr vidhu Shekhlr Mhhra. AGM-RaDtim:

"i)'*'ig.***

Canjd.nhal SOP/CLI1''e



lllereseech grtutpalmentswillbenaderodelollowins

Payee Nmq Research CeU Summd@pvidyapeelh

PAN No.: AAATK4485E

Payee Bank Nm€: Indiah Oveses Bank

Account ho.r 178802000000131

IFSC Coder IO8A0001788

a)

c) On conpletion of entirc study N per Protocol, Rs 28,480 (in wods "Twenly
EightTholsand Four l.lundred Eighty only ) shall be paid.

ANNEYURE- A: IN\ ESf ICATOR CR-A\ I PI R COMITT CTID \UBJECT

Tolal nunb3! ofenrolled subjecls expected from sile 110 Gef€red as Institute's

For every Screen tuilure subject who could not procftd lor Redoniadon into lhe Study
as pcr lhe diteda ofde Prctocol, Rs 2000 (in words Two Thousdd Only") shall be paid
lo a mdinun of 12 subjects i.e for ev€ry 6 subj€crs e@lled one scren failure will be

coisidqed ( 6:l dlio) and paid rvhich shau b€ inclusive of all charges. Aner whicb, no
paynent shall be paid additional screen failm subjeds apa fom subjeott lEvel

hrilrQ
(hnlttental SOP/CLI/0A9
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d) No olhq paynols shall be nade ro lnveslicaror md or Instnudon apan non Imtitulional

Elhics Conmineo lccs $bich shall be paid on submission olinvoice.

e) Above granl is inclsive of subFct ldvel and cohpensation, hospilaliztion chdges,

subjectt meal, local labolatory dsessmenls as !n Prolocol, requned inna-structure for

conduot of lhis study, calibration/nainlenmce cost for study re151€d equipnents,etc, For

turrher details, plcase rcf€r section 17 of lhis agreenent lhat coves all expenss under Per

0 GST of 18% shall be additional to above nenlioncd P€r Subjccl fees.

g) Per Subjecr fes shall be paid or@ Data Manaeonent dd Qulity A$urance connms lhat

rhdo is no queiy in the rtrieved CRF pag4.

h) 20% ofihe Per Subject fees shall bc paid aner data base lock but before site closuF.

i) Invoice musl be submitted lo CRO nonito! for all cosls to b€ paid by CRO.

j) A1l undispuled invoices shall be paid wi$in 45 days ofrec€ipt.

k) No scr€en failue cbaiges shall be paid itr the absence of a docunented scrcening visit.

U,.6rhr.

cot'ltdcntial SaP/Cn/409
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