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PROToCOL No. KLS-PH-041604

Ths Clrnical Tra Agreerrent (the "Agreement ) rs effeclve on ': 
'e::'- 

- '?':':': :- :_: ::des (the

"Effective Date") and eniered into by and belleen

CLINICAL TRIAL AGREEMENT

KARMIC LIFESCIENCES LLP, a limited liability partnership' incorporaied- under 'fie Limited Liabrlitv

ij",t""i"r,ip ,q"t, 20oB having rts regrstered office it tJnit No G'12. Relrable Piaza Plot No. K-10. Thane'

;l;;;;R;ad, ivlDc, Airoli, Navi lr;mbai - 4oo 708 (hereinafter referrecj io.as'cRo" which expression'

,"f"i" i"irg"!"t to d" coniext or meaning ihereof shali mea* and !''clucie rts Afftrates' partners' employees'

assig iees, agenis and successors_in-inielesi) and

i
DR. DEEPAK SADASHIV BHoSLE, presenily employed ai rs Department ol Pharmacology' Mahatma Gandhi

l,flsson sstirteOicat Cotleqe. N6, CIDCO. Aurangabad'- 431003 Iv!aharashtra' lndla (herernsfter rererred to as

iiilr-:riii#iii iiiJJiili.i; i"r, 
"*pi""ri"":untess 

repusnant to the subject or contexr rherein, shall mean

and i^c'ude his legal hairs. administalols. execuiors and lssgns) ard

Mahatma Gandhi Mission s MEDICAL coLLEGE & HOSPITAL ' srtuated at N-6 CIDCO Aurangabad -
r.r^^r hr.hrh<htr, n,"l:'.'.-:'.:irerEirsa:oasthe"lnstitution"whlchexpression unless repugnant to
a:iOOi til"nrr".t tr. lnda':'e-:ieirei:ir:.:trasthe"lnstitution"r&b]q!e'pression unless repuqnant to

lne sLbecr or co-Lo.i r-:'. . .. -cr' ! i , ud' l) al6 S,4$(*"p'e1t': r"e s ao-''istta'o'rf
:.:";,.r. as ens8. .ce,, . zd@X //P-(i\\ ilv**o
43100: lvar arashl" 'o. ':':' :-1 '! _:: ' 

'' r e lnslilution
Lne sLbecr or co_Lo'i I-:" " '. -cl' 1 : ' ud' l> a)m
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y'Jhereas, TC L,rir iec. iav ig is :E! s:eiea aiae :i /:a - a ra-se :- _ - \a--_ a,a.^ <- 11.-
Sponsol') throirgh ilsAgent'CRo a-estres he nsrnuton-ro.";-"t;,., j,.r-r; ;;r-::i;.. t,-... -.
Paralle Group study to Evailate the Effect and safety of rest Brscuits as comparec to pa.eco Esc-:s -
Reguatng Blood Glucose Level in sublects with rype2 Diabetes Melitus andtheinsttuton s!r' .sic:e-:--
a cl nica study of the lest biscLr ts (study product) and

WHEREAS the study (defined be ow) is of mutual interest and benefit to the sponsor cRo nst tut on a.c pr r. .:
lnvestigator and will firrther the invest gational and research objectives of the lnstrtution and princ oa lnvest gata-

WHEREAS, the Pr ncipal lnvestigator and the lnstitution have the qualified personnel and the facilities equrp..:
accord ng to Good Clnica Practces (GCp) to undertake the Study (defined herein below)

Forthe purpose ofthrs Agreement Affiiate" means when associated with a party to thsAgreement any e-::.
which contros. scontrored by, oris under common conko wth that pa(y ln this;ontexl the terr.r controi s:
mean any one of the folowing: (1) ownersh p by one entity direct y or rndirect y ofat eastfifty(5!%) oflhevor-:
stock of another entrty: or (2) Power of one entity lo direct the management or po ic es of another eirt i,i by coni-a.-:
or othen r se

Now,TBEREFoREinconsideaatonoftheprorasesandmutuacovenantshereincoatair,edthepaiesagrea::
fol ows

1. TNE SruDy aNp ltE PRoTocoL

The study of evaluating the Effect and safety of rest Biscuits as compared to pracebo Brscurts -
Regulating Blood Glucose Lever in subjects with rype 2 oiabetes Mellitus sharbe conductecr unce- r-:
direction of the Pr ncipal lnvest gator. in treatment of pat ents ("subjects") ln accordance wrth this Agreeme-: : - :
the protocol identifred as Protocot tD No. KLS-PH-041604 and entfled,,A Randomized, Double-blind, para .
Group Study to Evaluate the Effect and Safety of Test Biscuits as Compared to placebo Biscu ts -
Regulating Blood clucose Level in Subjects With Type 2 Diabetes Mellitus,. a copy oi,,!:.- s atie:-::
hereto as ExhibtA (the "Protocol,,). including any subsequent duly althorized amendmenis a-: ,,,- a^ s:..::
rncorporated by reference (the ,,Study"). The Study wil be monitored on behaf of lhe Sporsc- .- :-e CR: .:
representatves (alone or together with representatves frorr Sponso, wil be alowed a.cess-: : -fcr-:.
resu t ng from thrs Study and Sponsor wi I have an unrestr cted right to use such inlormat .-
CRO (alone or together wilh representatrves from Sponsor) wi I peaform regu ar cn s i. -:--: -
theStudyThetasksofthemontortncludebutarenotimtedtothefoowirg1itc:-:-::
to verify the data in the CRFS aganst source documents (Source Docunerl ,,,.,,::.: :
progress of the Study and lo motivate if necessary (v) to review the CRFS .:- :.-: . - . . _-
data, includng laboratory test reports and other patent recoros lr' t::-a.i: :;.: .: _::
Adverse Events ( AE (s)) (vi) to revlew signed informed consert ra.-s ,:- ::-:: .:: . : :. _
enslre accurate record of drug accoLrntab ity (vi) to ers-.e z:::_2..= :.:-2 . -.
(o-o'etedCRFs aro.' rods.Jsso,o"ef .e:o.: i.
lnstitutons oblgaton tc conclc: i"e S:_:. . =,:-:.. ::-: : ::

enrolling lhe Subjects lpon recetpt of not ce
the sole determ nation of the Spcrsor:

:arfsor anc
:::dy at the

isa- s :as;nee ihat tn

:tse Comp ?:a Study enro lment has been aa. eved or

""*rrh },+l*&L-



E,

C,

D.

Studv Oocumentatlon, Case Report Forms i"CRFS'j riustoesaisiactoryaoarpetecviir:5
(Five) days ofeach Sublectvist. lfany tests are to be perforrned after the Subiectvis[ CRF sha
be completed wth n Five (5) days of recerpt of test resuits fo. each Sublect prov ded, however
that with respect to the last Subject enroled at the Slte CRF forsuch Subject rnusl be cornpleted
wthnthree(3) days of such Subject's last vis t to the Site The prlncipa lnvest gator sha I ensure
the accuracy completeness, egib ty and tmeiness oi the data reported to the Sporsor n the
CRFS and rn ail required reports. Safety data (Seflous Adverse Event Report Forms) wil be
commLrnicaled to the Sponsor and CRO in wril ng w th n 24 hours of (i) the Subjects v sit and (i )
rece pt of the test resu ts at or from whrch, such event was repoiled noted or recogi zeci Data
Clar ficat on Forms Quer es ("DCFs") must be comptetecl and retuined to Sponsor ancl CRO w(h n
three days of ts receipl

Subiect Samples. Al boogcal sampes colected from the Sublects shat be prepa.ed and
shipped n accordance with appropnate reference of the Protoco / Stlrdy requiremefis / Study
manuals.

Studv Comoletion. The lnstitution shal cornplete the enrolment of a the Sublects within the
specfied timeline given or informed by the Sponsor/ CRO The lnstitution shall nputall fna CRF
data and complete the final CRFs not iater than three days after the last Subject visit

PaYi,lENT

A. BUDGET ANO PAYMENT SCHEDULE CRO sha on behatf of the Sponsor remburse the
lnstilution a I d rect and indirect costs incurred by the lnstrtution in accordance wth the Budget ard
Payment Schedule attached hereio as Exhbit B and incorporated heren by referenae t-:
"Budget and Payment Schedule"). Payment sha be made by cheque payable to MGM lvledica
College. Payment shall be riade wth n th rty (30) days after CRO has received invoce lror :-.
Principai nvestigator. n additon CRO shal remburse direcUy the EC / RB for al .::..
assocated wiih the Study.

B. Pavment of Costs Outside Budqet and Pavment Schedule. payment,a. a-, .osts -:
specrfically descrbed n the Budget and payment ScheOute nrust be ac..a.: ...a-:=
writ ng by the CRO s Project [,4anager

3.

Pavment Terms. CRO shall have no obtigaion to make paymen:s ,:.
qr.ra if ed to partlclpate n the Protoco based on the nc usion and ex. -s :-
Protoco. Queries pertaln ng to a Sublects elgblity sha I be a::-.::::
Sponsors Cinical and/or lvledica Monilor dentfied n the p-.:.:: :-:
SLrbject nto the Study.

The forego ng fotwithstanding

Uponsubmissonolsuchcccrre.i::a_:: : -:: :::: : ::: .,=_,.a)a

E]

: . : .:: = :, ::: .-: - -: -- .:---:-: ::; r.;; l

The fLrrther detais for the payments shoutd be prov ded as:
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E. ReimbuFemqnt. []pon competon of the Study or earier ternrnai.. or :-s :::._._. .sprovrded herein. the nstituton sha Teimblrse the CRO for any ariouris ,"", ,,a.u'aa" a, ,-aCROtotnersltLto.nr--erceeol^eanoJ-rsto4-rcrlreD.-cpa.-,.,.-:;.:..."._,1,,a,
'o- conp eteo S-D.ecl L sis L^de- Il-e B-dgel ano Day'Te-l ScLFo_ e c, .. , ,; ,.".. 

-= 
-.

e3lEr_e-n-t-s- tqt Stqreen Failure: Soo-sorwlpalor'\,Rs.000- R_oees .- -. .- .. s.-: o. , :..5Lojeclr0, sc'ee-'a'l-re -1g -3a,a-ra dlto.o. Sc,eel .d l-.e SJo ea.. i, a J6- r -a,_ _
one screen faiure per two randomized S!bjects

OBLIGATIONS OF THE INSTITUTION AND THE PRINCIPAL INVEST]GATOR

A. ]E9tJFElpl+y4. fhe Prncipal tnvesiigator shalt be responsrbte with lhe cc.ce.a: on o. :-:
lnslttution and Sponsor for obtain ng approval from the IEC / iRB of the protoco ano ihe Suble.: :llbrned Co,lse-t Eo-.r. Tl-F pn--pa. 

"vesrgato. sFa., D-o/de tne Soo-so o. ,1o,:.,.:
des gnee with wr tten confirmation of-the tEC / IRB s approval pr or to the treatmert ot sLblects ,
the IEC / tRB withdraw approva of the Study. at any tme tfe enncpa lnvestgator sha ::
mmedjate y not fied by the Sponsor or CRO. piovrdrng a wntten e^p anaiion ot the circur.sta-..:
leadng to such wthdrawal ofapproval. and the p.inci-pal nvestigatorshaice;sethetreat_5_::,
a i Sublects under the Study

+Io!Te!9gi!!-e-S&!|I. --e Dll,lc oa t1lesr gdro- 5ra colct-ct ,-€ S-. o, :. c; i.. :rnslrtulon ne Pfincpa nvestgator shall exerc Se due care in the conduat o, i-: Siuc. :-:
represent and warrant that it w ll be conducted in accordance with (r) genera ,, ac::::e: st:: _. ,of,good cinrcal and reseaTch practce (ncilding. without irn tation t;e gufe:.s 3:: ,:-tn :. .-:l_ternatrola'Corfere^ce o- Farnolzariol Jaopt.do'e,..r t-isag,ee:"., .. _.:.o:

4.

wrtten tnstrucuons provided by the Sponsor ;i'ap;;'iJ ;;;l;;;'; -;:: , ,:. .rr":- ..,state, and federa 
. aws regulatlons and polces governiig t^e a:-:--:,:_ :. a -investigations. ncl!ding but n;t lmited to roca t' reg uialo r'y-il u ir;,..,. ^,. 

-: 
,1, =._l ;. , r.-.between any requ rements in (i) through (v) aboveliheprncca ^.:s.::.: .i. -- ,.-

Sponso- Prrncpa rvestgalortr a:a ::.::a:--:: =.:-. = a.aa
,! 11. any acplcable nsitJtCi :a :a: --: -.-::: - :: t:.: : :

: ::-s express
. =_ :r CRO and

: :3ree to a

:::._ : ..: :,:::-::'- .:- --: :: :-: _:-: =::- : -: : -: , ,-. 1:::'"::";:
ri:a;a -!esi!aio: n::a.a,,,s,-:- :-a S:-lj :=::-a. _-a_a. =aa :. : ,:_: je unabe to
::Ip:':::-::::":'."llt-1y.o."'n'ae'eene'.t,neDr''cpa,r'es,saro's': irecarer/
'uLr v I e :oo"tqo- or \00^sor s des g-ee and t1e Soo.so. o. Soor.o-s oestqnee s-a e-oea,oT

\-"^^'sl-



:: a::__:-:: a-: aa.a a-.-::--::::-:a-:: _,, . -:a:_r,.- ::1,::: .j...:.-i.: :.:.,. -,:-...-.::.,=-t..a-, 
-:' -=,: 

t.a- a- : I ::._-a. : :::e ;_a,,,a.( a_aa_a: .e r: -3,a,-: a,_a. 
- 
i

1:^l:-*: ill !g ano eco.oT. c ouicories i nc u. n-r .roun." ,""i.i, 
."..*..,,-r. -.- 

.^. ----.sucn rntormatrof is clearly descrbed n rhe tnform;d con.unt i.rri.i 
""i:;;;. :::....-b/ l'e S.rored ald r.e 'EC ,RB r-.or,-cod ..".,.gr,oi 

"lo._".:.1-.----..1_ 
-._- 

-...$ith-the Soorsor ald ,se.easo.ao,e esols lo o,o-ror, olo, oe a. o.i;" :,0:;, c-- :_. ,...tfe Sporso

'lre -sltLton ald r1e p.rctoa, ,nvesrro1161 5-", aso.oooe,ate \\,t: r-e Sa J.(.. t_:...:- :.'egJrdro'/ agelc es .- tne eve.t of an"Ju_ceo or Jran-o-.rceo .";r., "; ,;.,.ijll"lg:lliiy.lgl....-:s --e,ns,turor arg-rn;;,;;;";- -'i.rq;ro.-, ;. :;:. ,.. i",",1'...- ,rc,co,,oreo'r-er-rededo.oossorF,-<nFcl.o.r,r,tr,.twentyfouili4ti;urs'o.:........:..i.=
ol rl n add tron nol ce ot the Intended oi nosstote nspection itrrI u" 

"l"ii"'dp""",'_ *ilrr" f",tyeight(48) hourso.rLereeonon,cnoL,r,carior-t.u".i,"-,".poiru,.l;0.;o-.:o:, _q- -es; :
,:.f:1.,1:9 ly the regu atory agency concernrng ary aspect of the lnstituron a"ocr pTrnc.:l^vesllgatols actv'les oJ.s-a1. to rh,s Ag,ee,r e-t r;e rlsul-for a.o "l-fo, -,,-,.,,,o...,pern t 'eoreselut.ves ot tne Spo-sor and:o. CRO lo r.,i.. ,;;;;;--, ;^-.' ^- . lto 'rs be,rg se-r ro rFe regu ator/ agenc,es. ri,*"""*.i',*ri.l[, ulo oi "): l,o;" - "li;w'r, pe..r r .ep-eserrdrives .ron cRo a-i or sDonso. ," ;" ;;;;:; ur ;, ...,':;r",,;-,,.,provide cRo and/or Sponsor with copres or iranscrrpr. ot;rJ 

";;,;; ;.";"j.:. 
"""". 

-correspoldence oeh,leel i-slr-l.or ano o, p, *,",, i;;;,;::, :::']:: :: I:, "aJrlo.ryaro,,,i'r -or,/cRo ,,,r"du,", 
" 

.,:-::':?1. lnvesligaior alo Ire aopi-aoe 'e9-e-'
a_ruorrtl , w'n_g o' a-y violalol or oe.icrenc) -oLed o. ar . _

E, qllplies. ,-1e Soonso. o- Sponso-: des g-ee si a,.cLopr to ae D. 1( pa, ,-.os.a,lor ..c'a-ge s-".c,erl qLantt. ot tre n,face-t.ca oo.,r cr r^..nrr ",,"-'-_,"^,'^:1?te,,ars eoJ,or.relL ,.0 .,,";i;; ;;";:,"" :;;;.; ;"":J;.'. '?"""",;". ..,, ." .....
::,;:--:"9:: lha-r-tle-.Jr.ace_rca orod-cl s e,oer *erta ,:-.r-.." ,o _, :.',p uucrLe ilo reasolaote ca-e . re use. fa,o,,rg ,,o-"0" ,-r_r.o-,ri.. ,...r-._ ,c!'La-r1e.to.Lrer-raceJlca p.ooLcla-da-/ o,.tsoe,.aL,es !t,rr r tt .. .. ..I_e coFoletror o- le.r na- o- o. tne S-r.ov ,, '-a-r"o ._,:a -"1, a" . ,. ,. . . . a. 

,. 
, 
.,, 

.materials that were furnished to the lnstitution Oy o, on-i"f,"fi'oiS..j= .l= 
-=, 

s.a_., .1:: .:" b" ret,rneo ro Spo-sor or roonso- so o -e-ls j:i. ..-:l_strrctrols p.o/ded o, ae soo-so- .-" sporso. .." ai.,*, ':.. .': , 
.: 

, : 
__.::=i

lhe nutraceultc€l product rncludng any materas delvea:tse.a_a_:-: :'gtststhee'- -1e r.a-sfe-o,p-,"i.a oo,."s,o:;;,;:.-r;. --' ..- .. =. --._. .:.tre Dossessoa o. ,se o. t-e -Ll,a-e-r(d r o:_., . _ .. .. 
.

co_sll-_e to. oe co-sl--ed r, 
" 

_o" .r. - -_-"t - : : : '-'
otner ra.s.e. o.,i" : o"--,-.:e -': -":': . 

-t 
-' . : ,= ... ., .' '::.:'

': :-: :l: :er- :.
:: :- -:a! fec a,
' -:: a'dS") Tne': : -: witfiori
. . -: nventory
: r ,:: :xcept as
. : _ r, Records
: - rars after the

ireieof. ano ,j i.e Saois.:
Records to lhe Sponsor at
destroyed !v thciii SDonsor s

.: 
-

: : :: '-_aion of the

.-: -,,,.: 
-::_ :_::rs lnstrlutioN: ,:.: :. -:,:.:a: ..,.iten Iotrcei:i a: :-a -s::_: a- s-: :,a_s,ar the Sludv: r - a_ .': "i :' . .he cr,d)erpelse St_01 Recoros sra. _ -- e\e.t oe

V"'-.t,[-



Case Repaft Farms The Princ pa lnvest gator shal complete full c n cal evaluat ons ar.
original CRFs on each Sublect n accordance with the Protocol The Principal lnvestlgato'
shil ensure the acclracy. comp eteness egblily and tmeiness ofthe data reported:.
the Sponsor in the CRFS and nal required reports Theywll then be forwarded toCRC
for data management and to Sponsor as app icab e. Ln add tion, the Princ pal nvestgatc:
sha I deliver to the Sponsor oT Sponsor s desLgnee each completed CRF from monltor r q

vsts as provided for n Cause 2(C) of ths Agreement. The data r the CRF sha ce

recorded evaluated and stored n anonymous form n accordance wth data protect o^

regLrlat ons. The Pr ncipal lnvest gator sha I ensure thai patient narnes are not meit onec

on any documeni, nether CRFS nor other documents that wll be foMarded to CRO ana

Sponsor lf CRFs are not comp ete, the Princ pa lnveslgatorshaibeoblgedtocomper_'
them on request of CRO or Sponsor

Principal lnvestioatar Studr Fiie and Archtvtnq

The lnvestigator sha prepare and raania:n acil'p ete and acc!rate StLrdy documental or
ln comp iance w th CH GCP sia.dards ard a d.. .ab e La!r's Therefore an lnvest gatcr

Study fe shalbe pfepa'ea ir'af ca'ia:s a 'ee.z^i:oa!-ents iecessary for lhe

conduct of lhe StJo)r ia Jr ir! a-: _al - :aa :a :'e ;: ar, ^g r s g:ecl Proioco aad

amendmenls ir lnvestga:cfs 3:ca^-_a a:l -a:a:es I EC coaaposltor
approva (s)/op n,on aorrespoaaence''epc: "g ! a\"s ?^: s J'a:!ie sfeet for key Stud]
personne (e g invest gaiors. siudl, n-isesr / s!^a: si-a-, e!:eearenis incudli!
financa agreerr1ent, (vi) Tra ntlatonrepoli ! rapars!ea a:: s:_e: nforraed conser:
forms (vi) Study subiect insurance certfcate llxl CR:s _,.s:!3iors ccpy) (x) daia

correction forms (cop es) (xl) SAE documentalon anc'ea:::.c"esio'aence/reponnJ
(xil) shpplng/accountabilty/destruction Tecords for n!3s:,ai.'a ,fcduci and matera
(xii) Certficaie of analyss, (xiv) nstructons for hand ng .i 'rresigatona producl ar.
material, (xv) centraL aboratoly accred ilat o n/ce dlf calio i a.. ".'tc Cate reielence ranEes

of norma vaues, (xvi) sc.een ng enrolment and monta'_! cgs and Study sublea:

identifcation code list. aad (xvi) Study related corresponce:ae !! tr Sponsor or CRO

iv ADDaaLBgpgl9

The Princpa lnvestqator shall submit written slmmares o':i'e staius cf the Stldy to:_.
IEC / IRB annlaly. or more frequeruy if requested by the EC ' RB

!

T

FinalRepplls
Upon competon of the Study the Princlpa lnvestigator \t c:a!:e a s-nl.ary of i_:
Study's outcome ('Final Report") to the IEC / RB In addtc. a_, Se_aJs Adrr:':=
Events wil be reported to the IEC / lRB.

Reporting of Serious Adverse Event. The nsttuton and Princpa nves:,:a:ai shal a::'
Sponsorofany Serols Adverse Everts (SAES) encountered ntheStLCy,';:_^i.1e'tyfour::
hours of any SAES in accordance with Applicable Laws Regu aiors a_: :-.e .es and

cooperate with CRO and/or sponsoT in connecticn w th aiy repcrts .' : _!s -e a:3. :a slch SA::

Regulatory Compliance.

nst tut on anc Pr nc pai Lnvestgalcr!il{ccr:!iTlna a::rcate ei,s:'cieg!atons _

ts performance oiactttes uniertns Agreen'eil irsili:ciarc'oiPf_cpa Inveslga::_
w provde reasonabe assstance to Sponscr sc that Spcnsor mar" ccmpiy with a_

appl cab e law or regu ation n the perforrnance oi the actlvit es under ih s Agreement

i. The Palties agree that lnsttutlon and Prncipal lnvestgatois useand dsclosure ofStuc,
subiect heath and medica nlormaton is subject io cornpllance wth applrcable laws anc

reguatons. The Parties, therefore agree to lake alreasonable steps to protect the

confidentalty of any Study sublect heath and medcal lnformation that t has access to

and comp y with appi cable laws The ob igat ons set forth in th s Sect on sha I suTV ve the

term nation or expiTation of th s Aqreement.

i f applicable nstituton and Prlncipal lnvesligator wll obtain a wTtten informed consef:
forr. from each Stlldy sublect and wil mainta n a s gned orlg na of the wrltien nro--.:
consent n the StLldy sublects records lnstltuton or Prnclpa nvesila:a' a'- -
CRO andlor Sponsor an opporluaty to Terex a.d aaa':..:_a ::_:._ :'' =

H.



5.

iv. nstituton and Princpal lnvestgator wll provide francia d sclosures that may be
reasonably requested by Sponsor so that Sponsor rnay fulfl ts fnanca disc os.rre
obligat ons under appl cable laws TU es and regu at ons

Resignation of Principal lnvestigator. The lnstitui on sha iniorm CRO rn case the Prnc3e
lnvestgator ceases to be assoc ated with the lnsttution for any reason dLrr ng the course of i.e
Study They shalaso repace the PrncipaL nvestgator n case CRO so desrres and .efce: i
ass stance to safeguard pat ent safety and Study data.

CoNFToENTtALtTY

A. Confidential lnformation: The term Confdenta lniormaton sha n ean any and al niormatrc^
data or know-how tTade sesrets whether wirtten cr ora techa ca or non technica as we as
tangbler.ateras nc uding without I mltat on I ) f nanc a acco!ntlng and business nformation i
informaton reatng to sampes compounds procedures Protocol the nutraceutcal prod!ct ana
alreports docun'rents dataandothei rfoiiratrcr geaeraied nconnectonwtththeStudyorothe.
informaton whch the nsttutcn cr tNe Prrcp: nlestgaior ieceves drecty or ind rectly, fro-
Sponsor and/or CRO and ( I ) ary othe. iata oT nioTraton tl'at s!eneratedbythe nstitution as
requred bythe Protoco and/or ih s Agreement nc !C ig Case Reecl Fcrms aboratory data an.
Study resuits. but not inc ldtng the med ca iecordsofthelrstiu:o. Sublect io ihe rTov s ons c:
Cause 5(A)(, through 5(A)(iy) thePaitesshal noidiscoseCcnioenta iJc'n atiof wthout prc-
wrtten authorization from the Dtscosng Party for ary p!rpose other than ihose specfled ntr.
Ag.eemeni The ob rgations of non d sc osure shal not app y to the io ow ng

/. Confdentia lnformatton that is already n the public domain at time of dsclosure.-
becorr1es pub icly avallable through no fau t of the Receiving Pa,1y

/i Confldentia lnforrnaton that is aready known to or independenty deveoped by t-:
Recevng Pady as shown by its pror wrtten records, provided that Recevtng Pa.
informs the Discosng Pady prompty upon the Recevng Partys discovery that:--
Confidential lnformation is already ndependent y known iothe Receving Party,

,, Confidential lnforrnalion that awfully and n good fath received from a th rd pa.ty whc : :
not der ve it d rect y or ind recUy, from the Disc oslng Party and

lv. Confdenta lnformaton required to be disclosed to a governmenta or reguatory age-:
to the extent necessary for the required dlsc osure

Disclosing Perly: The term Dsclosng Party shal mea. the Pa|ty Cscosi: aaafd€-:.
nfor.nat on to other Party.

Receiving Party: The term Receivng Party shal mean the Part,r' re... -: Jonfda- :
nformat on jrom the other Party.

Notwiihstanding anything to the cortrary n ih s Agree.nent i.:- -. -.'. - s_: ..e!,eri : :
lnsttution from dsclosng to the DCGi or anlr' otrei aopiociaie .e2,a.a', aaa-a aallaa- .
information lncudng Study resutsl iha: :aaaies t.ai :^e a:-_s:.r:a- a. -se of ::
nutraceut cal productorCevce is assccalea.r:^ a sE. a-s . s{ aj-a-- i: t-a S-.a:::s p.o,.:a_
that nstltutol] i.r:nshes at,east iolriee_ 'r a= | z: a a ..'"=- -:' : I -: :;onsor a-,
Sponsor fals dLrrag sLrgh tme to eiief r;.q'-: t5__)J.: ::-:!Et ar -i iuton or l:
adequately deaaonstrate to :he "sttL:on lra: : -as ao-c ea ,,, i- 2 a:! aabe disc osLr::
requirerneits, or (rl prevent nsit!ton afdicr Pincpa inveslgaia:l3rt Fic.- -g tre Subiects cr
potential Sublects oJ any acverse experences or rsks assocatei,,vth ihe siudy product cr
dev ce.

Non-Disclosure and Non-Use, Except as otheM se expressy prov ded heren fcr the term of
th s Agreement, and for a period of fve (5) years thereafter the Partesshal notdscosetoany
third party Confdental lnformation and sha I not use for any purpose other than as expressty
provded for heren any such Confidentjal lnformation without the express wrtten consent of the
Disclosing Party. Wthoutlmiting the forego ng the Partesshall d sclose Confidentia lnformaton
only to those employees of the respective Party who requ re such Confidential lnformat on for the
purposes of th s Agreement and who are boLrnd by an obligaUon of conf denl a ty and non,use no
ess skingent than set forth herein Upon dlsclosng Confidentia lnformaion to any empoyee :he
employ ng Party shall advise them ofthe confidentia nature oflhe nicrrnaton erC s-a ..:,':
them to take a aecessaT_v 3nd reascnabre creca.rtons ta a'e.._':_. --: :_: r.: r: : -

B,
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D. ilIedical Confidentia{itv. \.:r.,,:-:::-: -: :-. :. i-: .:.::: -: : --:
co_':e_Ia :r l.a. -.:., .:.:..1: :.-:: ._, -. . .., _
may have acaess n aaaoTaaace i, :- a aaa a::a.:t:-: 3:::a a-a aaa aa-.reguatons and rls correspondng ieg!aioas ss_3c --:a, la3 a- a:-:_:::
Sponsor shaI not use dsclose rarian sla.e o.,.a-a-, a:. ^a-. -a- 

-
.ro-.raLo- e?ceolds oe.,l ,lleo or s (- a,\s

E. Protection. Without lm ting the forego ng, the parl es sha -af:2i.s:s._::::-...:!-.!::pTevent acc dentai orotherossofanyConfdertalnformatona:ife:a:_a-;-a_,:^aa,:
use_gl ea.si the same procedures and degree of care v,,n ch au.:_i= ,. :,::ea: :s a..-confdential information, buitn nocase less |ian reasonabe car" i",i. a.'.:, a..ss .s..s_-.or use of any Confdenta inforrnatonjn vtolaton of this Agreeme^i t-e ie:e. -: ,afi s-;mmediatey notlfy the Discosing party Thepartiesshatprev-enttnecsc:s;la:-_e:ca rec:_:sand prvate o. persona nformatton whether confdential o, no:-; ::; .r..-: _e:! rec ..;po caole tdns o' .eq- dlo-s

7. OwNERsHtp oF lMarERtals. OATA, INvENTtoNs. ANo DlscovERtEs

B. Pat6nts and Inventions,

i AII right, ti e and interest in and to. \
discoveries {collectjvely, .,lnventions,,l =
the Effective Date of this Aore---e-::.

PuBLlcATtoN

Sublect.to governng aw the Sponsor shall havethesoerghtlorevew Lrse pubtsf a...sacse a-oara nrorrnatton 0r results deve oped or ar sing out of the Sludy as the Sponsor initsdsc:etaa Cee_:appropriate, incudnq, without limitaton in submssionsto tn" iOn ana Jii,ui gouurnr".,r rgun".,
!:::!^"] -lll:19r.'""1 lants ro 

.publish his. parr the pior wrirt;n ,pp,*"i ii"r-!rc"."r s reqL.:_
rpofsoT Teseaves the rqhl fo delav anv oubication jor a period not to exceed srxty (60) dai,s ai:eae a:drafl rn o der to oblain patent protect o;

A Mqteriarq and Data. The sponsor sharsoey owa ar rght, tte and .terest n and i: -.
.'-'a'..':ca ooo.(l a.O a-r o o a ,,.o,. a;o- d.-a "o- ol.. ,r"-t,-- , 

"--"
IrsIr-UI0.o. l\eur' cpa i-\estqaro.o/ o.o, o6na.o.tp Spo-co.as t.. -- -_ ..-.a. :progeny or mprovements developed therefrorn anaJ all rnielectual p,0"._.. ,,. ii.lt.1]::. 

". o1, aro_r\o\ p'oo-.t d.srg o-r o.o1eat,.g to r:e..''" I .' - ..,,.rtato- tle stJo, Reco.o. coEs ,eoo,ls a-o spF. _o-: aro _ .. .., a , , .tue-er- slaroetl-esoeo,ooel/o.l.eSpo^sor e oo,-g, :."i.. - _ _ ."..:
orscreton the right to pub tsh. drsc ose disseminate ardus; n ?,-a a:_ ,::_ :::_ai: 

=a_d a, D,.ooses ,-c -o rg /r'rno-l , - . . , - _

'eg ,taro-j aqelc es

::: : -::red ar:'a I :: :::ar oT a:_._=: - :: -.astgato.
_ _ ::i ::-a_ iants o;

:: ::::. oi any-- a:_--sor that.
: : :3 2Ee forms' - a _iea rch or
- : :_e cla ans

\, ^nn'(!-



n€goibie an exdusive. woald\Yicie roFiy-be?tiig lrcense to ary Insariu-Lon lnva):ijo. l'_,
such exduswe lrcense shall include a reasonable royatty based on Sponsoas a.c
Instituiion's respeciive cont:butrons to lnstjfutjon Invenlion and othe. ierms trlai are typ,aa
in licenses of similar techaology. Sponsor shall advise lnstifution in writing of its interesi :1
obtaining an exclusive license to any Insiitution lnvenlion within sixty (60) days c:
Sponso/s receipt of notice of Institulion lnveniion. lf Sponsor fails to notify the lnstiinio:l
within sixty (60) days or provides notice that it elecls not to obtain an exciusive license.
then Sponsois option shall exphe with respect to that particular lnstituiion lnvention ano
lnstlt!tion shall be free to drspose of its interest in accordance with its technology transier
policies. lf Sponsor and lnstitulion fai io reach agreement on the terms ior an exclusive
license of a pafticular lnstitution lnvention within four (4) months after Sponsor provides
notice that it wlshes to exercise its opUon, then for a period of one (1) year thereafter, the
lnstiiutlon shall not offer to licenSe the Instiution lnvenlion to any third pa(y on materially
better terms than those last offered to the Sponsor without first offering such terms io
Sponsor, in which case Sponsor shall have a period of thidy (30) days to accept the otfer.

C. No Other Riqhts. Except as expressly set fodh hereln, none of the Sponsor, the Principal
lnvestigator, or the lnstiluUon transfers io any other Party hereto, by operation of this Agreement or
olherwise, rights to any patent, copyright, trademark or other intellectual propety righi of any kind.

8. REpRESENTAT|oNS, WaRRANT Es aND CovENANTS

A. Ofthe Principal lnvestiqator. ThePrncpal lnvestgator represents and waTranis thai i)he'::
the legal althorty and rght to enter into th s Agreement, (i)he has no ob gation to any third pe-
that is n conflct w th or has the potenua to coaf ict w th. ts obligal ons under th s Agreemeni
he has and wi ma nlain throughout the conduct of the Stldy. al train ng nformatton. cer_s.:
approvals and ceatrfications necessary for safe y, adequate y. and lawfully perforrning the Sl-:
(iv) hewilnotenter nto any agreement with anythird partytodirecty orindrecuyfund or sup.:-
the Studywithoutthe express wrtten consent ofthe Sponsor (excl!ding aboratory nvestgata-:
radiologica lnvestgations or any other requrement to fufil Protoco crttel al and (v :- !

Agreement has been duly execlted and delvered by lt and constitutes a va d b F. n-! cb -ca::
enforceab e against t Ln accordance wth its telms

The Princpa nvestgator aepresents and warrants that no cinlca stJai a'i': _

involved was term nated for any Teason pror to comp eton that \T as ale ^ .'.- a a a -

Princlpa nvestigator s non-comp iance with the app cabe c_aic:a :'::- :r'::
the study or any applcab e oca state or feCera avr' T:-. P": aa ' .aa' aa-a '-'''
and warrants that he has noi received anv wfltten notrce irom I'e -:: --:: '
v o ai on of any app cab e federal a.Ji:e ai aE t: : a a: s:-r:: i-:i
S.'-',i rIa:rcert. ,-: "' _ _ : .

: . :: ! .- -: -:: .::.:: -

:a'ooTat on
:::ac ty the
ta:aTTed n

:-:'ieatened
::_,:es to the

; : : ::t, ieS uncer
: :_: :_e Sponsor

OI the Sponsoi 'ine Spats rcprese.,iser,aretrciis:aa:,,:-as;-i a:^a a,:-a.:yandight
ta enler into this Agreenent, (ii) n has no abligatian ta any ather paiy that is in can:,.t wtth the
Sponsors obl/galrors i/nder this Agreenent, and (iii) this Agreement has been dujv exe.ulec1 ancl

B.



I c \o Orner Reoresenrat,ors r' ,1aa'a'I es :'::.''.
; !a^ ':_: ::-sa: _:_: a':_a Sa:_s:_ :_: _3i:-I:_
'eaeres a_, -aa'33:_:::a_s a' t2'a^'.aa at:-::3 4' -a
e'p63( ' '_'' :-r '' :' i,,:::: i 

":
non- nf':ngereri

s.

'10.

GovERNTNG LAw

ThsAgreementsha begoverned by and constluecl n accordance io:l'e LaJ,'s aa ':2 lsa-ies 'a_'
sha l be arbiirated upon under the Arbitration and Conciration Acl l996.E.g sr an!"2:e a'. tte re'-'
shal be M!mbai ndia lt s express y agreed that the arb tral award shai be { ta a.. b i3 r! i-rpcn 

'ci^
the Pad es hereto However, the fina lurisdicton sha I re with the courts of lll;nca l.C a 

=ach 
o: t'e

Part es hereby express y subm ts to the lunsd ct on of the courts oi l\4umba id a

lNDEtMNtFtcarloN

A. Soonsor lndemniflcaton The Sponsor shall defend, indemnify, and hold harmless the

lnstitution and its trustees, officers, the Principal lnvestigator, employees and agents (the

"lnsttution lndemntees') from and against any amount paid or payable by lnstitutlo'
lndemnitee for any loss, damage and/or expense which would not have been suffered b!i
for participation in the Study, but excluding treatment for any pre-existing condition due to
any claim, demand, cost or judgment ("Claims") which may lre made or instituted agains:
them by a third pady by reason of personal injury (including death) to any Study subjeci
which ;rises oui of or is otherwise sustained as a direct result of (a) administration 3'
nutraceutical product pursuant to the Protocol designated in the Study, (b) ti'
performance of Study in accordance with the Protocol, (c) the failure of any covenant c'
;epresentation made by the sponsor in or in connection with the Agreement, the Proto':
ortheStudy,(d) the negligence, error, omission or malfeasance ofthe Sponsor or(e) e'-
other material breach oI this Agreement by the Sponsor; provided however. that Spons'' s

indemnificatlon obligations hereunder shall not apply to the extent that any Clain '
attributable to:

{i) the failure of any lnstitution lndemnitee to pedorm the Siud j _ a:::':a_'e wtr_ :'
otherwise tO adhere tO the terms Of the ProtoCO oi a-. n_:1a_ _sir!Ctia-!
(including, without limitation packageinsens !v h e : E 2 . . _ . . ' : : : ::: ::' the -!:
of any drugsordevices used ln the perfoirnance a'i-. S:-:: :'

(i) a fa ure of any lnst i,t ar _:a__
aaa ars 'i es :e3i- al a-s '::-

. -: ;'r'e sira_
::-::-c promFi_:::cntoany

nde.nnify Sponsor

Dld harmless the

tne exienl inat sLch CLarm is atlr ouiao e io

(i) the failure of any lnstitution lndemnitee to perform in accordance with or otherwise
to adhere to the terms of the Protocol or any written instructions (including. without

=:- 43\ I -r. nV
)-!" ' '\

:'\.l



(i)

(iii)

(v)

a.,5'-eS 'e;-a o-s _er-_E_: ::o-ra: :ii:'el-a - ;-:_: :. '-'

any negligence, error, omission or malfeasance of any lnstitution lndemnitee, or

the fa ure of any covenant or representation made by any lnsttltion noerr.tee na
conrection with the nvestigalor Agreement the Protoco or the Study or

c.

D.

E.

(v) any material breachofthslnvestigatorAgreementbyanylnsttuton nder:tee.

(vi) n the event that Sponsor ndemnitee fa ls to cooperate with and g ve such ass stance ia
lnstitution as may reasonab y be req!red for the eifcent and prompi iardlng cf any
C aira or makes any admiss on or offer to sett e a ie at oi to aay C a m

provided however, thatthe nsttuton'sindemnfcatonob galonsiereunCersha;notapplytothe
extent that a C a m re ates to any matter ior whlch SpoNsor s ieq! rec ic adeaan'fy an nstltuticn
lndemnitee as prov ded for in Sect on 10 A above

Notification. The Padles sha prompty notfy each other of any such cams suts actio.s
demands. or judgments and the Partres sha reasonably cooperate with each oiher n tlre hand :;
thereof.

g]gi![g. The ndernnify ng Party. at ts own expense, shal have the exclus ve rght to r.anaa:
Clams,contro investgation and lt gation, and select colinse , ncudngtherighttocompTomse.-
setteanycams aciions suits. deaiands oIi!dgments. provided thatitshal not coanp:omrs'
sett e any such acuon wth an adm ssion of Labiity or wrongdo ng by the ndernnifed Partywll'.-:
s!ch Party's wrltten consent

Representation, ln the event a c aim or act on is or rnay be asserted, the non nderrnfyng i^:-
shal have the right to select and obtaln representation by separate legaL counse f the -:--
lndemnifynq Pady exercses such right, a costs and expenses ncurredbythet."-rdemn'---
Partyforsuch separate counsel sha i be fu y borne by the non-indemn fy ng Pa'i'. :'.,.,'de.i :_.
wthoutthe lndemnfyinq Partys prior wntten consent the non-indemifyng P:':. 3_. Ta{. _,

admisson to, or any settlement or agreement wth. any person or par:li ,',_a 3 _ :_y ma__a
related to the ab ties for whch indemn frcatlon ma! be solchi bJ, e_ _,_ _::- ; g ::

Subiect lniurv, The Sponsor sha 'emDUTSe t'e ,-_a:a _,a3::_:, . : :rlc '
reasonabe atd neaesssry mecaa axae_a3s:'2::-a a'=a'. a': -=a::-aa _: a: :, s!b 3: :

- . -g '=

: :-:_ :.::'SeS a:

:' : :a_:43 a:e _:

::: -:: :atcetr _J
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/ 11. lNsuRANcE

A, Sponsor lnsurance. Sponsor shal ma nta n during the term of ih s Agreement and for a per od of
One (1) year thereafter genera abilty insurance (wth product iabiity endorsements) and
profess ona c nlcal trla lablty nsuTance coveTage sufficent to r.eet ts ndemniflcaton
obligalrons Sponsor will prov de evidence oi its rnsurance upon request and wll provlde to the
lnsutution, th rty (30) days prlor written notce of cancelation of its coverage. Sponsor further
agrees to include lnst tution and Principa lnvest gator as additronal rnsured on such pol cy

B. Institution Insurance.
lnstitution and Princpa nvestgator shai manlain durlng the term of this Agreement, genera
llabillty rnsurance and professronal habillt) insurance coverage sufflclent to rneei lis
indemn ficaiion obLigations on appropriate cond tions Upon execut on of thls Agreement and ever!
anniversary thereafier during the term of th s AgTeement nst tlrt on shal plovide the Sponsor w l:
a ceftifrcate of lnsurance stat ng the mts of coveTage nsttuton sha provde to Sponsor aNa

CRO thirty (30) days pror,\rriten notice of cance aion cr rnaiera change of any nsuranc:
referred to here n

Th s C ause 11 sha I surv ve terrnlnat on of th s Agreement

TERTM ANo TERNItNATtoN

A. f!-t!l. ThsAgreementshalbegnontheEffectveDateandshal reman n fui lolce and effe:i
unul the compelon of the Study and the subrnssion of the Flnal Report pursuant io CiaLs:
4(F)(v) above, un ess eaTler terTr nated n accordance wth thsAgreement. ThsAgreeaaent s1:
be deemed ierm nated when lnstiiuton and Prncipal nvestigator have fulfled ther respect.:
respons bilit es as spec fied n this Agreement

B, Termination.

12.

Eiiher Party rnay terminate this Agreement lmmediately upon written not ce to the other f:

the authorzation and approva to perform the Study ln Inda is wthdrawn b! :-:
app icable regulatory authority n Lnd a

the clrcurnstances require termnaton ol Study in order to protect the sa:::-
rghts or welfare of Subjects enro ied in the Study. lntheaternalve etherPa-
may rmn, ediate y d s-enroll any Subject to protect that Sublect s safely righl. :-
weifare w thout term nat ng th s Agreernent, but shal proaipt y g ve tie .ther F:-
wrtien notice oflhe dis-enro lment

Th s Agreernent r.ay be term nated by either party upon th rty l30l aais aToT wr:::_
not ce if e ther of the fo Low ng condit ons occurs:

a if either Party fais to comply with the terms of tr s Agreer_eri !'r:l'n thirty i3:
days of recelpt of wrltten notce wthopporiurityic.--.':.-:^eci^erParty c_

if the Prncpal nvestgator s u:!tr:rg cr Jraca :a ic'irle ic serye and :
s-ccessoi ac(eptable _c _:_', s{,-::'a :s::_3c j-.:E.e c(e

Th s Agreement rnay be ierm naied by e ther Pariy for any reason other than those listeo
in Clause 12(B) upon th rty (30) days pr or wr tlen not ce

iv. Upon the effectve date of terminaton there shal be an accolrnt ng conducted
nstituton sublect to verlfcation by Sponsor Wthin thrty (30) days afler rece pt

adequate documenlal on therefrom, Sporsor w I make payment to lnsutut on lor

a. alservices properiy Tendered and mones propelly expended by the nstitlition
unti the date of term nat on not yet pa d for and

reasonable non-canceLab e ob igal ons properly ncurred for the Study by
nsttuton pr or to the effectve date of terrn nat on

by

lmrnediate y upon receipt of a not ce of ierminallon the Principa lnvestigator sha

J



lm.n'!ediate Termination bv tho Soonsor. The Sponsor may termlnate ihis Agreement, n
whole or jn part, effectjye jmmediately, upon wrjtten notjce to the principal tnvisligator; a)
if the Sponsor, in its sole dlscretion, deems that the safety of the Subjecttwilt be
cornpromised by a delay in termination; or b) for any violation of the Study Schedule set
forth in Clause 2) prior to the shipment of the nutraceuticat product to the tnstitution.

vll Effect of Termination. ln the event this Agreement s term nated pror to completion of
the Study forany reason theprincpa lnvestigator sha I a) notijy the iRB thai the Study
has been terminated b) cease errollng Sublects ntheStudy c) cease treating S!blecta
under the Protoco as d rected by the Sponsor to the extent medcaly permissible and
appropriate, and d) terrn nate assoon as practcable but n no event more thaf th riy (3C)
days after the effective date ofterminaton al other Stucly actvties provded however
upon the Sponsor's request the nsttuton and the principa nvestgator shaicontnLre tc
colect data and prepare ard compele CRFS for Sublects treaied n the Study pnor to
term nat on Wlthin r nety 190) days ircm tire effect !e Cete of aiy such termrnatron lie
lnstitutron and the Prncpai r!esigator she pr.!ce to tfie Sroisor ar oata co iected r
conneclion wth the StLdy. fcludng ,,,,rlhout mtatcn StuCy reports aNd:he Finai Report
descrbedinCause4iFl aDove ano exaeFtas oi:eri/ se Dro!ded he.en sha return tc
the Sponsor any anc a I Stud, sJpc es ri?le' a s ara Ca-. cerl a rrc.matlon provided ur
the Sponsor for ihe conduct cf the Siucy at tae Sponsa.s exoe!se provlded howevei
that the nstituton may relan one \ll copy of lhe Confjenta nforrnaton lor reccrd
keeping purposes The Sponsor sha reman rabte lor paymeri,c: any CRFs submtted
p or to the effective date of term nation or wthI n.ety i_o0t days thereafter r
compl ance with the terms of th s Agreement

vtii. Survival. Termination of this Agreement by either party sha not affect the rights ar.
ob gations of the Partes accrled pror to terminaton A provisions in ths Agreerner:
which by thelr nature. exiend beyond termnation of the Agreement. together with t-_.
provisio.s of Clauses 4(F) 5 6 T.9 lA, ll.ard 12 shalsurvtve any terminatjon of th:
Agreeraent for any reason

MrscELLANEous

Use of Names: Publicitv. Except as otheMise required by applicable taw regulaton or cc_-
order, no Party to this Agreement wi I use the name or other dent fy ng marks of any other pad, :-
its affiiates or its employees n any advertisement pressreease,orotherpubicstatementw|-:,.
pr or wT tten approva of the other Party; prov ded however that Sponsor may dentify lhe lnstilL: :
as a partcpating clnca site and the Prlnclpal nvestigator as an investgatoT n a Study --:
lnstitution and the Prncipal nvestigator shal havetherighttoacknowledgeiheSpoasor,ssur.:-
of ihe Tesearch perforrned under ths Agreement n scientfic publcations and oter scle.i.:
comraunicatons (any such publcations or commlncations shall be made ln acccrdance .-
Artce 6). Each of the Partes hereto shal not discose to any th rd party the ter.as of :-:
Agreement witholt the prjor written consent of the other party except to advscis "vestors r-:
others on a needlo-know basis undeT ciTcumstances lhat reasonaby ers!re :tse :aafden:: :
thereof or to the exient required by aw regu ation or court orcler

lI!ependent Contractors. The Part es acknow edge ihat the Te at o.s- : 3a:,iaa- :ae Spors:.
CRO instilutiof and Prncpa nvestgator c:eateC bi trs Agiee-a^: s:-a: a, !eperl..
conkactors and that netherthe Prrncpa nveslaa:ai:.to. rsi:!ic- a-::: -: :-e::-Jr ijssi.-:
or. oo galO o oo's'rO t'eSpo-co-

Limilation of Liabilitv, I nc event sha iae ,:ies 3e eae:a e:a: ai::',c. aiy speca
incdental or cofsequential damages arsng oli af af reairg tc i"s;!ieere-i orihe sublea:
raatter hereof. lrc,,",'ever caused aad ,r,,ieiie. sLci aair s aasea . aa-:fac: tcrt tacludr:
negigence) or otherv! se elen fa:alircrzedrepieseitaireafiieSp!:scf s ac,sed oiti;
poss b lty of srich damages

!-Sl&!S. Any notces reqir rec or perrtted to be gve| hereunder shal be . wltng sha be
addressed to ihe Party to whom such notice s ntended as fo ows or such cther acc.ess ano/cf
number as such Party may substrtute by wr tten notice hereunder and shallbe effectve on receipt

Any notice to the Sponsor shall be addressed as fo owsl

c.

B.

Address: ITC Life Science and Technology Center, No.3. phase t, Stage l,peenya tndustrial
Area, Peenya, Bangalore -560 058.

D,



E.

H.

G,

Address: IUGM s MedicalCo ege, N 6. CLDCO Aurangabad 431003
Attn: Dr Rajendra Bohra
Ph: +91-0240-6601100
e-mail: mgmmca@themgmgroup com

Any not ce to Pr ncrpal lnvestigator sha I be addressed as folows:

Address: IVIG[/] s [,4edica Co ege. N 6 C DCO Aurangabad - 431003
Attn: Dr. Deepak Bhos e
Ph: +91 7770087870
e-mail: drdeepakbhos e@gmai.com

I\4aharashtra ndia

lvlaharashtra noia

Any notice to CRO sha i be addressed as fo ows

Address: Kamic Lfescences LLP Unt No 02 GrcJnc Focr Re abe P:aza Pct No. K-10.
Thane-Belapur Road. M DC A rc i Nav N4irmba'.100 7Cg
Attention: Dr Prashant Klrk re
Ph: +91-9930886030
E-mail: prashant kirk re@karmicl fesc ences com

Assionment. This Agreement sha lbe b nd ng upon and inure to the beneit of the Pa.1es hereta
the r Tespective successors, asslgns lega representat ves and he rs. The Sponsor may ass gn th s

Agreement to any successoT to al or substantialy al of the busness of the Sponsor or _

connection wth lts merger consoldation, change n contTo or simiar transaction Except:!
otheMise set forth above ths Agreement may not otheMise be assgned by a Pady (whetr:
vo untarlly, by operaton of aw or otheMse) wthout the prior wrtten consent of lhe other Parle:
Any purported assignment of th s Agreement rn vio at on of this section sha be vo d

Modificationi Waiver. This Agreement may not be altered amended or modfied ln an\ ,:
exceptnwritlrgsgnedbytheSponsor.thelnsttutionandtlrePrncipalnvestgatorTl'refaiL'::'
a Faiiy lo enfcrce any prov s cr of the Agreeme5tsha rct De cansirLred to be a r/a rer af tha -:
of such Party to thereafter enforce the provisron or any other prov s on or i ght

Entire Aqreement. Thls Agreement and ts Exhibts constitute the entire ag:eemeni betweer :_=

Partieswth respect to the sublect rnatter hereof and supersede al prordsc!ssons iegotrala_:
communicatons understandlngs agreernents representatons ard wrtngs wth iespect i: :
matters covered by the Agreement ln any conilct behveen the terms of lhis Agfeeaent ana _=

dacurnents ncorporated heren. the ternrs of this Agreement sha'la(e !'eaeare_ae excea: ::
olherw se specrfrcaly set iorth n th s Agreement.

Severabilitv, ItheeventthatanyprovsionofthisAgreemertisdeie-T"ea.aae eJa:a,.a
or unenforceable by a court of corapetent iursdcton the refiaaae' a' :_s i3-ee-ent s-:
rema n n fu force and effect w thout said prov s on The Part es sia ^e!a: ::e : 3ocd fa i_ a

substtute cialse for any provson dec:a,ed ega irva C a'-'e.ra'ae2ae .,_a'sia -:::
fear y appaoxrmate the org nal ntentoitre Par:es r e:ie" ^a:_ s:a-a:-a_:

E&!!!9!. The lnstitution s IRB sha be ihe a!thorzec reD:eseriatr'e ol the nstituton ia
approve the Protoco and aiy amendmerts theretc Ths AgreeFeit:iay be executed n one c'
more co!nterpads a of wh:ch togeil'er sha ccistiLrte one anc tte sarne agieement Ths
Agreement may be executed by facs mie s gnature

Chanqes to the Protocol, f at a future date changes n the Protoco appear desrable sucl'
changes may be made throlgh p.or wrrtten agreernent between Sponsor and )nsttutlon. lf such
changes affect the cost oi the Study lnsttuton wil submit to Sponsor a wrtten est mate for
approva f in the course of performing this Agreement however generaiy accepted standardsof
c ln cal research and medica pract ce re al ng to the safety of Sublects require a dev at on from the
ProtocoL suchstandardswl befolowed lnsLrchcase the Party aware of the need for a dev at on
wi mmedatey lnform the other of the facts causng such deviation as soon as the facts a.e
known to the Party

J,

K. Covenant Not to Hire Sponsor sha I not and sha I not perm t any of ts Aff I ates to erop oy or
offer to ernp oy any Key Personne (as defined ln th s Sect orl u.1 .Te 'rear 

ro .-.'..';'." -. ':'

/



I L. Druo Safetv and Reportinq. The record ng of adverse events (AEs) is an mpodant aspect oi the
Study doc!mentation lt ls the Pincipa lnvest gator's respons bi ity to document a I AEs accord ng
tothedetarled guidelinesofthe Protocol and cuffent applicable ocal regu atory requ.ements The
Principal lnvestigator agrees to answer any questions of SPONSOR and/or CRO'S Medical
Monitor concernng any AEs According to the Protocol. the Prncpal lnvestigator vr'll assess at
each vrsit whether any adverse event (AE) ncluding abnormal aboratory values has occurred. The
details of all AEs whether reported by the Sublect or observed by the Pr ncrpai Investigator / Study
personne durng the entre Study, wilbe recorded onto the appropriate source docLrment Each
adverse event must be recorded in the AE sect on of the case repo.t form (CRF). regard ess of the
causa re al onship

The Prncipa lnvestgator must mmedately repo alserous adverse events (as defined n

Protoco ) which occur during the course of the Study and ,rp io lhe date oi the Subiect s ast v s t
to the addressee glven be ow The SAE Report form w !e Jsed for cocumentat o. and report ng

nlta and fo low up SAE reports are to be e-a ea ia :"e i,,le: aa lffa:s Deaa-:nentofCRO for
onward transmiss on to sPoNSoR

E-mail: safety@karmiclifesciences.com

lf ihe event is unexpected and falai or life threatening and is considered by ihe Principal
lnvestigator possibly related to the Study medicalion, the Drug Safety Deparlment of CRO shall be
informed immedialely by telephone and followed immediately by fax.

CRO undertakes to notify the Principal lflvestigator and SPONSOR of all serious uneipected
adverse events, which occur during the course of the Study in any othea location and are reported
in an expedited manner to health autho.ities. The Principal lnvestigator will inform the local ethics
committee of SAES reportable according to iis national requirements and timelines and of findings
that could adversely affect the Subject's safety, could have an impact on the conduct of the Study.
or could alter the ECs / IRB's approval to coniinue the Study-

lnstitution and CRO will be responsible to noiify on time the healih auihorities in lndja.

lN WITNESS WHEREOF, the !ndersigned have entered into lhis Agreement as of the date firsi set fo(h above.

lnstit!te

,r, \#-
(Slgnature)

Dr. Raiendra Bohra
Dean
Mahatma Gandhi M ssion s I\,4edica co lege and Hosp tal.
N-6 C DCO Aura.gabad-431003 lvlH. nd a
crr N CV 2'f 14

(Date)

By ExEcurNG THrs DocurvrENT rN THE spAcE pnovtoto BELow, THE pRrNcrpAL rNVEsrrcAToR
HEREBY ACKNOWLEDGES AND AGREES TO COIV]PLY WITH THE TERI!]S OF THIS AGREEIMENT AND
THE APPLICABLE PROTOCOL, AS A[IENDED FROIV] TIIVIE TO TIIV]E

Principdl lnvestigqtor

h*\^v,U,/By:
(Signature)

Dr Deeoak Bhos e
Pflnc pa lnvest gator
Ivlahatma Gandhl Miss on s [,4ed cal co ege and
N-6 C DCO Aurangabad-4310C3 1,4 H lnd a

Hosp ta



Namefr/ Prashant Kirkire
Des gnaUon : Pres dent

t- DeL J6
(Date)

Ir_ _-_:--: __l

I



Exr-rBrT A: PRorocol

As annexute T

Protocol No - Attached herewith

I



EXHIBIT B: BUDGET AND PAYIIENT SCHEDULE

BUDGEI:

Principal Investigator

Site Address

Dr. Deepak Bhosle

\4aharna Card' IV ss or s Vedrca Co lege
431003 Maharashtra lnd a

N-6 C DCO Aurangabad -

PAYMENT ScHEDULE

Payment Scheduie for the tota stldy Grant s as fo lows

Overall Per Patient Budget

rcation

Vst l (screeangvst) be pad per subject @1000' patient

EC Charges/fees wlll b6 paid separatety
Central lab.would be utillzed for protocol spocific blood anatysis and payment woutd be done by
CRO on behalf of sponsor

Amount in lndian rupees pet
patient

Reimbursement

14504

lncludes the following

. Pl and site team payment inc uding Co- lnvestigator (s)

Ph ebotomist(s) Nurse(s), Dietician as appticabte

. lnst tuiiona overhead

. Subject Travel Compensation (max to be paid INR 2S0A"i isiusubject

Total Amount

nvest galor fee
- Staff fees

-in case of screen fa lure

VGlt ,Gnro[nent ,,Lst)

every 2 enro ed sublect 1 screef fa )
'nc!srve of stud, stali iee for screa-
faiures

2544 lo oe oa o oe e "o'eo s. o.ec:

Vlsit 5 1000

VstT 3540 to be paid per comp eted sirblect

B

Stldy Staff Fee
( nclus ve of
Coordinator &
Ph ebotomist Fee)

Vlsit 2 (enrolment v st) -
Visit 7 (End of study v s t)

1500 To be paid for per comp eting sublect

Subiect lrave
rermbuTsement

Vst 1 (screen ng vsit) -
Vislt 7 (end of treatment)

1750 max to be pa d per sublect @ NR 250/v s t

o ECG fees Screening Visit 300 to be paid per screened sublect
D % lnstitutionaloverhead (30 %) 2874 W I be pa d as per the (A+B jjer

completed sublect
Tota 14504 per cornplet ng subject

I

x(ty;Bgt ltxttritxttx&i,.,iittxxtt J!!R ir &o.lM*!!*X!:,.til***Xl1',r:l*&



-r;
The Payee des gnated above w ll receive al compensation paid tothe Instrtution n connection wrth the lnvesttgator
Agreement, f app cab e. Payee wil prov de a appl cab e tax dentificat on numbers a.d upon reasonab e reqLrest
wi prov de or ass st CRO with forms re ated to appiicab e taxes.

Payment Schedule for the advance payment is as followsj

1 Study start up cost (Advance/ pre payment) tNR 10000/

The advafce payrnent (pre paynrent) provided to the pt wilbe adjusted agajnstfrstthree nvo:ces ratsect byp as
per the PI grant.

The remanrng payrnents wll be provided on monthy basis as per the patents vsi charges/ patent study
coaipletion

Sponsor wl pay only INR.1000/- amount for screen faiure patents as per Exir bit A oi:hs Acreerneat wiih the
maximum rato of 2:1 e max rnuTn one screea faiure per bro ranconzeC Dateals Anl Stud,r sublect who has
been enroled n the Study but does not nreet elg b ity reqLriremefis 1as set iai. " :re p:oto;o ) nray be
withdrawn from study without any payments CRO reserves ihe .ght to ,/,, ihhc d pel..efi ,.. anf Siudy auble;t (l)
foT whom a signed informed consent forrt has not been obtaned pror ic e ra -:-: ,c. ll,iom reas-onabiy
complete Case Report Forms have not been obtaned or(ti) forwhom tre pr.:aaa -es -:: t.e- io owed abse;l
reasonab e explanatton from lnstilut on and'lar Pr nc pa lnvest gator for -e p'otcaa a9, ;: a- .

Payment Adjustments

lf lnstitution s/Prncipa nvestigators part;cpaton s termnated because nc S:-a, s_aaa:s -e,e ceen enTo ea
l]ct.i,!O1'D'tcioa'-.estga_o-^ -OLoec..-.:.- -e.--.:e-o-.o.1.- -.-.1 .i, i -,.,. - cosft..c:
wereincurredprortcsuchtermnator exaea::a iae erie-i s!a: aost: a:a se: 

j::^ a.ra-ass -::s nvesiaator
Ag-eere,r

lf, upon termnaton of this lnvestgatcr A!.e:-a^: ala a- :3-:. a: S:a-st- -:s a.aaac funds lhat
lnsttutron/Prnclpal lnvestgatorhas rciear::: - =:---.az--. , -:r::: a.._::-:--:aa ^yss:gator(orrts
deslgnated payee) wil return to CRO at sLcn !.epac ,--:s ,.,:- - :-:. 3: ::_s ai.- :-e e-ective date ci
term nation Prepad lunds owed to CRO f ar,,' r, !a -e:-.-e: a--s-a-::: -s:-_a:a-s :-a, aea by the CRC
acco!rntant ass gned to adm n ster payrnents to il-e pe,ree

ln theevenlthis ExhibitA sets forth a maxim!m iuTnber of surieats taai r:al .a a-.. er cr -si:-io. ntheSti.t.-
oramaxmumpaymentarnolntloPayeepLtrsuantiothesiucysponsc:aiisasa.e:a-:ar:_i-arzencTease:
r slJo, sLo.ec's a-o or paj-elts
ln the event the Protocol is arnended. compensation pad to the payee nra! be aci_sie: i. c,re eflect tc i-.
Protocol amendment.

Durng the courseofthe Study lnsttuton wilhave forty ftve (45) daysafterthereceoio.i.a.er,ierttodsp_:.
any reasonabie payment d screpancies

Send nvo ces lo
Contact Person: Mr. Amit Pawar/Mr.Sagar Dhawale
Address: Karmic lifesciences LLP, Linit No. G-02, Reliabla plaza, plot No. K-10, Thane-Belapur Road,
NllDC, Airoli, Navi Mumbai- 400 708

Also send copy of Ivoces through nra to contact person at amit.Dawar@karmiclifesclences.com &
saqar.dhawalefOkarmiclifesciences.com

Fal ure to nc ude Protoco number and pr fcipal rvestrgator's name on a nvoices Tnay resu t n de ayed paynreft

Final Payment

The fina payment wil be macie after the c ose-out v s t by the cRo cRA after a cRFs for all sublects have been
Ieceived and accepted by a cRo prolect leader, afd al dala queries for lnsttutron have been reso,/ed
sat siactoriy

=

I

Budget notes, payment schedule, conditions of payment ancl payment directions



3 serious Adverse event related costs costs reatrg to sAE that arlse due to study pafticipaton wo!,id be
borne by the Sponsor of actlai.

4. Each rardomized subject after completion of the study v s t can be given the reimbursentents.5 P ease nole that the tota amountforthreerandomizedpatents.;. lNR 43,5121 (fourty three thousand
fvehundredtweve only) will be considered as retention amountand wil be pard at the end of siudy/ study c ose
out once a I the study re ated procedure and docuraentation would be over6 Al paymentsaresubiecttowithhodngtaxunderalappicabjetawsincludinglncomeTaxAct 1962

A tax of 10% wil be deducted tn case a tax exempton certficate is not provided Th s tax amouni has bee"
caculatedandaddedtototalgrantar|ouni.caseataxexeTnptonce.tfcateisprovded,thenthetaxarnouniig
10%) w I not be appl cable to be re eased to the s te n ihe birdget.

n case recru tment is not nitatedwthfareasonabeimeDefod,unutlzedamount(lnkeepingwithihe
paymerrt head above) wou d have to be reiurned io Sponsor


