
cErYe MAHARASHTRA

I

&.eem€nt coder 700001s3

I

I

o 2016 0 AC 366625

?-\ly) \ 1-; l9l'lAI
;ir, rt* r-r a-i $ [1 g

?017

liaiYesli rriit{hlo)

i I liAi

CLINICAL TRIAL ACREEMENT
Protocol # LRP/LNPl892/ 20 16 /0O1

This CliDilal Trial Agreemenl (''Agreement") is made as on I4'h!ugust, 2017 behveen

Lupin Limifud, incorporaled u der the la\\s of lldia with its reg;steled olficc located at l'd Irloor. Kalpataru
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Oll'Westem Elpress Highrvay. Santacruz LasL Mumbai 400055 and having PAN:,^AACI 1069K,
its successors. assigns and Aftiliates (hereinalier "Lupio '); 1



Dr Sudhir Kulkami

and

Confidential

Dr Sudhir Kulkarni, an Indian cilizen/ rcside t, wilh his address at

rl*"ri."ti.- Clinic, Iilak Nagar. Alrrangahad 131001 and havins

"Principal Investigator")l

and

Advel. ll3. Samafih Kidney and

PAN: AUPPK6988tl (hereinallcr

Mahatm:r Gandhi Mission Medical College and Hospital'
.1:lI003 (hereinafter "Irstitution")

and

\\ith its address at N 6. CIDCO. .ALrrangebad

(iranecitv Rcsearch solutions LLP, lrurired liabilit-v pa(nership halillg i1s regislered address at Block

ili,l'ir,..'0,"i"'i,'ir.-. 
-i".i.,i rt.* Krlervadi Faia' rhcrgaon Pune'rll0ll and havins PAN:

AAP|Gsl851. (hereinaftcr "SMO ).

LuDin wishes to supporl a.lrnicat trrrl cnliiled Protocol # LllPi LN Pl 89'20 i 6/001 "A Rai'omized'

"i,i*," 
r,ii,ra. pi.*U. (-onlrollcd. Phasc 2 Stu'1,"- to Assess rhc Ei'llcac) Ph'rm'cokinelics'

pt,rr,".oa' n"n, i.. and Safei) of t,NPl892 (MonotheIapl) in Chronic Kidne) Diseas€ (CKD) Palienls

;iii ';#i;;;; iG;;"",.1-1,"|:o,ai.. (srrPr), r 
'n Drar\\rs and Mt orr Dral\ si"..r.-Protocor") 10 be

r,uJ:.teoa l-.ri rir.or'rroro'r '.trerr,,r's,ro''rl'"nl'ccli\el)',.Trial " -slutl\ l'

'lhe pades agree as fbllo$'s:

\. Dctinitnrns:

I,l Alfiliate: cans wilh lespcct to a Person. any olher Pelson $hich, directl} or in.]irectly ihrough

one or ore intcrme.lialies, Conlrcls. is Controlled b) or is under cornnlon Corirol \\'ith the fi$i
merrrionedPerson...Conllo]..shallneanwithrespectloanyParly.thepossession.direcd]or
inai.".ii". of So"r; *rll"rc olthe !oring sccur Iies anLl or thepotcrtudlre'tulcauseihedirectlon

ol the boarci andl or managemcnt anJor lulicies ol tllst Per'on \\hcth<r lhrough oq'nership ol

r nrr r, .ccrr|rric.. c,'rrtrr.l . 'r u.ne\r i'c

1.2 Applicable Laws: nreans an) srarule. law, regLllation ordinance |ulc judgment' injunction' order'

a.'.i"., rullng, liccnse. pclnlit. con..,rl a,proral, dircctive' agreemcnt guidelinc policl or

."sri"iion, oinnu ,"quiicment or decision oi interpretaij\e legislalive or adnrinirtr'rive 'clion 
oll

o, d.t",roinutio,i b,'_,'un) .^ulhorit] l1aving iurisdiction orer' the nrattcr in queslion- or olhcNise

"ppli."-bi.," 
L" ei,l".. \thcther in ct-t'ecr asoirhc dare olthis Agree,nen! or ar an) riDre lhercalieri

ali in.lu.line all dato proleciion. pri\rLJ. drus, ant toLrpetltr\c' anti-corruption' anli bribery as

,'".t1 as e*po_rt anA re_crpofl laws and regularion"' t'CP anrl relrtsd L nitcd Stxtes lrood and Dnrg

AdministlaLion ('fDA"), b,uropean Nltdiclrrt\ Alerrt-\ ('EMA ):rrxl lrldia Irood and Drugs

Administration (or an) other similar Authorily), regulations and guidclines'

1.3 Authority: mcans an) constilutiorlal. ludicial go\trnmcntJl' qua\l-go\ernmcntal- lcgislalive'

stalutor).' quesi_judici;1, dcpartmcntal. rcgrLl'ror\ or pub r' bodl 'un\lltulcd 
b! an-v slalute or

u,Jinun"" o, ty u .,r,ni of competenl jurisdiction or an) aLrthorily ha\ing jurisdiciion oler thc

Pafiies or the subject natier oflhis Agreencnt'

1.4 Intellectual Prope ) Rights: includes patents. tradcma s lervicc marks logos' irde names'

inlemct domain namcs, cirpyrigttr and Dloral righis, dalabese riShts semi_conductor lopography

Aec.nrenl Codc: 10000181
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Dr Sudhir Kulkarni

$ls. riirhts in dcslgns. righl. in in\entions, rights in kno$_ho\\ and olher inlellecllral property

,igr,it, i,'"".r,.^. 
'iL"iheircgi't.,ed 

or unregislcred andalldghtsorfo lrs of.protcction having

cfuiralent or sirnilar cftecl anl\\hete in the \orld and tlre tenn 'regislcred' ircludes registrations

"ia "p1,ii"",i."t 
for registration, righis to Study ResulN economic cop-rrights and knou ho*

thercin'conceived, generaied or reduced to praclicc during the Stud)'

1.5 Inlention: sha1l be undcNtood in lhc widcsi sense ol the word in particular including but nol

limiied lLr paienmble and non-paleniable tecllnical inventiolls 
'liscoverics' 

improlenrcnts and

inno\alions ol an)' kind.

1.6 Partl: means Lupin. lnstilution. Principal In\'estigalor and SMO and "Paliies' shall ncanalloi

t.7 person; rneans any indiridual. conoraiiLn company. pannership. trust, linired liabiliiy conrpan),

n '.u' i.ji,'ll cr,'l .crer'rll.

1.8 StudJ Site: means thc premiscs on hlch the Study Nill be canicd out

L9 Studr_: ncans lhe inlest;gation to be conducted rl the Slud) Site in accordance \\'i1h the Protocol'

1.10 Stud) Team: nlcans the Principal 1n\c\riUdtor' SLrb lrr\t\lrgatt'rGr'ln\ritlfidn staf]: emplo]ecs 01'

InstitulionsAtllhalesoranypersoninroivcdinthecunductulrl)eSludlatlhc\tudySile-

Lll Regulrtory Approvrl: rnean an-1 and all peflnils. consenls glerls' eplrolals' aulho[izalions'_ 
laa-"r"t- rlaivcrrs, exemptions. conccssions, sanclions' pcrmissions' rcgislraiions' ceftilicat,:s'

,!"""*"s, o.a"", a..farations' 11lings' repofls or noliccs oi" $ilh or to an) Authoritl pursuant lo

Applicablc l-ur.

1.12 ResrArch Staff: Institution stafl. cmplo)ees ollrstitution's Affiliates or any person in\olled io

the conduct ofthe Stud) al the Sllrdy Si1c.

2. Investisators and Rescarch Srali

2.1 PrinciDal Investisalor. Ihe Principal lnvesligator is an emplo-ve€ olihe Inslituiion rho \rill be

,.,,p;.ilr]" l'". tl* ,t,rection of tlie I rial in accoldance rith applicable Insiitlllion policies' The

pili,.ipol tnu.trigutn. commits himself anrl his Rescarch Slaff to conducl the Tda! as pcr the

Prot;ol and thc Applicable Lalls, against l'air compcnsatioll'

2.2 Sub-investisaloN and Rcsearch Slaff: Principal In\esligetor \rill en\urc thal onl) I ]'li\idurls \h"
; "pptqr*"1-t1r"i 

,rcl qualified assist in the conduct ofthe lrial as Sub-investigalofs or

Rcsearch Staff:

l.l Oblieations of Pri ciDal lnlcstigator' Principal Invcstigalor sh'rll bc solel-v responrible lbr stricl

il;il"* b}11lffi including the Sub investigato$ ard the Rcsearch Stafl wilh the

i"r,n'.,,ltni.,lgr".ln"ni. P ncipal Invesliaalor shulll ensure that an) pcrsonncl \\'ho e\sist in the

conduct ofthe irial arc intbnrcd ofand alrec to abide bt all terms ofthis Agreement applicable

iottte actinities tt,.v pertonn. Principal lnr-cstigrror uil JJsLrmt al tho\e fcsJrL'nsibiiities assigncd

i" 
"li 

pri".ip"f inueitigators undcr rrriuus App icablc la\\" rlrles' rcgtLlJrion\' guidelines and

,iunaur.t, in"tr.li,',g without lirrharion all relivanr Intcmatiorral Confcrence on Hanrmnizalion

Good (llinical Prxciicc ("lCtl CCP ) guidelines and standards' and all Applicable I-a\\'s inclLrding

thosc relaling to rhe conildentiality, privacy and security ol palicnt infoanrtion'

Alreehent Codc: l00l)018J
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ConfidcnrielDr Sudhi. Kulk3l1ri

The Principal Irvestigator shall bc solely responsiblc and liable for Perlbnnance ofthe obligat;ons

un.ler this Agreement b) the Stlrd) l eam- An,,' breach committed b) thc Sub-invesliSalor or an)

other mcmber ol lhe Stlrd! Team shall be deeDred to be a blcach connnillcd by the PrinciPal

tnvcsrigator. Nolhing contained hercir shall dischargc or relie!e Principal Investigalor fioln its

obligalions or liabilil) hereundcr.

No Substitulion- Prlncipal Invenigalor mal nol reassign the conduct of the Trial io a ditlerenl
principal invcstigator wlthout prior $,ritten allthoriTaiion lioln Lupin. In the elcnt l.upin appro!cs

such rcplacement. such rcplacenent principal investlgalor $'ill be required to agree to fie lel,ns
and condilions of this Agreenrent scparalely in wriring. In the eve t l-upin does nol apprcve a

replacencnt principal investigator, I-upin will have the oplion to lcmrinate fiis Agreelnenl in

accordance $ith the tenninalion prDvisions below-

2.4

2.5

2.7

3.

3.1

3.2

1.

4.1

2.6 Dclceation oldulies bv Principal inreslisator. Principal Invesligator ma) delegale dulics and

responsibilil;es ro Sub-inresligators or Research Slafl only to the exlenl pemitled b) Applicable
I-aw goveming thc Trial Conducl. as described belo\!.

Compliance v!ilh lnstitutional Policies. Principal In\estigator $'ill compl) \tith the policies,nd
procedures of the Institution. uifi which PriiciPal Investigator is aiflliate.l. including any

applicable fin.ncial policies. Principal Invcsligator \aill nolily Lupin pronrpll) ofan) conuict
belween d1e lcrms ofthis Agreemenl and an) such policy or proccdure. and lhe Parties will allenrpl

Lo reach an appropriate accornmodation.

!48]!ql. Thc Princlpal lnvestigator shall conduct the Trial in accordance \\ ith the Prorocol.

Amendments. The Protocol mr] be nnrdillcd o l-v bl a written Anendncnt. signed by both. LLrpirr

and the Principal Investigator. The partics ackno$iedge that ProLc,col .,\rlendrnents are also subicct

to approlal b) dre responsible lnsritutional [lhics Commitee ( lEC )-

Energcncv Amendmenls. Ifil is ncccssar) to change thc Protocol on an eriergcncy besis lor the

safet] of1he Tial SublccIS (he reinafter .le fined ), PrincipaL ln\esligalor will notill i-upin and the

responsible ILC as soon as practicable but. in anJ cvent. no later than lhrec $o*ing days aller lhc

changc is inplemenled. An) emcrgcncy change lo the Protocol lrlust be firllort'ed bl- a \!.it!en
Anendrnenl dulr' excculed by L.upin and lhe P ncipal lnvestlgator.

No Addirional Research. Principal )nvestigator .eprcscnts and $'allants lhal no addhional research

will b.3 conducled on liial Subjects during thc conduct oflhe Tri11, unless ii is approve.l by Lupin
in wriling, and documented as e companion protocol or an Amcndment 10 the o ginal Prolocol.

Such prohibited reserrclr actirilies include anallses o1'biological samples liom 1'lial SLrbiccts tbr
an) non{herapeLrlic purpose.

lnstitutional Ethics Committcc. l]efbrc lhe Tdal is irlitialed. I' ncipal Invesligalor will cnsure ihat
both the Trial and lhe infomrcd consent fo n arc approved b] an IEC that conrplics \\'hh all
applicable rcgulations- Principal Invesligalor \\'i11 lullher ensure lhat the Trial is subjecl to

conlinuing o!e$ighl by lhc ILC throughoul ils condlrct.

Triai Disippro\a1. 11, rhrough no fault ofPrincipal Investigalor. the I rial is disappro\'cd bl- lhc lF.C,

this Agreernenl nill imnrediatel\ termiiate $'ilh no penaltt to d1e Principal In\esligator. as outlifed

fr.\.7
s\Jd
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5.1

6.

6.1

6.2

6.4

6.5

'/.

1.1

Dr Sudhlr Kulkami

Trial Conduct. Principal ln\'esligator will conduct lhe Irial in accordance uith the Ptotocol'

Lupin s or its designee s writtcn inslruclions and Applicable Law

Trial ll1itiarion: Pior lo inhialion ofthe Tdal. l-upin shall organize an inlesligalor meetirg 1br all

inresligators who arc hking part in the clinical l al for Lupirr Drug. at such place and rime as

finalizit by Lupin ( lnve;tigator Me€ting"). The PuQose of the Inlestigaror Mecring Nill
inclucling but nol li iled 10, ro nrake the in\estigators a\rare about (i) scienrific asped ol rhc

clinical ;;al: (ii) slandard opcrating proccdures including documenralion process and ad\erse cvent

rcporting; (iii) Prorrcol ard various regulalory guidelincs $'ithin !rhich rhe investigator need\ to

conducl"cllnical lrial for Lupin Drug. lhe P ncipal In\esligator agtees 10 lllend ihe seid

ln\cstigalor Mccting along \\irh such members of its Rescarch Stafi', as apprcved b) Lupin

(*Atte;dees ). I-upin agrees that it shall arrange lbr lhe travel and boading and lodginS ofthe
Investigator Meeting Aftendees.

Lulrin Drue. Lupi \\ill providc lhe Pdncipal Investigator wilh sufflcienl quantilies of Lupin

ftidu.t tt*,t it b.ing.,rdied C Lupin Drug") to conduct the frial lt'requircd b] ilre Prolocoland

unlcss other\rise agreed in u,riring, Lupin will also pro\';dc pl:lcebo or comparator drug

( Comparator Drug").

(\tq!J !!d Di5IlI! . PrinciPal lnvestigalor !\'ill adherc ro Applicable La\\' and induslrY

sranda'dr ,.quiring cor.lul custod) and dispensing ol Lupin Drug or Compatato' Drug, a\ \rell as

appropriatc documenlalion of such aclivities.

ea!]ti]l. Principal Investigator uill nraintain afpropriate control of supplies of I-upin Drug or

Comparalor Drug and $ill not admirlistcr or dispcllsc it to an)onc $,ho is not a Trial Subicct. or

pr'ovidc access ttiit to arrl-'one e\cept Principal Investigalor. Sub_in'restigators. or Rescarch st'u'

6.i Lirc. Principal lnvestigalor lrill use Lupin Drug or Comparalor Drug onl) as specified in the

Pror(,col. ,fn,"_ olhcr us; of LLrpin I)rug or Comparator DrUg constitutes a rlrateial brcach of this

Agreemenr

O\\,ncrshio ol' Lupin Drus. Lupin Drug is and remains the sole and exclLrsive propenl of Lupin'

Lupin grants or assigns Principal Invesligaror no exptess or implied inlcllectual propcft) righls in

Lupin Drug or in an) methods of naking or using 1.upin Drug.

Pavment lor [-ur]in Druq or Cornnaralor Dmq. Principal Invesligator will not charge a Trial Subjccl

- rhird-par1 pale, lor t.upin DtLrg or Conlpamtor Drug or lor any serviccs rcimbursed by Lupin

undcr this Agrecment.

Rcp.esentation and Warranties:

The Pdncipal lnvesrigator and Inslilulion hereb) jointl) and sererall) represent and \\arranl 10

Lupin the fbllo\ting:

a. TIle Principal lnvcstigalor is lraired and qualifled to condrrct clinical dals at ihe SlLldy

Sitc. and thc Study Tearn r-orking on thc Stud) sl 11 bc appropiatcll- trained in lCl{ GCP

and the Protocoll

b. The Principal hlvestigalor and thc Studl Tcam shall perl'orm the Sludy in an ellicicnt and

professional manner and shall complclc the StLId) tlithin the linlc period as inl'ormed by

I rp r :o' 't re ro li' e:

A!recni€nl Cod.: 70000181
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D. Sudhir Kulkami

d.

The Principal ln\estigator and lnstirution shail dul) observe and fbllow all direcliles_
conditions and rcsltictions, if anv imposcd by rhe respccti,re Authori0(ies) unde. the
applicable Regulalorv Apprcyal. It shall not in an) during rhe coursc of i6 business wllh
anv other parr), breach dilcctl) or indirectlr-. any Applicable La\\, whlch ma) have an
inrpact on the Stud) in any manner;

The Principal Investigatff and thc Stud) Team shall conduct lhe Stud) under thc rc\icw
aod direcl supervision of Lupin. the EC. or an approp ate independent rcvie\\, commiltee
ofscicntists or other qualificd individuals or an) such board. body or committce aLrthorized
to co-ordinale. rcview and safeguard thc dghts. saiit) and $ell-ireing olthe T al Sublecll

The rcprcsentation. \\,arrr:rnties sel out hereunder ma) be relied upon in alU applications lo
an) Aulhorit)(ies):

The Principal h\'estigator and,/or ihe lnstitulion shall not, at all timcs dLlring the rerm
hereoi: neithcr appoinl nor utilizc the sen,ices nor assig the activilies oj'the Stud]
contcmplaled under thc Prolocol to anv Sub-in\,estigator(s). urho is debarred under rn)
requlaton rcquirements/ Laws or statules from undcrraking or perlbrrring lhe Siudl orthc
obligetions hercunder;

Ihe Principal lnvesligaftn'shall ensure the safb custod), ofthe Srudv DrLrg in rccodancc
wirh the Prclocol and shall not use thc StLrd! Drug 1br any purpose other than lhe punose
olthis Agrccmenl

Thc Principrl Investigator and/or lhe Insliiulion shalt publish an], dara in conneclion wirh
the Sludy onl) in accordance rvirh rhe Protocol:

The P ncipal Investigator and the lnstitution shali promprl) nolifi l_upin in writing ofan),
change in thc lruth oiany ofthe aloresaid reprcsenlations:

The Principal Invesligator shall take neccssary and appropriale sleps to inform its Stuclv
Team ofthc lerDrs and condilions ofthis Agrccnrent andto cnsure thar suchpcrsotls compl)
with the rerms and conditiolrs ofthis AEeemenri

'Ibc Principal Invcstiqakrr and thc lnstitution shall al all times be accountable to l_Lrpin 1br
an) and all breach. aciion. inaction or onission. cotnmitled b) the Studi Team, suppofi
slalFand pcAornel provided br- it lbf conducting the Studyt

In thc cvent t]le Stud) Site is inspectcd and the Stud) data are audited / examined b\ anv
Aurllorhy(ics) having competerlt jurisdicrion under thc regutalory rcquiremenis or
Applicable l.ars- the Principal Invenigator and/br rhe Insrltution sh:r tbfthwith notit\
Lupin in rdting of such lnspection. inquirl. audit o[ c\aminirrion conducterl by sucir
Authority(ics)r

The Principal Investigatln shall co-ordinate- ciiopemtc $ith and assisr in conducting the
Stud) and shall perform such obligations and duties- as rnar be assigned or inpose.j upon
hinriher. in a limelv manncr, in accordancc $i1h the rcgulalo\' requiremcnts and
Applicable l.a!v:

The Principal Investigator afd,/or lhe Institution shall nor in anl durin{ the coursc ofirs

k.

h.

c.

Alrccmcfr Coder 70000181
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7.2

Dr Sudhir Kulkanri Confidential

business *ith anl other parl), brcsch directly or indirectl), any Applicable I-a!\' which nla)
have an inpact on dre Study / Study Agreemenl in any manner;

o. 1he Principal Invesligalor and the Institution shall appl) I'or. aod obtain, maintain. rcne$'

all the applicable apprcvais including Regulatory Approvals, ifan). during ihe tenn olthe
Agrccnlcnt. [urlher, rhe Principal Inlcstigator and the Inslilulion shal] during ihe lerm ol
this ,^greement abide b)' all Applicable Laws, as amendcd fr-onr time 10 time:

p. The Principal Investigator and lhe Institulion shall peform such other roles.

rcsporrslbilities and duties rclalcd lo the Trial, as ma) be reasonabl] required by Lupin
fiom time lo liinc: and

q. lhe Principal Inlestigalor sltall maintain true and complele linarlcialrccords relaling to the
Stud) pc.fonrcd under this AEeemenl including costs and e.\penses incuffcd :n

conncclion $,hh dre Slud).

F.ach Pat) hel€by represens. \larranis and undertakes as follo$s:

a. it has iaken all necessarj aclion on its pam requifed 10 aulhorizc lhe e\ecution and deliver]
of this A{reemcnt:

b. this AEeemenr constitulcs a legal, valid and binding obliSalion ofthe Pafiiesi rnd

c. neitherthe executlon nor fie delivcr) ofthis Agrcement nor its pedbfinancc \rould violate

anv agreemenl nor cLrnstirute a dcfault under an) such :rgreenents 1() which lhc Padies are

i parl).

Lupin hereb) represenrs and \rarrants io thc Institution that it Nill. during the tcnn of this
Agrccmcnt abide b), all Applicable Lau,s including provisions of the Dlugs and Cosmetics Acl.
19,10 and the Drugs and Cosnrelics Rules. 1945, as amended fiorn tirre to time.

Intellectual Property Righfs

The Principal Invesligator and/or thc lnstitution shall Llull notif,! Lupin. in a confidcntial trritten
nolificallon. of an} hventlon and/or Intellectual Propefly Righls arising as an incident io and/or
du ng ihe conduci ofthe SrLrdJ.

Pincipal lnvcstigalor and the Institution acknowledgc and egrcc lhat any lnlellectual Property
Rights relating 1o lhe Stud! shall bc dccrncd to be works lbr hire crealed lor Lupin. who shall clairn
such Inlelleclual Property llighrs rhrcugh I-upin and shall hold sole tillc lo such lniellectual
I,roperty Iiights- All such Intellecrual Propett Righls shall be dcemed assigned to Lupin. and the
Principal lnvestigakrr rnd lhe lnslilulion shall do or cause to be done all such things and delircr or
caLrsc lo bc dclivered all such documenis as are necesser,'_ to give cllcct to this provision The

Principal lnvcstigator shall enslne that all meDrbeN ol dle Slud) Iearr assign all Inlellectual
Propedy Rights to Lupirl. {

Prir\cipal lnvestigator and the Institution herebyjoirll) undefiakc fiat:

a. l'hc Principal In\,estigator \yill unequivocall) l|ansfer to Lupin the righl lo oblain Palent on
In!ention.

7.3

8.2

8.1

8.1
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Dr Sudhir Kulkami Conlidenlial

b. Principal lnlestigator shall take all slcps necessiry 10 secure hl\cllliorls and Intellectual
Properlr_ Rights lbr ihc bcnclft of Lupin. To ensure ths dutics s!'t fbrth in dlis Section are

carried oul. Lupin ma). at its own cost. requen thal Plincipal Investigatu prepares and siglls
appropliate documenls ani aulhodsations. as well as peforns ani olher actions necessal'_

forthe rights to Inventions and lntellectual Properl) Rights to bc vesled luli) and ellectivcl)
in Llrpin. Lupin has the e\clusive righ{ to choose the firnr ol protcction ot' intelleclual
propel1y.

c. P ncipal lnvesligator shall reliairl fl'om taking an) actions thar \rould prejudice the

lnlcllcctual Propert) Righls ol'Lupin in an] wa)_- Moreover. Principal Investigabr agrees lo
intinn Lupin olany kno{,n intiingenrenl ol'ils lnlellccllnl Propeft) Ri8hts, and io suppoft
Lupin- at t-upin's e\pense. in aclions inlendcd lo plolecl I-upin's hrtellecrual Propefiy Rights.

d. Lupin shall havc exclusive and undispuled o$nership of an)1hing related 1(] the Sllrdy.
including witholrt limilalion. lhe Cooj'ldential Inlbrmatior, the Stud) Drug, rhc CRF5. the

Prolocol and thc Stud) Ilesults

8..1 A ! and all lntcllectual Propety Righls in rclelion to the lbregoing in Seclion 8.3(d) shail vest

exclusi\el) in Lupin.

8.5 The provisions ol this Sectilnl shall survlve the expiration and/or termination ofthis Agreement
indelinilel].

q. Be$_eal Grall. Funding will be madc to rhe SN1O on behalfofthe Principal Inlestigator. by ray
of gr ant palnr enls in accordancc w ith Attach ment-B. The granl rcpresenN Princ ipal lnvesligatoi s

costs ofconducting the Triil. All amounls are inclusivc olall dircct. indirecl, overhead and olher
costs. including labomtolv and ancillar) servicc cha[ges. and will remain firn1 lbr the duralio]1 of
lhe Trial. unless odrerr\ise agrccd in $riring by the panies. The Principal Inlesligator \lill rot
direclll or indirecil) seek or receive compensation iiom patien(s) participating in the Tdal ( Trial
Subject(s) ) or third-paat pa)ers ior an) matcrial. treatmenl or service thal is required bl- lhe
Protocol and providcd or paid b1 l-upin, including- but nor limiled lo. Lupin Drug. Comparator
Drug.liial Subject screening. inl'usions. ph,"'sician and nursc scrviccs, diagnoslic tesls- and Lupin
Drug andr'or Comparator Drug adnlinisralion.

Principal Invesligator and the lnslitution hercb) agrce lhat Lupin can make all palments to dre

SMo on their behalf and that thc l']rincipal Inlestigatn and/br the Irstitution do not |lave any
obicction to the same.

ir is the rcsponsibilily oflhe SN,IO. insritution andthe PrincipalInvestigalor to sorl oul a ) pa]mcnt
relalcd disputes amongst themselves and Lupin shall nol be responsible in an) nanner !!hatsoe\er
fif ihe same. The SMo, Principal Invcsligator and thc lnstitution hereb] joindy and se\erall)
indeminl,,' Lupin flon an) loss that Lupin mal sutl;r as a resull of such dispute ellecling lhc Tdal
in ant manner.

I0. Trial Subject Enrollment. Principal lnvcstigator has agreed to enrcll Trial Subiects in lhe Trial in
accordancc Nilh the Protocol. Lupin reserves the dghl, on \lrillen noticc, to limit the nunber ol
Subiecrs 1o bc included in the Stud). including. but nol limitcd !o instances where the rccruihenl
target has been reached.

lll.l Mulli'Cenlcr Studics. I-upin mal discontinue patient enrcl1mcft ifthc lotal enrollment needed lor
a multi-center Trial has been achie!cd.

6es
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ll.

t2.

13.

Infomled Consent. Principal Investigarcr undenakes that it will oblain a t{rificn Inlbrned C]onsent

I-orm ( lC}'") lbr each Trial Subjecl explaining the Trial Subjecl's righrs in connection with ils
relelionship $i r lhe lnstitulion and Principal ln\estigator. l']rincipal Invesligator will maintain a

signed oiginal ofthat lCl'in rhc lrial Subject's record. Principal In\esligato. will providc Lupin
an opponunit) 1o re\'ie\! and approve the conienr olthe ICI:, ircluding anl revisions made during
the course ol'the Trial, belbrc it is uscd. Principal In\,esiigator will allo\,,' Llrpin or its dcsigrcc to
inspectsigncdlClrsorphotocopiesrhereolduringDronitoingvisitsoraLrdirs.Principal lnvesligator
\\il1 submil any modilications il nra) proposc lo thc lCIr to l.Lrpin for re\ie\! and u,ritten appro!al
b.,- Lupin before subnriiring thc ICI for lllc approval. The Principal In\,estigalor \\,ill e sLre that
every Tdal Subject signs an ICF apprc\ed b) Lupin and lhe ILC belorc thc lrial Subjcct begins
parlicipaiing in rhe Trial. \\'hen required. the approvcd lCll; \r,ill bc modiiled to reuect amendments
to thc Prolocol.

Adverse lrvenls. Principal In!esligator will rcpolr ad\ersc c\,cnts cxpclicnccd by l rial Suhjectr in
accordance wilh inslruclions in the Prorocol and applicable regulations. This includes, $here
rcquircd. prompt repol1inlr b) telephone. ll a Trial Subject is ph)-sicall) injured by Lupin Drug or
properly perlormed llial procedures and thc lnstirution, Principal lnvcsrigator and other
individuals pafiicipating in the conduct ofthe Trirl have lbllo\\'ed Ihe Proloco1. all Applicable La*s
and regulations and all directiolrs of Lupin. Lupin \\'i1l rcimburse d1e reasonable costs ofrnedical
cxpcnscs ncccssalv to trcal thc iniur),

Prorected Healfi I nfo rat ion. The Panies recognize a connron goal o1' sec uring all ind ivid ual ly
identifiable health inforrnatio0 and holding sucb inibrmalion in confidence and protecrirg it lrom
unauthorized disclosure. Principal lnvestiSator represents and \\,arrants that helshe will conrply
wid) the provisions ofany Applirable La$s relariig to dre conljdentialily. pr-ivacy and securirl ol'
such lnfol$ation.

13.1 Authorization to Usc end Disclose Heallh Inlbnnarion. Principal Investigar(n will oblail] a \\dl1en
privac] authoriTation. complling $irh Applicable La\\'. for cach llial Subjcct which r!i11 enablc
Principal Inyesligator to provide Lupin and other penons and eniities designated b) I-upin \\,ith
complctcd Clase Repo( Fonns ('CRFs ). source docunlents and all other inlirrnetion requircd bt
the Prclocol. Llrpin, though not a co\,ered enli1l. recogrlizes dml. putsuant to dlis Agreenlenl il has
the responsibilit) ro proteci all indi\ iduall) i.tentifiable palient inlbmation and to restrict the use
olsLrch lnlbnnarion 1() lhose persol1s ard entiries, including consultanls, contraclor's, subcontraclors
and agents. \\ho musr ha\'e access to such infbrmation in order to lirlfill their assigned duties wilh
rcspecl 1o lhe Tiel. Such use also will be resnicred 1lr lhose uses pennitted in rhe authLnizalion
fonns and neilhcr Lupin nor an) parly 10 \rhom Lupin ma) disclose individually ider)tillable health
infbrmation rnay use such inionnation 10 recruit research subjecls 1o additional studies. to advedise
additional iudies or products, or to pe*blm marketing or ma*eting research. Principal
Investigator rill providc l.upin an oppoduniiy to rcview and approve fie cLnllent of the
aulhorization (including rn\ re\isions made during thc course ofthc liial) bcfore it is uscd.

l,l. Conlldcntial lnfofination. DL[ing lhe course of the Tria1. Principal Invesrigaior and/or the
Instilulion ma] receive or generate inlbrmalion that istonfidential to t,up;n Atflliatc.

l1.l Definirion. lxcept as specified below. Conlldenlial lnibrmarion inclLrdes all inlomlarion provided
by l.Lrpin. or developed lbr l-upin. lnvcntions (hereinafter dcflned). ard ali data collected during
the'lrial, including without lirnitation resulls, refiofts, tcchnical and cconomic inlbmlatjon. the
existence or-te ns of fiis or other Trial agreements \\ith Lupin. commercialization and Trial
strategies. t[ade secrcts and kno\\'ho\r disc]osed b] lupin to Principal lnlestigaror and,/or thc
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lnstilution directlv or indircctly. \rhethcr in $ lins, electronic. oralorvisualtransmission. orwhich
is de!eloped undcr this Aereemcnt.

14.2 E\clusions. Co fidential lnlbnnation docs nol include infbnnarion thal is ir fie public domain
prior to disclosure bv I-upin: becomes pad of dre public domain du|ing rllc tenn of this
confldcntiality obligation b) anv mL-a ! otrcr than hr(r!h.t rhi, \lreffienr b].principal
lnvestigalo.: is already known to Pincipal Invcnigabr and thc Institutior al lhe limc ol.lisclosLrrc
and is liee ofanl obligalions olconfidentialit),: or is obtained b1 principal Investigalor and thc
Instiiution- llee ot'af) obligations of confidentiality from a third pa[] lrho has a liuful ghr 1()

disclose it.

I1.3 Obligations ofConUdentielil!. Unless L.0pin provides pdor wrinen consen! principal In\esligator
ma) nol rse Contldcntial Infonnarion for an) purpose otherrhan $ar authorized inlhis Agreenent,
nor mat Principal ln\estigator and rhe InstitLrtion disclosc Contldenrial hlbmration to;n),third
part) e\ccpt as autholized in rhls A$eement or as required by la$,. Iicquired discloslBe oi
Confidential Informalion Io dlc IEC or to an applicable Aulhoril]. ;s specilicall]. aurhorized.

14.:1 Disclosure Required br Larv. Il disclosure of Coniidential Inlbnnatjon be\,ond that cxpressl\
a lhorized in thir Agreeme l is requ;red b' At.flicablc Lrs, rhat dis.losure joes not constitutc a
breach olthis AEeenrenl so long as principal Investigator and/or thc Inslilution notij,les Lupin or
I-upin in \\,ri!ing as far as possible in adlance ofthc disclosure so as to a o\\, Lupin ro tak; iegal
action ro protccl irs confidcnlial lnfonnarion. discloses onry rhar confidcrtial Infbrnarion req.iicrl
io compl) with die legal requiremenr. dnd conrinue\ to tnirntxrn thc cuntldenlialitv of ihi\
Confidenrial Information $irh rcspect to all other third pafties.

l;1.5 Survival ofOblieations. For Ctonlldential Inlbrmation orher than Trial Data an.l Biological Sample
Anahsis Dara. thcsc obligations of nonuse and nondisciosln€ survivc ter-minariou of this
Agreement. Pcrmitted uses and disclosures of lrial Dala are describcd in Sections l8 (publicalions)
ofthis Aqreement.

14.6 Retlrm ol Confldentiai lnformalion. ilrequestcd b)- L_upin. ftincipal lnvestigalor *ill rcium all
conlidentiel Infornation. al Lupin s expense. exccrrl that reqlrired to bc retainid ar rrre stud\ sile
by Applicable Law. Ho$,evcr. principal lnvestigator rrla\' i.crain a singlc archj\al cop, i1 ,1.,"
Confidenlial Information for the sole puDosc of detellniniDg the scope of.obligationi incurred
undcr this Agrecmeni.

15. 'l rial Data. Biological Samples. and Records.

l5.l Iriel Data. Dudng rhc cou6e oflhe Trial. principal inlestigator \\ill coliect and subnlir data to
hrpin or its agent. as specified ilr the protocol. Thls ircludes CRFS (o[ their equi\.alent) or
electfonic data rccords. as $elr as any odler doclnnents or nlateriars creale.r for the Trial and
rcquired to be submitted kr I-upin or irs agcnl. such as X-ra).. Mlll, or olher rvpes ofmedical imagcs.
ECC. LEC. or other tlpcs oftracings or.printouls, or Llata summarics (coliecrivell.. ,,Trial Data,.).
Principal Invcsligal.,.will ensure accurate and tiorcll colleclion. recordin{, and submission olTrial
Drt:r.

a. Onnership ol Trial Data. Subiecl to principat Investiget(n.s righl ro publish. rirh prior
written ;nlimation ro Lupin, the reslrlts ofthe'liialand the non_exclusive iicense rhar nemirr
ceflain uses, Lupin is dtc exclusivc owner ofall ]_rial Data.
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b. Non-ExclLrsivel-icense.
licensc, uilh no righl to
purposcs,

c. Meclical Records. Medical rccords relating to Trial Slrbjecrs that are not suhmitied to Lupln

rna) include somc ofthe same inlbrmation as is included in lrial Dala; ho$'e!er. Lupin

makes no clain ofo\\'nership lo those docuficnts or the irlormation $e! conlain'

d. Penonal Infomation Proleclioll. Each pal.ty lcpreserts a d \\'arranls that procedures

compatible r!ith rele\ianl petsonal infbmlation and datr protection Iaws and regulations will
be emplo)cd so ihat proccssing and lransfar ol such information and data idenlifier\ u ill nol

bc inpeded-

I5.2 Biolosical Sarnoles. IIso spccitled inthe Protocol, Principal |lv,3stigator ma! colled and providc

1l) Lupin or i1s designee biological samples (e.g.- blood, urine. lissue. saliva, etc ) oblalncd lrom

Trial Subiects for tesiing Lhal is not direcrl,'' relaicd to patienl carc or saf'et! monitoring. including
phannacokinetic, phannacogcnomic. or biomarker tesiing ("Biological Sanrples").

a. tbg. Prilrcipal In\esligalor $ill not use Iliological Samplcs collecied undcf the Plotocol in

an] nanner or lbr any purpose other than that descdbed in the Protocol

h. Sarnplc Data. Lupin orits designees will tcst Biolo.cical Samplcs a5 described ir the Prorocol.

Unless otherwise spccilied in the Protocol. I-Lrpin \\'i1l not provide the rcsults ot' such lests

("Sanrplc Data ) to the Principal Investigator or l'rial Subiect. Sample Data will bc treated

as Irial Datal therelbrc. ifLupin provides Salnple Data nr lhe Principal Inlestigalor, Ihat dala

$ill be subiecl to the permitled Lrse of liial Dala as oLdlned in this Agrccment.

l5.l Records. Principal hrlesligalor will ensure 1al Iiial Subjecr's Trial records. *hich include the

Principal Invesligator's copies ofall Ttial I)ata as well as rclcvant source documenls (collecti\'el],
*Records"), arc kept up to dale and aintained i11 accordance \4ilh Applicablc I aw.

aonfidcntial

Lupin granls Principal Investigatol a rc)rll) ftce non-exclusivc
sublicense- to use Trial Dara tbr internal lcsearch or edLrcalional

Retenlion. Principal Invesligalor wiil retain all records and documents pefiaining to the Trial
lbr a period in accodance $ilh Applicable Law and the Protocol- Principal Invesrigalor \\'ill
rctain Records. undcr storage condilions conducive to their siability and protccllon, fbr a

period ol filtecn ( l5) )ears alier iennination olthe Trial unless Lupin authoriTes, in $'riting.

earlicr destRrction. At thc end oI such required reiention period- I'rincipal investigator l\'i1l

nol destroy any such reco s unlil il has oblained Lupiis prior written pcrmission to do so:

frc\,ided, ho\\cver, that if Llrpin does not give $rittcn permission lo Principal Invesligator

lo destro)_ such rccords whhin thi11) (30) da)s ofPrincipal lnvestigator's reqlrest to [.upin.

rhcn Principal lilesligator ma) for\\,ard all such records to Lupin. al Lupin s cxpense, or
conlinLrc ro [etain slrch records. Principa] InYesliSator fu,lher agreer 10 permil Lupin b ensurc

thal the records are retailrcd for a longer period if necessar), a1 Lupin's expense. under an

arangemcnt that prolects fie confldcntiality ollhe lecords (e.9.. secure oli sire stomge). \

/-{.f!
l.; 
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16. lnspcctions and Audits

l6.l Access. l-lpon reasonable request b) Lupin, audrorizcd rcprcscrfativcs ofLupin. and/ol authorized
rcprcscilialives ofthc applicable Aurhority. may during regular business hours examine and copr_:

ail CRtrs and other Trial records (including Trial Sub]ecl records and medical charls; 'Jial SLrbjecl

consenl docunlenls; drug receipt end disposiiion logs)l examine and inspect the f'acilllies and other
activilics rclaiing to drc I\'ial or llt ll.Ci and observe the conducl ()1 1he Tri,tl.

I 6.2 Notice. Princlpal lnvesligal.,r and,'or thc I nstitutlon $ i I I i nform I -upin \r ith in twent) - lour (1.1) ho urs

olan) cflol1 or requcst b) rcgulalor) authorities or other persons 1() inspecl or conlacl the Principal
Investigato or research stell $,ith regard 10 lhe Trial: will providc Lupin \ilh a copl- of alll-'

communicarions ssnt b] such pcrsons; and $,ill provide L.upin or l.upin the opfonunit] rc
pa(icipate in any proposed or actual responses by Principal Invesligator lo such cunrmuniealil)n\.

16.3 CoopeBtion. Principal lnvesligalo[ and the Institut]on will ensurc lhc lull cooperalion olthe
researchers and IEC nrernbels *ith an) such inspection and will ensure rilnel) access lo applicable
records and dala. Prinoipal Inlesligat(n will prompd) rcsolve an) discrepancies fial are idenlilied
bet$ccn ihe I rial Data and thc lrial Subjcct s mcdical rccolds. Pdncipal lnvcsligator $,ill promptl)
ioruard to Lupin copies oi any inspeclion tindings thrt Principal Investigator receives lionr a

rcgulalory agencj in relarion 1() lhe Tial. Whenever l'easible. Principal lnvestigaior \\'ill also
provide Lupin with an opportunity to prcspeclivelv re\,ie!! and com.rent on anv reslon5es o
regulator."- agency inspections in regard 1o the Tial.

1',7.

18.

I!]q]LiaI!. IIlhe conduct ofTrial results in an] invention or discolcr) $,hcthc[ Darcniablc or not
("lnvention ). Principal Investigator and/or the Inslitution will prcrrlptl) inlorm Lupin. Principal
lnvcsligalor will essign r11 interest in an) slrch lnvention to Lupin. liee ofany obligrrion or
consideration belond thar providcd lor in lhis Agrccmcnl. Pincipal l1rveyigator \!ill provitle
reasonable assistance ro l,upin in iling and prosecuring anl patellt applicadons rclarLng ru
Invention. at l,upin's c.\pcnsc.

Publicalions. Principal Invesligato ackno*ledges that Lupin has lhe right lo use the Stud) iiesults
in an) manncr dccrned appropdate lo Lupin s business iDlerests. both durirg- and folio$,ing
terninatiodexpir) of. this Agrccmcnl. Lupin sl1all haye the sole Iighr to retain the orvnership ol
eny and all dala arising out o{ lhe conducl ofclinical trials in relation to the StLrdv. Upon complelion
orrhc Slrd), Lupin shall publish lhe resulls ol'1he authorized clinical trial, ejrher positive or
negalive- in scienrific jounuls and with mention olthe l.C of clinical rcscarch that apprlrvcd thc
siud)- \\ herc Principal Inlestigaror requires the use oi the Stud] Results f publication, the
Principal In\cstigator shall scck Lupin's llritten approvai 90 (ninel,"') da,,-s in adrancet such consent
shall nor be unrearonabl) $ithheld. Iipafi ofa multi-center 1rial, ],dncipal Invesligator agrccs lhat
thc filst publicalion i5 10 be ajoinl fub]icatim involving all cenlers. Principal lnlestigatol is frce
to decline 1o panicipate or be listcd as an auihor in thcjoinl publication. I1'a joint manuscript has
nol been submirted lir publication within twelve (l2) rnonths ofcomplerion or lenninaliul ol'Tdal
at all pal1icipaling silcs, PrincipaL Inyesligalor is liee 10 publish separatelv- subject 1() the othcr
reqLliremenls of !hls Agrccmenl.

19. Publicitv.Ncithcrparl\willuselhenrmeo Lh<oLher pitr orrnl ofirs cmll,,\cc\ lirr promotional
or advcrtisirlg pumoscs wilhout \\rillen pennission fiom lhe olher pan). Howe\ er, Lupin reserves
the righl ro i.lentiry the Principal lnvestigator in associadon \\,ith a lisrlng ol thc Protocol in thc
National Institutes ofHeal$ 0{lll) Clinlcal Trials Data Ilafk. other publicly availablc lisrings oi
ongoing clinicrl lrials- or odrer patient recruilment serrices or mech:rnisms.

Dr Sudhir Kulkani Contidentlal
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20. lndennlillcarion.

20.1 Lupin agrees 10 indemnif and hold ha nless ( lndemnil"! ) lhc Principal lnvestigato, thc

Inslilution. its olficers. agcnts. and enlployeesl and the IEC that approvcd the Trial (collectivel),

"hldemnified Pr(ies") againsl ar] clai,n Uled by a third paflr lor darnages. cosh. liabililies.

cxpenses aising out of a Tdal Subject injury, the design ofthe Trill, or the specilit'lions ofdre

Trial pr orocol. Trial S ubicct I nj u+ neans a phlsical iniur! or dru g-r'e lated ps) chiali c event causcd

b) edministration or usc ofl-upin D|ug required b) the Pftnocol lhal the Trial Subjecl would likcl)
n;r hale receivcd ilthe ldaL Subje.t had oot pafticipated in the Triel. Lupin fir(her agrees to

reimhurse Pdrclpal Invesligaror tbr the rcasonable cost of diagnodic procedures and medical

lrealmcnl necessaD !o treat i Trial Subject inlury. Principal lnvesligalor agrccs to provide or

arrange fir pl(nn pt diagnosis end nedical lreatrncnt of anl med ical i ni ury_ etpc[ienced b] a l ria l

Subject as a result ofdle lrial Subject s panicipation il1lhc'lrlal. Principal ln'restiSrlot llrrther

agrees 10 pronpd) norif Lupin in $riting oiany such rnedicrl iniury.

a. Exclusions. Excludcd fiom dlis aEeemenl lo lndcmniL- are ant claims fin-damagcs resulting

fiom (a) failurc bl an Indennrificd Party to comply with the Proocol or \rille inslructions

fiom Lupln (b) failure ofen Indemnified Pafi) to conlply with an) Applicable La and

covernmental reglrlalions. or (c) lraud, negligencc or $'illtul misconduci b) an lndclnnified

Pa{v.

b. Notice and Coopcration. Principal Investigator agrces to prolide Lupin wilh prolnpi notice

oi, ancl lull cooperation in handling, any clninl that is subiecl to indernnification. If so

rcquested by Lupin. Prifcipal Investigalor agrees to aulhoriz-e I-ufin to caffy out the sole

managemenl ofdcfcnse olan indennified clailn.

c. Selllcment or Conpromise. No settlemcnt or compronlisc of a clain subject to this

indemnificalion provision 1\,ill be binding on Lupin \lilhour Lupin s prior wrillen corlsent.

Lupin will noi unreasonabl) \rithhold such consent ofa \elllenent or comfmni\c Neither

parry will admit ]'auh or1 bchalfol the othcr pal1] rithoul lhe written approval ofthat pad).

20.2 Principal Investigator and the Instiltrtion shalljoinlly and seve|a111 indemnif)' and hr)ld h,11fless

Lupin including its.lirectors- crrplolees, reprcscntati!es. agenls elc-- and shall be lully liable firl

all claims. da ages- losses. liabilities- cosls or expenses (including reiNonable lcgal ltes) resulling

or arising liom:
a. lailure b) the Principal InvesliSalor and the Slud)-lcam (rhich shall include his/her

employees- agcnts and representatlves) to complt with the Applicablc l-a\\', the lenns ofrhlr
Agreement, ICH GCP end'/or other nationally cstablished guidelines. the approv,l ofrhe lFlC-

Pro.oc^ ,'r'\rirr(I ir).t11.rin h fiorr LL,pil,
b. anl finding, rcquircment. delenniration or obseNalion by an! Arrthorily (including but nol

limilcd to the FDA) \!hich makes it necessar! or desirable lbr Ltrpin to redo the Stud):

c. failure by ihe Pincipal Invesligalor, thc Smd] Tean and/or lhc Instilulion io compl] uith
Applicablc Law;

d- an] negligcnt acl or omission or lvillful nrisconduct or fiaud b\ Principal Inlestigator, lhc

Siud) Team and/or lhc Institulion. liaud o[ miSlepresentalioll.

20.1 Except in lhe casc offraud, u,il1t'ul miscondLLct, gross ncgligence or bre.ch ofenr_ Applicablc l-aw,

neither Parl) shall be enlillcd to jncidenlal. itlditect, conseqlEntial or special damages under anl
theorr ol Applicable Law arising in conneclion \rith such del'aull or breach of the other P:rrt) s

obligalions under this Agreenrent. o. an) docurnenls rclarcd thereto.

ff*R,^lreemenl Codc: i000i)llJl
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10.'l In the event ofan) acl of Princlpal lnlcstigator and/or the lnsliturion. which renders the Study
invalid. lo the exrent Principrl lnyestigalu and/or the Institulion is liablc, Lupin shall. in addition
to an] od1er ghl rhal Lupin may ha\e under la\\ or equhy. have the oplion at ils sole disctction !o
eilher (a) requesl Principal Invesligator to repcat thc Slud] al Principel hvesrigator'! o$ n !u51, or

lb) require Pr i nc ipal I nvest igaior and,/or the Institution lo promptll rcflm d L,upi n the conl pcnsarion
rcccilcd b) Principal lnvcstigaror and,'or thc Instilulion Lrnder this Agreemenr and bear an)
additional costs that I-upin rnay incLrr for repeating the Slud). l'ufihcr uhhout prejudicc to any
other rights that Lupin rnay have urder la$ or equit]. I-upin ma), at its discretior. fbfth\\,ith
temrinalc this Agccncnl.

21. l cfinlnation.

21.1 Iq]]l]ll fa Lc-er-td ilLqD. 'l_h is Ag ccmenl term inatcs uporr 1l1e earlier o f an) ol the lbllo$ ing events:

a. Disappror,al h\ IEC. ll', th.ough no fault ofPrincipal Investigalor. the Tri.rl is never lnitialcd
because o1'llC rlisapproval. this Agreernent u,ili terminatc imolcdiarclt.

b. liial Complction. Iror purposes ofihis Agreenent. the frial is considered co plctc aftcr
conclusion ofall Prdocol-required activilies lor all cnrollcd l_ al SLtbiecls: rcceipt b) Lupin
ofall rele!anl Protocol-required data, Trial documents and lliological Samples: and receipt
olall palments due ro cithcr pal1y.

c. Earlr'i cnninalion ofTrial. lflhe Trial is ierminated earl)- rs dcscdbcd below- rhe Agreenrent
will lerminate ater reccipr bl Lupin ofall relevanl Protocol-required data, Trial doclnnenls
and Biological Samlles and rcccipt ofall palments due ro either par1v.

(l ) Terminalion of l rial Upon Notice. Lupin reseNes the right io tcrnioate the l ial lor
an) reason upon ihi11] (30) days $,rificn nolice ro Principal Inveslisator.

(2) Immediate Terminalion of l dal bt Lupin- Lupin lurther rcseNes thc right 10 te ninite
drc l-rial imnredialelt upon wrltten nolificalion 1l) Principal In!estigarcr and./or rhe
Institution for causes ihat include (i) f'ailure to curc a ,"- brcach within l5 davs of
$ritten noricc by L pin notii,!ing Principal Investigaror ofsuch brcacht (ii) t'ailure to
cnroll Tial Subjects at a rate sufficicnt to achie\e Trial perfb nance goalsi (iii)
inatcrial unaulhoized rier'iations fiorn the Eolocol or rcporting requil,t]rnenls: (i\)
circumstances that in Lupin's opinion pose risks to the health or wellbeing of l rial
Subiccts: or (v) regulator) agenc) actions relating to the Trial or Lupin Drug or'
(lomparaior Drug.

(3) lmrrediale Termin-aliaq !i IIrIL bI !I1M! a![. Principa] In\esrigetor
reseNes the right lo lerminale rhe Tial immediarel) upon notification 10 Lupin or
Lupin ifrequested to do so b) fic responsible IEC or ifsuch tenirinalion is required k)
prolecr thc hcalth ofTrial Snbiects.

21.2 Parnenr upon Terminatia!. Ifthc ldal is tcnninaled.ea ) in accordance $i1h this Agreement.
Lupin u,ill providc a tcrninatioD pr\ment equal to ihe aDroLtnt or,,,ed lor $ork alread) perlbrmed
up 1lr and incllrding thc efl'ective dare ol'tenninalion, ;f accorda.cc $ith Attachnlent-B- less
paynrents.rlread) made. The termination pavmcnt !\i1l inclucle anl non-cancelable e\penscs. other
than lirture personnel costs, so long as they were properly incu|red and plospectivel) approvcd bv
I-upin, and. orl] 1o d1e e\lenl such costs cxnnot reasonabl! be miligaGd. lfthe Trial was neler

Dr Sudhir Kdlkarni
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23.

21.

25.

)6.

21.

inhiatcd bccausc ol disapproval iry lhe lEC Lupin will reimb$se Principal lnvestigator lbr any

,,if,"r.*p."t* tfl* ""." 
prospectivelr_ approveLl in writing' b] Lupin-

21.3 Refuld M!rculs tlnlcss Lupin instructs other\rise in *riiing' Principal lnvestigator \\ill

..,;,,r ., rrcr: ' '-Ppl 
c'l b\ I upr'r' dr I fin ' e\''cn'c' lor lfirl ror'r (" dr'd :rr\

i;ll ."1;':i,"i;":i;,',"v-iL'i',: ,,,'.',""'o''rr'-rrurndno 'deJru\ ''re'rui-e'rblruDi r'

;;rri l.'itr""J.. i,"r.ss othcr*isc specified b) l.uplr' rn) unused Lupin Drue or comparatLrr

Drug.

22. IniualIg. Ihe Prircipal lrresligator \!ill secure and malntain in itll lorce and efftcl lhrou!'hout

ilffir;,;";; oiir]. rn"t luna tnlto"lng tennlnlrion olthe l rial to cover an) claims arising

fionr lhe T al) rnsurance coverage lor mediial protessionel liabilil) w ith liln is in tcc orlla nce w ith

iu",,i .i"rau.at ro. utt lrledical prol'essionals conducting the Trial'

D!&I]IsI1J-r'!.r!!,fl!Ir!!! 'c P :' c:Dd l-\J'ri''Jror r lo ll'e In'r '- irrr ;": i''
lhi\ arr'ol rl<b-1<d o_-ein:rtd''rnt"nd' tri re' 

"1'ra' 
i'e'''l_ d srll

l"i ri"'," "'"i."r*ii, ,;'"" 
t..i "' anl person debarrerl or restricled riom conductins 'linical

,.*",.i 
""a!, 

,q;,pfiJ"ble l.a* *irh respcct lo services lo be pefonned undcr this.AEeenent'

i,,j".t"rf i*.*f*1", and thc lnsrituuon also ccnitles rhat lhet are nor excluded_1i'on any

l.^*";.; li,.; ; -," Joelor. rtinc'r.,r r r'.n'sJ,u' . ,1, ,' r innirLri''n rL-r'lcr ' c'rill 
.rndr 'L<I

::.':]":1."i-,,""";';l:'".' - '"."a'''-"i'n''e'i* 
rerie elr xn'r ra'-o'rol-"r "t )

l"], .,i)""iii i;.ii,.i;- "r'..,":',"'o''e'.'1,1:6n-' 
e. ;':rr-ercrmur rh'' \j'<c cnd'd

ill i;:..'il4;il;;:',.,i, n"iio"' p'"'ip"r ln-vestigator ancl the hstirLrtion "ill rorir) l'upin

;,.;:.ii l".,.,; ;;; ".;. ",'.' rr":he *rr, r r"o ':' '''' rc da'' i' <irni' ^r Ihc'r
P"rl"I"'.;;.d:;";,,,n. la.c 

'ri"n' "' 
ne$ i,Lrr ) drr''r ^r 'r /rini'Da' ln\e"'-a Jr qe'o-''

;.";;;;;" material isslLcs related 10 ihe medical licensurc ofan) associated lrial rcsearchers'

iit;::; i;i".;il;;ilir.. i".ii.,;"" *irr 
'"perate 

*ilh t.upin regarding an"' resporsire :criort

nccessar).

Assisnment an,:l Dele{ation. l.upir n1a} 
'a| 

an\ time an'l rlpon \\ritlcr1 notice to Principal

fiffiil;.d/* tion assulne the obligalions and righls ol Lupin or substillrte Lupin

,riifrli",f'.* i"a.p",a"11 conlnctor. None t,1 tlrc iigtus ,,r obttgction" under thr! n gr.(cmon will

il;;t;;;;.;;;"i;,;ied b! Principal ln\ estiErtir and or rhe lnstiruriu'l " 'i:if.:"..').i'h'*t 
th"

"',,,,,,.:i,.^.., 'g.1 ol I 'p'n. a n rn' e\D'e\.-dHr(erlre'I cl f irlc'nJ' lr\c'ri'"ro'r1(l^r lhe

i""1,., ";,. i r:, 
'"':L 

'r" iio. 'i:. ''"* 'r* i'r'c 'ir """' nrr'' ur' P :r"i' : l l-'r'Lr1:rr'r 'rrd 'h'

;,il;;;i:; ;;:r ";,,-' i,r'', -' r""., 
oo,-,,re*r,r.': dri\d'r'( Jr'''no''1e ' I'othcr

ir,."ti"" iLi. ,"'g':eem",r1 \;ill bird and inLLrc ro llt" t'tn"tit oftt't tut"tttors and permillcd assigns

ol Lupin.

F.llinment,i.uDinma\olovide,orarraogctbravendortoprovide,cetairlequipmcntlbruseb}
,#L"l,,r"ri,-.i", u|"i",il.."rA*i"f ,f* Triat (,,[,q;ipmc]rt '). Ftquipment use. orDership

r rJ di1",.. i"r 'cfln' 
".( rurlhe' u'rl"''eC i1 Al r''\n enl 

''
s,|l\i\:,1 or t )ql'6.,1:o',... U\lrea,"]. r('dl:"; ro Rc'idr''' ('rrr''' ( n'rfidc"'ral l''^r_:'':''r'
il;il; Reffi tblicari; s' Publicir-\' Debaanerrr rnd E\'ltrqrurr' Ind lndcrnnification

sulv]ve ler,ninatiol] of lhis Agreenlent. as,.1o a,$ oth.. prrlrision.in tlris Agrcenle|t or its

 .uu.f,,r",,tt 1t,", frl its natln e a;d inlent rcnains val id alier the terrr o I the A greemenl'

Entire Aereemenr. thisAsrecmentconra;n\1he(ufrplcrctrrrLlerslJr,:lirlHoltf:f1l:l::lr'1\\'ilr 
as

,t iffioir":out", .rplrserle all othel agrenrent" benrecn rhc.pa tie\ !nn':cmlng lhe spcciiic

Tdal. This Agreemenl mal onlr_ be exleod':d renc\\"1 omthcn\i\e sncnded in \\riling b) the

A-!!ee0ctt Codc: 10000181

Page 15 ol25



28.

29
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32.

:10.

31.

mulual consent oflhc panics. No wai\er ofany tern. provision or condition ofthis Agreement. or
brcach drereol, whether b) conduct or olhcnvisc, in an] one or more inslances u,ill be dccmcd ro
bc or conslrued as a liulher or continuing \r,aiver of an) such lenn, pro\ ision or conditjon. or any
prior- contemporancous or subsequent breach thereof: ofanv other term. pro\ision or colldition ol
this Asreement \lhelhef ola sanlc or dilfcrenl nalure-

Conflict u,ith Attachnrcnts. fo lhe e\lent lhal tenns ol provisions ofthis Agreenrent contlict \{ilh
the lerns and provisions ofthe Protocol. the tlrrms and pro!isions ol'this Agreemenl $,ill conlrol
as 10 lcgal and buslness nlatters. and the tenns and provisions olthc Protocol \\ill conrol as to
technical research and scienllllc nratters unless exp.esslv agreed in a \rriting ben\,ecn thc t)aflies.

Relationship oflhe Pa(ies. The relationship ofPrincipal lnvcsliealor and/or the Instilution to Lupin
ir one of independenr contraclor and not one oi partneNhip. agcnt and principal. emplo)ee and
emplolcr. joinr \'enlure. or othelf!ise.

Force Maieure. Neither pafty will bc liablc for dela) in perlbrming or fti[rre to pcrlorm obligations
undcr this Ageemenl if such dela] or iailure ,esults liom circumstances outsidc iN reasonable
contol (including. \\ithoui limitation. anl act of God. sovcnlnenlal action, accident. strik..
tenodsm. biorenn isln. Iock-olrt ol- other folm ol indusn ial aclion) pronrpll) notiflcd to lhe other
parl\ (Iorce Majeure'). Anr- incident of Forcc Maleure $il1 nor constitute a brcach of lhis
Agreenrent :rnd the timc for perlbmrance will be extended accordingll: ho$ever. il it persists fdr
morc than lllirt] (30) da\s.lhen thc pallics ma\ enter into discussions wilh a vic\\,to alleviating its
ellecls and. ifpossible, aereeing on such allemari\c affangemenrs as ma) be rcasonablc in all of

Coverninp I-au.. Subjecl lo the temrs oflhe Trial Conducl as outlined above. this Agrecnenl shall
bc governed b-- and construcd in accordance with the ia$,s ollndia, wilhout giving eflect to conflict
of lau provisions. The Pal1ies agrcc 1() submil ail their disputes arisillt olrt olor in connection with
lhis Agreement to thc exclusive jurisdiction ofthc cou6s of Mulnbai-

Notices. All noticcs required under this Agrccmcnl will be in \iritlng and be deenred to have been
giren when hand dclivcred, sent by overnight couricr or cenified rnail. as lollorvs. provided that all
urgent maiters, such as selcl\ rcpo s. lvillbe promptly connnullicated viatelephone. and confinned
in $,riting:

.IO 
LUPIN:

Attn. I o: Dr Dhanania) Bxkhle
Execurive Vice Prcsident
Lupin Lin1ile.l (Research Park)
Survcy. No. ,16A/.17A. Village Nandc.
Taiuka Mulshi. Plrnc .112i 15, N{aharashtra. lndio

TO PR INCIITAL Ir.\VLSTIGATOR i

Attn. To: Dr Sudhir Kulkami
Mahatma Candhi Mission Mcdical College an{ Hospiral
N-6. CIDCO. Aurangabad 431003.
Maharashtra. lndia

A-ercedem Code 10000I6l



,I'O 
INSTITIJl ION:

Aftn. To: Dr Rrjendra Llohra
Mahatma Gandhi Missiorl Nledical Cotlcgc and Hospital
N 6. CIDCO- Aurangabad 43100j.
Maharashra- India

In thc clenr thal thc parlier e\ecutc this Agreemenl b] cxchange olclccnonicall_v slgned copies or lacsimile
signed copies. the panics agree thai. upon being signcd b), both parlics. this ABreemcnr will becolnc
cfftcti\'e and binding and thar l'acsinile copius rnLJ,,r eleltro ( \ !|3turc5 \\lll Lonstiiule cvidence a
binding Agreemcrt \\,ith the expcclalion thal original documenjs rna) later be exchangei in good t'aifi.

Dr Sudhn kulkarni

IINTENTIONALLY LEm BLANK; SIGNATURX PAGE FOLLOWSI

AA..m..t Code: r0000181
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Dr Sudhir Kulkarni

B_Y,

Signature \ nW\LY/

ACCDPfED AND AGREED BY:

PRINCAAL INVESTIGATOR

B)'
Signature

-?.L:lsldXif--,kitfk-cl-o-,
Printed Name

D"t":o_Aufr-,&

ACCEPTED AND AGRTED BY:

INSTITUTION

Printed Name

L\F a rrt tvF vt(f: PeisrD;Nr MiDrral
Titlt R6's E BR(H

ACCEI'TID AND AGREED BY:

LUPIN LIMITED

t-
3!**,," ,qo,YP
DP. DHANA{,TAV BAKHLE

ACCEPTED AND ACREED BY

SMO

B),
Signature

OIL 5u : B-LL C,vrfrurollr^11---7
Printed Name

DtQ--scr'ar...
Title

toIfr..r.rorr-ffi

Printed Name DB RAJeN DRA tsl'H Ra

Title DE-AN

\erccDrcrr Codc: 10000181
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t)l Sudhir Kulkarni Confidential

Protocol

I he clinical Trial ro be perfornred pursuant to this Agrccrne t shall be that set lirth in the Protocol dated
l5 Deccmbcr. 1016 and incorporuted into this Agreement attached hereto by refcrencc in addition !o all
c unefi and firllrre amcndments thcrclo. $ hich is incoryoruled inro this Agreem enl b) ref'erence and e ntitled:

Protocol # LRP,'l,NPl89li20l6/'007 'A Randomized. Double Blind. Placebo' Contfollcd. Phase:
Stud) to Assess ihc Efficac). Phanracokinetics. Phanaacodlnamics and Safet) ol LNPI892

(lt1onolhcrup)) irl Chonic Kidney Disease (CKD) Patlents with Sccondar) l l)pcryaHth) roidisln (SHPT),
On Dial)sis and Not on D;r1\sis '

AgLeenr. (lodlr 70000183
PaBc 19of25



Dr Sudhir Kulkami Confidcntial

Attachment ts

RfSEARCH GR{NT PAYMENT TERMS

ll'1. GeneBl Terms. Prirlcipal In\esligator ("Palcc") will be paid the pcr paticnl grant amount as
ourlined on Attachment-D (Rcscarch Cmnr Uorkshe.rlner rirl Sirblc(t frof(rll enrolledindtc
Trial . I his anrounr constitutes dre tul I compcnsation lbr the work to bc complcted b) the Princ ipal
Investigator. includi.g all \\'ork and care specificd in fie Prorocol lor thc lrial. along $ilh all
o\crhead and adlninistrativc scr!ices. No compensation $ill bc available i'or Trial Subjects cnrolled
or conlinuing in the Trial inviolalionolfieProtoool.

B-2. Pa\rncnt Temrs. Research granl pa\ments tbr each lrial Subied\}ill be made in Indian Rupees
(lNR) quarterl] and based on approval ofirl\oices submiltcd. tn\oices \\ili be issucd b) payee

upon r:olice delivercd b) L pin. Pa\ments Nill be rnadc irr accordance !\,irh cCRFs subnitted and
monitored. and in accordance \!ith Alachment D'Rescerch Grant Worksheet". Monitoring will
occur based on site enrollment and conrplerion ofdala ennl. Paymcnts ill be made in quancrly
installmenrs on a pro-rata basis. Undisputcd invoices $ ill be paid bi Lupirl \\,ittrin 60 (sjxr)) diys
ol slrch in\oice issue dale.

B-3. Non-Procedural Costs. Palce \!i1l be paid fbr additional non-prccedLtral cos6 that are pre-apprcved
b! Lupin. as sct lo{h in Attachrncnl D. To requesl pavrncnt for.such costs, Pa}cc $ill remil an
itenized invoice to LLrpin or its designee with documenraljon and €ceipts substantialing agreed-
upon passlhrouuh expenscs. An) non-procedural pass-lhrough expcnses \\i11 be invoiced onll in
ille anrounl aclually incuned \{,ith no malk-up- up to ihe ma\imuIn arnounts shown in Attachffent
D.

Il 4. Final Pa\mcm. At the conclusion ofthe Trial, all CRFS and Trtal-rclared documenis ri bc
pronrptl\' made available i'or l-upin's rcvieu. The final pa\tnenl $il1 be paid oncct all CRFs have
been cornpleied and recei\cd: dala queries havl- bcen satisiied: all Lupin Drug is returnedl and al1
close out issucs arc resolved and procedures completcd. including final IEIC nolitlcalion. .\ll qucries
must L,c resolved \\,ithin fi,"e (5) days ofrcccipt b) Payee an) rirne during rhe Trial. Lupin or its
designcc \!ill perlorn finai rcconciliation ofall pa)ments madc to date aqeinsr total alnount due
and will prompil] pa! P:Nee ainounrs rmrnrng urp.rid. i cn\. Pr\c( riil pr..rlptly rcirnburse
Lupin anrounrs overpaid !\,ilhin thirtt (10) dals ofnotificarion b\ Lupin or desigfec.

B-5. le\es.
(l) Allpalmenls to Paycc b) Lupinwill be subjectto ieduction olfDS.
(2) Thc Pay-ee shall conrpl\ \ri1h all ils obligarions under appticable rax laws in fbrce al the tirne.

irrcluding all latrs. rules and regulations under the Goods and Services lax (..CST-') regintc
( CST La$i'). In pa{icular. rhe Pavee shall par its taxes and make all flljngs necessan under
CSTI-a$,.includingrheCSlR-ilorm_\vithinrhcprcscribedrimelincs.t'hepayeeshaIdcfend.
indemnil_1 and hold Lupin harnlcss againsl all Iosses. claims and ljabilitics arising out ofeny
fitilurc br- the Palee to ]ncet its ob]igations under CST l-a!\,. ircluding an] failure or enor thal
results in denial ofan) tax credit under GSI la\\-t(, LrLfin lhr'pa\rc \hJ I tully co-oper.rte
*ith l-upin to rcspond to rhe rclcvJft ra \ JUth,r.itie\' dclnend\. anll to resol\ c .rn] misnralch of
Lupin and the Patcc s CST filings l\ithin rhc timetines prescribed under the GS I' Law.

(3) Pa)ee acknou,ledges ard agrees thal il is solel) responsihlc for the pay,nent of an), and all
.onlribLrlions and la\es imposed br an) applicable Autho l.r wirh respect to or nleasured bl
compcnsation paid to Pavce Under. this Agreemenr. Lupill rvill not bc rcsponsible f'or the
rlilhholding or palmcnl of any such rcquired contrihulions or laxes. pa)ee acccpts I'ull

f*n
&!*4r

Alxc.mcfr Code: l00i)0lNl
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re+!d:It ib lEpofiing all payments rcceived, under this agreement, to the relevant taxation

rrirriiE 6 rEqsired by local rcgulations.

8-6- ize.a F.iE- A Sfieef, Failure is a consented Trial Subject who fails to meet the soeening visit
.r*ri1ad ; furs.d eligible for effollment into the T.ial. Scrcen Failures will be reimburse4 if
d eIL 3s o|.iioed i.! Attachment D, based on work cornpleted pursuant to the Proiocol

B--, Pa*rtr Earel reimbulsement. LupirL wiil reimburse reasonable patient travel rclated expenses per

Eial bjed \risit, up to the ma-ximum amount listed in the Attachm€nt D. Any reimbursement

e\ceeditrg this limit will require prior written Lupin apploval. Any payment will be based on the
iNoice together with suppofting documentation (i.e receipts) submitted to Lupin.

B*. Administr"tive Stari-uLEEcL This is not applicable fot this sile

B-9. Necessarv Prccedures. Payee will be reimbused for valid necessary visits and procedwes. Palment
for aay necessary procedute due to patient safety will be reimbus€d at the agreed upon unit cost in

the budget, or ifthere is no such unit cost in the budget, at the apprcpriate unit cost pre-approved

by Lupin in \fiiting and will cquire a sepmate invoice with documentation for the medical

necessity of the procedure. mere pmcticable, Lupin's prior written consent wili be obiained,

lmless it will compromise the integ.ity ofthe Trial or affect Trial Subject safety, in which case

Lupin will be notifled as soon as practicabie after the fact.

B-10. Pqyeg. The rcsearch grant palments will be made to the following payee and adalrcss:

Payee \ame: Grapecit) Research Sotution! LLP
Payee Address: Block No. D/2, Prakash Hsg. Society, N€ar Kalewadi Fata,

Thergaon, Pune _ 411033, Maharashtra, India
Payee GST Number: AA270817044417 Q
Payee PAN No. : AAPFG8186L
Payee Bank Account Details: Curr€nt Bank Account
Bant Namei ICICI Bank
Bant Address: GulmoharParb Plot no, 1A III Road, Aundh Pune- 411007
Bank Accounl Number: 007305009846
IBAN Number: NA
I|SC Code: lClCO00007J
Email address for rbmittance information: sushilrc.chaudhary@gmail.com

In case ofchanges in the Payee's bank account details, Payee is obliged to infona Lupin in writing,
but no amendment to this Ageement shall be required.

B-11. Invoices. Al1 invoices must be issued and forwarded to the following as instructed:

I-upin l-imiled (Research Park),
\-\e\ \,' lr'A 4-4.
\ I oe \dloc. . a t lr \lrr .h'.

Pune .11I I 15. Mahrrashtu, India
Atln: Dr Rajesh Kunrawal

Each in\oice mLrsl cortain: (1) l-upin narne, (2) Protocol number- (i) Proicct code. ('1) a sunnnary

of the reirnbursement kr be nrade in cornpliance wilh the Rescarch Crant worksheei. and (3) rhe

Ageement Code: 70000i83
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: :iCST rcverce chargc nrechanism applies. de note.,GST reveEc

;n\ paymenls lbrpass through cxpenses $,hcreb-- Pavee has l':riledto produce
or other documentation clea l subsrantiating that the expcnditures were

and veritleble in the amount subnilted fbr compensation.

i:j !ubmitted b) rhe Palee more than 45 (tbftv fire) davs after lhe databasc bck will not

A9.cuclr Code 10000ttl
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Attachment C

NQUIPMINT USE, OWNERSI.IIP & DISPOSITION

llE. Dr[ing thc lenn ofthis Agreemcnl_ principal Invcsligaror ma]- usc Equipmcnt only fu i)urposesofthis Trial.

()$nership. Until ihe tcrmination of this AStecrncn!. fiis Equipmdnr rentxins rhe DroDe(\, ol the\.t\rra\\<rl^r,rn.r1-\cl-o\.oe,ltl,ccouinre,.rr,,l pl, ,nd ru.r tc"erurncC'.:.le *irrlo
reasonrble.pedod of lime upon requcst b) l,upin. noi to exceed five (5) calendar dals. or immcdiatelv
upon termination ofrhis Agrccnent. principal Investigator agrees to return thc Equip,r.ni in ifr.
l:lll' 9i 

..S! b-r iupin rI substx|ii.ril,! the same comlition as \rhen recci\e.l b1 principal
lr\e.lr5.ro,' Plcin"l lr\cri.."tor a; ie\ to bL Ir). lL.J,l. r(\p^tr.ihte.l.r r.r"in:r,. iir, rlrncc rocoler an) loss ol destruclion to Equipment \\lrite in prinripal tn\esrigJtor.!.art_ rit,rcl exceeds
ordinar) \r'eat and tcar and/'or lacks a reasonJble .aLrsaL rel.rtionship ri proper perti)rmance of the]-rial Prjncipal Invesrigaltlr tu[her agrees rhsr untes\ orherl\ise auihonzed'in rl,iii^g Uv r.rp;" 

"frhis lrial, Principal Invcsligaior \!j nor alter rhc fq!ipmrnt in dn.\ ,r a1. t rirr.ip,l tnr !"iigaror musrnol i stall an) romponenrs or sofllvare. il appticnbie, uith"ur'einrL:.r 
"ppio,at 

.r:Lupir. er1.
'on\\Jrr fr.\:ocJ rc P .,.,o"t J.,\c.ru,ro- I d\ 10r 1,. o.rLr .: cd pr:rLi;d. f,i,".,,-,,,"r.. o.
lerrlrrlled lo r' e,5c iqrit. e, .lr,nt ,,rl c| our.. ! tra tol Lc per,^r1td||(( ^, i,., 1r,, ,,

accordance \rith dre Protocol. Lupin shall oot havc an."- liability for damages ofany son. including
pcrsonal iriury orpropc r damage, hrsurting ftorn the use of Equipmentlxcept to trre extcnt that
such damagcs \velc causcd by rhe negligenee o, \\rllful mrsconlucl ol Lupin. as applicablc. and(^.rlr -ori.e\c.r|,h-r a -<..orrr i1.Lr. con.l .r.(. d.o,oe..1hle l.idt . njcct i.i.11 ,, Uepa,"h\ Lufir a" dr\cribeJ in lhr\ \-r-.--nr.fr

Beullr I!Lt!rd!- After complcri-on orrLiar conduct or at an earrier.rinre specilied b). I-upiri. I,rincipal

l'l':il'{l"l':l,l ,,*q.,lo, rclL,n, ofIquip,nenr afd Lupin n,atedats. ai 1q,i,I,. "",1)*r". u, r.rpjn
or .L o!eU,,n de\rgn.Ied h\ Lup n
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Dr Sudhir Kulkami Confidenrial

Attachment D

RESEARCT{ CII{NT WORKSIIEET

Grant Worksheet

Pritrcipal Iov€stigator: Dr. Sudhir KulkarDi
Protocol No. : LRP/LNP1a92 nofi / 001

hflestigalor Gru t Per Pdtieht Cost (INR)'
Screening (Al1 acti! ities per prclocol) 9.000
Day I (All aclivities per prolocol) I t-000
Day 8 (A1l activilies pcr protocol) 4.000
Day l5 (Allactivilies pcr protocol) ,1,000

Da) 10 (Ai1 activities per prolocol) I I.000
Da\'60 (All acti\ities Der protocol) I 1.000
Da) 90 (AIl ecii\'i1ies per protocol) r 1.000
Day 97 (AIl activities per prolocol) 9.000
Total per patirnt amount - Main Study 70,000

lnttestigator Gru l Per Palie t Cost (INRI
Screening (All acti\'ities per protocol) 9.000
Day I (All activilies per protocol) 6,000
Day 2 (All activltics per protocoi) 3.000
Day 8 / F.O I (All activities pcr prolocol) 6,000
Day 9 (All activiries per prolocol) 2 000

Da] I0 (A1l activilies per protocol) 2.000
f).,\ ) ll \,.r, \i'-(ri\ilrc.-e.-roto.ut, 2,000
Tot.l per patient amount- PKPD Study 30,000

TOTAL PER PATIENT GRANT AMOIINT (I\tr{IN
STUDY & PK PD STI]DY)

1, oo,oo0

Adlitio,rql Stad! Related Costs Cost
/INR)

Screen Feiluresl 9.000
Patient tra\'el reimburscnent 500
l2 Lead ECG (Onl] at Prorocol scheduled iinre poirlrs) 500
Uitra-Sonographv (USG) Neck (Onl), lror Main Eludt,
Paralh),rcjd GlanLj siTe asscssmeni al protocol scheduled
tilnc poinrs)

1.800

Hospital Pcr da-- charge! (\ighlslal) (As per l,K PD
protocol schedule onl!)

2,800

,\grccDr.nt C odr: 700001E1

/

Main Studv

PKPD Study



Henodialysis cicle (Post randonization per c)cle cos1.

onl\ lor Daticnts randomized on hcmodial-rsis arm)
2,800

lnstilutional Ovcrheads' t()%

Invoiced Aarye! Cost in
1,\n 

j

Archival Fees (l:or l5 Years) 10.000

TOTAL Invoiced Charges 30.000

Tolal Cosls are inclusi,re ofindirccl cos1.
:Ratio: l:1 (One ( I ) Screcn Failure for ever] onc ( l) subjecl randomizcd into the Stud]. Scrccn };ails are
ilnsrilulional Ovcrhcads \\ould be calculatcd per totxl investigator grant l)alnlent and $ould be paid as a

part oleach quafte y Pa!ment.
'lnvolced Charges lo be paid upon receipl olinvoicc from Principal ln\esligator. belbre site closc oul.

Agr€€ment Code: 70000183
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