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zwuvAo/KLttCLINICAL STUDY AGREEMENT

Thls Clin cal Study Agreement (the 'Agreement")

s -ade a1d er le_ed i,rro as of the day rolow,rg

ts pub cation in the Centra Reg ster of Conlracts

(the 'Effective Date"), by and between:

Detska fakultne nemocnica Ko6ice (Pediatric

Univers ty Hospital Kosice)

Trieda SNP 1,04011 Kosjce Slovak Republic, lN:

00 606 715. Tax lN:2020777880

Bank: State Treasury, account number: 7000 280

8251 8180.

Represented by: lngrd urbanaikova, [,4D, IMPH

Director (the' lnstitution")

and

PSI CRO Slovakia s.r.o.

Located al: I\,4eden6 T 1, 811 02 Brauslava. S ovak

Republic, lN: 43 800 807, VAT N: SK

2422515231, reg stered in Business Register,

Provncla Courr Bratislava l, Section Sro, Folio

49073/8, represented by Peir Vacu ik, MD, and

Petr Sedlek, PhD by Power of Atiorney dated

23l08i2011 ('PSD

PREAMSLE:

WHEREAS Teva Pharmaceutical Industries, Ltd., 5

Basel Street, Petach Tikva, srael. 49131 (the

'Sponsor ) s conduciing a clln cal sludy (the

'Study ) of the product BALUGRASTIi\4 (the

'Study Drug");

WHEREAS the Study shall be conducied n full

complance with the Sponsofs protocoi NEUGR-

005 An open label, randomized, active conlroled,

dose finding study to evaluate the

pharmacodynam cs, pharmacokineUcs, efficacy

and safety of balugrastm at doses of 300 fg/kg
and 670 pg/kg in ped atric pat ents diagnosed wth

solid tumors receiving chenrotherapy." and any

amendments ther€to (the'Protocol");

T6to Zmluva o kllnickom skrsani (dalej len

,,Zmluva'), ktora nadob[da u6innost

nasleduj'lcim driorn po dni zverejnenla telto

zmluvy v Centr6lnom regisiri zmlLlv -Datum

iainnosti') sa uzatv6ra medzj:

Detsk fakuftna nemocnica KoSice

-r. SND ' 040 " Koi'ce, Slo/ers\a

republika, leo: 00 606 715, Dle:2020777e80,

Bar.ove spojel.e: Star'ra poklaorrca c. j.

7000 280 825/ 8180.

Zasraoe'l;: !lUDr. lrg.d U ba'laikove. IVDt.

rladitelka (dalej ler,,ln5titricia")

PSI CRO Slovakia s.r.o.

<o sdlo- Ived.r 5 '1, 8l' 02 B'ar slava

Slovers.a epLbl^a. leO: a3 800 807 De
SK 2022515231, zapisane v Obchodnom

regisri O-res16ho sLdJ B.atisava I Oddie'

Sro Vlozr.a i slo'49073/8 v Tasriper'IVUD'.

Petrom Vac!likom a PhDr. Petrom Sedl6kom

ra zaklade plrej rroci zo dia 23.8.20' ' (dale

len ,PSl )

PREAI,I BU LA:

KEDZE le\d Plar-aceLtica ndLsfies, Ltd., 5

Basel Sireet, Petach Tikva, lsrael. 49131

(dalei len ,Zad6vatel") realzuje klinicku SiLldiu

(daTei len ,Stidia) pripravku BALUGMST lvl

(dalet len ,Studijni liek");

KEDzE Sudra oLoe rea izovana plle u si'aoe s

proro(olon Zad6vare'a \EUGR-oo5

Oworene, -a_do-i7ova1; konrolova-,

StLldia na stanovenie d6vky, zhodnotenie

farmakodynamiky, farmakokinetiky, riainnosti a

bezpeanosti balugrastim v davkach 300 !g/kg
a 670 ug/kg u detskych pacientov

s diagnos, \ovar)-i so dcym r;do,m krori

si lieaeni chemoierapiou a vaetkrmi ieho

clni.a siudyAs€ement/ Zmluva o kinickom skLiaani NEUGR-005
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WHEREAS the Sponsor has engaged PSI as a
contracl research organization to set up and

conduct the Study in S ovak Repub ic and

whereas PSI ls actng for and on behalf of the

Sponsor with regard to this Agreernent;

WHEREAS PS desires lrina Oravkinove. I\,,1D, to act

as the principa nvestigator of the Study (the

'lnvestigato r' ); the lnvestgator is an employee of

the lnstitutiori

WHEREAS the lnsltuiion agrees that the

lnvestigator wll conduct the Siudy as panclpal

investigator and agrees to provlde the necessary

facilUes, equ pmeni and staff required for the

conduct of the Study (th e , Services");

Now, THEREFoRE, in consideration of the mutual

covenants and promises set forih herein, the

pari es agree as follows:

1. SERVICES AND OBLIGATIONS

1.1 Conduct of Study/P rotocol

a) The nstitution hereby agrees that the

nvestigator will conduct the Study in accordance

with this Agreemeni and the Protocol. n the

event oi a confl ct, the Agreement sha I govern as

to budget and adm n strative issues; the Proioco

shal govern as to the scientfc and operaUona

aspects of the Study.

b) The Study sha I be conducted at

Depadmeni of Pediatric Oncology and

Pema_olog,. Ped a[iL Lr i/.rs t] Hosprral hoe.e.

The lnsiiiuton shall ensure thai the lrvestjgaior

and all individuals and enUties that perform any

pod on of the Study under his/her supervsion (the

'Study Personnel', cordJcr ll'e SlJdy r
accordance with the Protocol and the terms and

conditions defined in this Agreement. List of

lrd vidua s - employees of the Ped atrc University

Hosplta KoS ce. nvo ved in the Study, is attached

as an Appendix B ofthe Agreement.

c) The Protocol shall be considered fnal, in

dodaikami (d'alej en,Protokol")i

KEozE ZadAvatel' angaiaval PS ako zmluvnn

viskumnLj orsaniz6c u, aby zrealizovala StLldiu

v Soverste reprblre a hecfze DSI vysrLpJ_e

v vztahu k tejto Zmluve v mene Zad6valela,

KEDZE PSI ma zeujem, aby lvlUDr. rina

Oravkinova bola hlavn6 sktaainca telto Stidie

\dale_ e1 Skusajucij. Sl rsajJc je

zamesinancom nStitucie

KEozE lnsrlicia sihlas. aby Sk.rsa_ac'

realizoval Stud u ako hlavny skiSaiuci a

sLhlas s ti- ie poskyrle poreble

zar.de.ia ryba\erie. persor, porreb'r/ pre

realiz6ciu Sindie (dalej len ,sluiby')i
PRETo vzhl'adom na vzijomne zavazky a

Dr s Lb/ J,vedele / relro 7.rlJ!e sa z_lLv1e

strany dohodli nasledovne:

1. SLUZBY A POVINNOSTI

1. 1. Realizacia Strdie/Protokol

a. llstlicra ty_ro sLl^las'. ze Skria.icr

zrea izuje Slld u v sf]ade s touto Zmluvou a

Protokolom. V pripade rozporu sa ot,zky

rozpoaiu Siidle a adm nistrativne oiSzky budl

rladit touto Zmluvou a Protokol bude uraujarci

poka' lde o vedecke a prevadzkov6 otezky

Stndie.

o. iudia sa oude realzovar na Odde enr

detskej onkol6gie a hematol6gie, Dehka

fakufine nemocnica Koaice. lnstiiuc a

zabezpeai, aby Skuaajtcl a vsetky osoby a

sJoie{r,' pooie'ajuce sa 1a realiTac'i StJo'e

pod jeho/jejim dohladom (.Studijni
person6l / eahzoval StJdrJ v silaoe s

P olokolom a poam er"ari !.droverrmi

! lej.o Zm .r!e. Zozlam o,6b - za-e.lra1.o\
Detskei fakultnej nemocnice Kosice. ktor6 sa

podielaji na teito aUd i tvori Prilohu B k tejto

c. Za de''rtivnJ sa bJde pova:ovai

Cl n cal Sludy Aoreemenl/ Zh uva o kln ckom skLjian i NEUGR-005
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the verslon approved and adopted by the

Sponsor, after t is signed by PSI and previously

approved by St61ni istav pre kontrolu lleaiv (State

lnstitute for Drug Conirol) and Loca Ethics

Committee and I\/ulticentre Eihics Committee (ihe
.RAEC'). Only the Sponsor may mod fy the

Protocol or add an addendum, sublect to

subsequent approva by the RA./EC. Any such

amendments to the Protocol shal automatica ly

be incorporated here n once the RAJEC approval

is obta ned.

d) The Study shall comrnence as soon as

poss b e following recelpt of writien approval by

the RA,/EC.

1.2 Regulatory Compliance of Study

The lnstiiution agrees io conduci and to

ensure that the lnvestigator and al Study

Personne conduci ihe Study in strict compliance

wi.l'. /i\ cll appicabe aws a1d egLarors

applicab e to the conduct of c inica tr als,

including wjthout Act. No. 362/2011 Coll., on

Drugs and lvledical Devices, as amended, and

Act. No. 576/2004 Coll.. on Healih Care and

Servlces reaied to the provision of Health Care,

as amended, (i) a I generally accepted standards

of good c inical praciice, includlng wthout

li-lalio- lhe cLrarl Good Clnca Prac_ces

Gudelnes of the niernaiional Conference on

Harmonzation, (iii) applicable regulations and

guidelines of the lJ.S. Food and Drug

Administraton and (v) the aws related to data

protection and daia prjvacy, ncludng wthoui

lim tation Daia Protecton Directive 95/46/EC and

Act No. 42812002 Col., on Data Protecion, as

amended (v) any oiher appllcab e laws and

regulations (collectively, the "Applicable

Regulatory Requirements"). The lnstitut on and

the lnvestigator shal also ensure that al Study

Personnelare trained in good clinicalpractce and

a aspects of the Protoco .

verzia Protoko u, ktorn schv6li a prijme

Zadbvate . po jet podpisani spoloanostou PSI

d d po _o predcl adzd Jco- sch,5 er'
Siatnym lslavom pre kontrolu lieaiv mieslnou

etickou kom siou a multicentrlckou etickou

kornisou (dalej len 'RO/EK'). Upravovat

Protokol a prd6vat k nemu dodatky m6:e len

Zad6vatel, priaom le potrebni n,sledni sihlas

RO/EK. Taketo dodatky k Protokolu sa po

zrskdr ! ',1 lasL RO tK arlo^.aI c(y slaru

siaas{ou Protokolu.

d. Realizecia Studie zadne ihned po

prilati p[somn6ho suhlasu od RO/EK.

1.2 Zhoda StLidie s pravnymi predpismi

lnatticia srhlasi, 2e zabezpeai, aby

Sk!Sainci a Siudjni personel realizoval

SlLdir v pflsrej z'rode so \r vselkym'

poJzirel'lim zelotmi a p,edpisri

vzlahutlcim sa na vykonavanie klinickich

st iiar' olrem i']el-o aj so zikorom a

36212411 Z. z. o liekoch a zdravotnickych

pom6ckach v zneni neskorsich predpisov

azalo"or i. \/612AAA Z- z- az*dtan-j
starostlivosti asuzbich suvlslaclch

sposkt4ovanim zdravotnej starostlivosti

vzreli reskorircl' p-eop'so!. ( ' vser\vri

schvalenimi normanri sprevnel klinickej praxe,

o\'e- 'r6ho d_ at lL, ry,]i Ls-e're,r'an:

IVed- raroare horlerelc e o l_ar"orizici

ktor6 sa iikaji splevnet klin ckej praxe, (iii)

P S.rs'lim p-eop s-i a sr erlicami

americk6ho Uradu pre potraviry a ieky a (iv)

zakonmi o ochrane a utatovani Lidatov, okrem

ir6ho ai S-er-ice 95aOF< a .15\are'/ 4!:11! /3
osobr,cl_ Jdaiov a so z,kolom i. 4:al20!, '

1-,1,,.;at/, ,!4^ -7.7. oacl ane Ldar6i r:Ferljer-g'sc1 7'
greds€v a .v. rry-r ooJzire'1i-r ,alami /frflJ
a p'edpis-r .spolocle Platnd pravne" '/
predpisy',. lnirtaca a S(JiajLc l'ei
zabezpeaia, aby boli vsetci alenovia St!drjn6ho

Clnica Study Agreemen, Zhluva o kinrckom skLlianiNEllGR-005
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1.3 Study Subjects

a) The nstitution shall ensure that the rghts

of the Study Sublecls are protected. and that the

Study is conducted in accordance wth the eth cal

principles of the Word l\ledical Associaton

Declaration of Hels nki (as amended from iime to

time) A 'Study Subject" is an ndlvdual takng

pad n the Study to whom the nvestigational

Ivledicinal Product (as defined below) is

admiristered, or takes part in the Study as a

b) The estimated nlrmber of subjects to be

enrolled at the lnsiitution is 2 (two). Detated

crteria of subjects to be enro ed in the Siudy are

provided n lhe Protocol. PSI resewes the right io

unlateraly reduce or increase the number of

Study Subjects at any time and with immediaie

1.4 Clinical Supplies

a) PS on behalf of Sponsor agrees to

provide the lnvesligational N,,ledicinal Product

inciuding the Siudy Drug. (colective y rhe

''lnvestigational Medicinal Product') at ro cost

to the nsttution in amounts sufficient for the

conduct ofthe Study, as wel as certain equipment

and materials to be deiemlned by PSI at its sole

discretion (the "Study Supplies"). lmmediaiely

upon receipi of the lnvesUgationat Medtcna

Product and Study Supp es (co lecUvety, the

"Clinical Supplies"), the lnstitutjon shall provlde

PSI with an acknowledg€ment of receipt. Untess

stated otherwise ln wIting by PSt, (i) alt

nvestigationa lvled cina Product untjl

administered or dispensed to ihe Study Subject

during the course of the Study and (ii) a Study

Suppl es are and will remain the so e property of

PSI or the Sponsor (as the case may be). PSt

Cinica StudyAqreemen, Zm uvao ktinckom skriiani NEUGR OO5

personelu vyakoleni ohladne spravnej k n ckej

praxe a vo vztahu k vsetkim aspektom

1.3 0aastniciStndie

a) lnsitrcia zabezpeai ochranu pr6v

U6astnikov Stridie. ako aj realizaciLr StLld e

\ sj ade s ericky-i p irlro _i He s rsr ej

deklar6ce Svetovej zdravotnicket asoci6cie (v

platnom zneni). 'oaastnik itldie je osoba

ziaasthujlca sa Stldie, ktorej sa podSva

Skuaani liek (ako je definovani nizsie) alebo

sa zlaastiuje Studie ako kontrolni L]dastnik.

b) Odhadovani poaet !aastrikov ktori

bldi v lnaiiiricil zaradeni do Studie s[ 2

(d/alr) Lcastrrc. Pod obr e hriera .lo e sJ

p-eopoklaoo4t p-uatia oo slioie sL Lveoere

v Protoko e. PSI si vyhradzuje pravo

kedyko'vek a s okamztou platnostou

iednostranne znizt alebo zqTS t poaet

Uaastrikov Stldie.

1.4 Klinicki materi6l

a) PSI sa v mene Zadevaiela zavazrje

nsttlcii bezplaine poskytnit skLlaani ek

vr,tane Studijn6ho lieku (spolodre ,,SkIiany
liek') v mllozsive postaaujacom na vykonan e

Stide, ako aj uraite vybavenie amater6y
poola rozroolLta DSI (,,Studijnv material

lnsiUcia ihned po prevzati SkLiian6ho lieku

a StJdi..eho rare.aiL rspoloa,re Klinicki
materi5l'. spooclosr PSI ootvrdt cl^ prJare.

Ak PSI pisomne neuvedle nak, O vsetky

Sktrsan€ lieky do ich podaria alebo vydania

Uaastrikovi Sirldje poaas trvana Stadie a (ii)
vsetok Studltni materi6l zostanLl viliranim

majetkom PSI alebo Zadavate'a (podla

konkr6tnej situacie). PS uzatvori samostainir

zn uvu s Labmed a,s., Laboratorna

diagnostika Rast slavova 43. Kosice, na

7atade.ro.a. PS, za zaoavare'd I'it ,c,e_

CONFIDENTIAU DOVERNE



shal sign a separate aboratory agreement wth

Labmed PLC., Laboratory dlagnostics,

Rast slavova 43 KoS ce in order to relmburse the

exepenses reLated io aboratory exams requlred

by the Protocol. Other sampes shall be seni io

certral laborariory, the expenses shal be

reinrbursed by PSI on behalf ofthe Sponsor.

b) The nstitution shall ma niain control of

ll e ves.igd.ior .l \,4ed'cila P'odL., i'r

accordance with Applcab e Regu atory

Requirements, and ln th€ manner ouu ned in the

Protoco and any addtiona documents provded

by PS or the Sponsor re ated to the storage and

d stribuUon of the nvestigatona lvledicinal

Product. The nstitution shall ensure ihat the

Cllnical Supples are sole y used for the purpose

of conduciing lhe Study in strct adherence to the

Protoco and for no other purpose, and the

nsiiiution sha I ensure that the Cl nical Supples

are noi transferred to any thlrd parles. The

nstitution shal be responsble io PSI and the

Sponsor for the Clinlca Supplies enirusted to

thefir and shall nolfy PSI immediaiely f any

quantty of the C inical Supplles s lost, damaged

c) upon competon or termination of the

Study or at PS's request, the lnstitution shal (i)

deliver all unused Study Supplies to the address

jndicated by PS , ( i) deliver any and al

lnvesiigational Mediciral Product to the address

indicated by PSI or destroy it, as instructed by PS

and in accordance wth the Applicable Regulatory

'1.5 lnformed Consent

a) PS shal provde the lnvestigator wlth a

Patient lnformation and lnformed Consent Form

approved by the Sponsor and the RL/EC (the

'lnformed Consent Form') whlch ihe lnvestigator

shall use in the Study. Changes to the lnfornred

Consenl Form shal not be implemented unless

and until PSI is noified and, n full agreerneni wiih

Stldie, vykora dhrady laboraiornych vySetreni

kto16 vy:aduje protokol. Oslatn6 vzorky sa

budLl zaslelat na neklady zadavatela (prepleca

PS ) do centr6 neho laboratoria.

b) lnititdc a bude dohliadal na Sknsani

liekvs0ade sPlatnimi prevnym predplsmi, a

to sp6sobom uvedenim v Protokoe a d'alsich

doklme,rroch o sLladovd'r. a d qlr bJu i

Skiianeho lieku ktor6 poskytne PSI alebo

Zada\ale. ln6titicia zabezped[, aby sa

Klinicki materal pouiiva uiluane na u6e

vykonania Studie za strjktn6ho dodrzania

Protoko u a nepo!:ival sa na :iadny ;ni [ael.

Ol rem tolo zaberpea a aby sa r ricli
materi6l neposkytoval ketim stranem.

lnstLLcia bude rnaf voc PSI a Zadavatelov

zodpovednost za Klnicky materiil, ktoni im bol

zverenV, a v pripade siraiy poakodenia alebo

zn aenia nejak6ho mnoisiva Klinick6ho

maieri6lu budi okam:iie informovat PSl.

c) Po zrealizovani alebo ukonaenl

Studie alebo na ziadost PSI lnat(ncia (i)

dodajU vsetok nepouzty Studjni material na

adresu, kiorLl im oznami PSl. a (li) dodal!

vaetky SkiSane lieky na adresu, ktoni im

oznSmi PS, alebo ich zikvidujri vslade
s pokynm PS a Plainj/m prAvnym predp sm.

1.5 lnformovani srihlas

a) PS poskltne SkISa]Llcemu nformacie

pre iaastnika klirick6ho sklsania a tlaaivo

s nformovanim sUhlasom schv6 ene

Zadbvatelom a RO/EK (,lnlormovanY

sfhlas') lrore SrJgaj]ci poLi e poias

Stude. Vlnlormovanom sihlase sa nesmL

vykonavat zmeny ak o n ch nie je

C in cal Study Ageemenv Zmluva o klin ckom sklaani NEUGR-005
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the Sponsor, gives its writlen approval.

b) The nvesUgator shal lnform each Study

Subject or the Study Subject's legat

representative ihat the lnvesiigatona Mediclna
Drod' c, isbe19 LSed lora clilca .ia. ard prior

to pedorming any Study speciflc procedures on

the Sludy SLrbject, obtain from each Study Subject

an nformed Consent Form signed in accordance

with the Applicable Regulatory Requirements.

The Informed Consent Forrn sha I be executed in

n/r'o orig nals with one original provlded io the

Study Subiect and the other piaced in the onsite

trial master fle (OSF). The parties acknowedge

and agree that breach of this Section 1.5

constitutes a materia breach ofth s Agreement,

1.6 Case Report Forms and Study Data

a) PSI shal supply the forms io be used and

compleled by the irvestigator to docurnent a

Study Subiect's padicipaUon in the Study (the

'Case Report Forms'). The lnvesiigator shall

record al data generated as a resu t ofconducting

ihe Study (the 'Study Data') n a iimely, accuraie,

leoibie and complete manner in the form

descr bed in the Protoco and shal ensure that the

Case Report Forms for each Study Subject are

dLly signed and dated. To the extent the Study

requires completion of electronc Case Repofr

Forms the lnstituton sha ensure that they have

mplemented and ma ntains appropriate computer

security sulficient to protect the conJidentialty

integriiy and availab lity of such Sludy Data in

accordance with ihe App cab e Regu atory

b) The lnstiiution shal take reasonable and

customary precautions to prevent the loss or

alteraUon of any Study Data. The lnstitutjon

C in cal Study Agreemen, Zm lva o k inickom skLlsaniNEUGR 005

informovan; PSl, ktore ch musipo dohode so

Zadevai€ om pisomne schvalit.

b) SkLlaajic bude ka2d6ho Uaastnlka

stldie alebo jeho z6konn6ho zbstupcu

informovat o pouziti Skiaan6ho lieku na uael

klinickeho skLlaania ask6r reZ sa 0aastnik

Siudie podrobi akimkolek postupom

sLlvisiacim so Stldiou. z[ska od kaid6ho

oaastnika Stlidie lnfo.movany snhlas

podp sart, v >i dde s Plalr]im pravr!-i
predplsrni. lnformovani sihlas bude

vyhotoveni v dvoch oriqln6 och, leden orio nal

dostane Llaastnik Stidie a druhi sa ulo:i do

dokument,cie klln ckeho skisania

v zdravotnickom zariadeni. Zmluvn6 sirary
potvrdzuju a slhlasia :e porusen e tohio

odseku T.5 predstavuje zevair6 poruserie

tetto Zmluvy.

l.6Ziiznam ndastnikov Studie a Studijnd

idaje
a) PSI dodb tlaaive kior6 je Skusajuc

povinni pouzit a vyplnit s ce'om

zdokumentovat u6ast v St[d i (,,Z6znamy

iaastnikov atudie't. s"rsaJUct zazra-erd
vsetky ndaje ziskane ako d6s edok vykonanla

Sildie (5tudijn6 idaje") vdas presne

aiiatelne a arplne sposobom opisanim

v Proiokole a zabezpeai, aby sa Zaznamy

vsetkich 0aastnikov StLldie radne podpisal

a uviedol sa na nich detum. Ak je podas

Slldie potrebn6 vypln€nie elektron ckich

Z6zramov iaastnikov Stldie. lnatituca

zahezpeai zavedenie a pou:ivan e

primerarich l6srrolou poc tacovej

bezpeinost, klor6 budLl postaaujlce na

ochranu dovernosti, iniegrity a dostupnosti

lahyclto srud j-ycl rda.ov ,/ sL aoe s D arr,rl
pravnym predpismi.

b) 1a-lici: prijTe p.^ erara

a zauZivan6 preventivne opatrenia s celom

predist straie aebo pozmeneniu Studiinich

CONFIDENTIAL/ D6VERNF



acknowedges and agrees ihai the Sponsor shall

own al Study Dala.

1.7 Adverse Events

The lnsitution. represented by the

nvestgator, agrees to immediaie y and fully

inform the Sponsor, PS and, when applicable, the

RIJEC of any s gn fcant risks, adverse events or

unexpecied results related to the Study, according

to the Applcable Regulalory Requ rements and

the Protoco provisions.

1.8 Suspension of Study

PSI or the Sponsor may suspend the Study

al any tinre for any reason upon written notice,

which suspens on shall noi be deemed a material

breach of this Aqreement.

1.9 Financial Disclosure

The nvestigaior shall cor.plete and return to

PSI the financial d sclosure document prov ded by

PSl, whch document dscoses the arnounts

payable to nvest gator and any financia interesis,

includ ng, but not inr;ted to, compensation

drrango-er rc. wh.cl_ Il_e llvesligdlor.nay l-dve n

ihe Sponsor and/or the lnvestigational Nrledicinal

Product. The lnvesUgator shall a so ensure that all

sub- nvesiigators (if applicable) compleie and

prov de PSI wth such fnancial disclosure forms.

Such nnancal disclosure fonns shal be kept

updated for a period of one (1) year after Study

2. COMPENSATION

a) PS on behalf of Sponsor sha I

compensate the lnstjtution for the conduct of the

Study ln accordance wiih per Study Subject fee

defined n the Fe€ and Payment Schedule

enclosed as Appendix A. This amount ncluded

in the Fee and Payment Schedule represents the

!daiov. lnStiticia potvrdzuje a sthlasi, Ze

vlastnikom vsetkych Studljnych ldaiov bude

Zadevatel.

'1-7 Ne:iaduce prihody

lnstiticia zastnpena sklsaj[c m sa

zavazlje okamzjte a Ljplne informovat

Zadevaiela, PSI avpripade polreby RO/EK

o vsetkich zavaznich rizikach, neziaducich

udalostjach alebo neoaak6vanich vrsledkoch

slv s acicl_ so stid oL v sulade s Pl.t,rim

prdvry-i pedpisri aLslano/e'riami

1.8 zastavenie Stidie

PSI alebo Zadevaiel m6:u realiz6ciu

Stta e teaytotvet azak6hokovek d6vodu

pisomnlim ozn6menira zastavt prlaom tak6to

zastaven e sa lebude povazovai za Tavazre

porusenie tejio Zmluvy.

1.9 FinananY vykaz (lMajetkov6

priznanie)

SkLlaajtjci sa zavazuie vyplnil a

odovzdat PSI fnanany vikaz poskytnuti PS , v

llo'o- bLdi r\,edere aiaslky splaire

Skllsajucemu a vsetky fnanane naroky

vraiane (ale rie vihradne) doh6d o

kompenzacj, ktor6 Sknaajnc m6ie uplatnit

vo6 Zadavatelov a/ alebo v sl,vislost so

Skusa.rim leLom. Plavry slISa-jL dale

TabeToea' aby Ierro \yraz rpripad'ler \,/plri

aj os-arri spoh sluaajJc a odo\,zdali l-o oSl.

Teto fnanan6 vikazy budi aktualizovar6 po

dobujedn6ho (1)roka od dokondenia Stlidle.

2. KOMPENZACIA

a) PS v mene Zadavatel'a odmeni

lnsttuciu za vykonanie St!die gdalbau za

Laastnika Sttdie ktor6 vypliva z Rozpisu

platieb priloZenom ako Priloha A. Suma

uvedene v Rozpise plateb predstavuie

korecri oo-e1L viplalerl lrsrucrv ramci
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entire compensaljon for the lnstituUon under this

Agreement and lt incudes without imtaton, all

work and care sp€cif:ed in the Protoco , the use of

the facilites and equipment. staff cos1s,

admln strative costs, overheads, third party costs

taxes. trave and oth€r expenses etc. The Fee and

Paymeni Schedu e may be nrodified so e y

through prior written consent by the parlies PS

on behalf of Sponsor shal compensate the

lr,esligalo, ard L1e Slray pe.sor 1el me^ be,s "r

accordance with a separate agreement to be

concluded wth the lnvestigator.

b) The nsiituton acknowledges that

PSI shal not make any payments for any Study

SLoec( ,r1o 1ds bee'r earol'ed rro l1e Srud, rr

violaton of the Protocol, whose CRFS have not

been properly completed or whose nform,6d

Conseni Forms have not been properly executed

3. CONFIDENTIALITY

a) "Confidential Inlormation" means a

records, confdential or propretary information or

dala and all lntelleciua Property (as defined

below) of whatever kind and however

memoralized, whether recorded ir written

graphc, ora eectronc or other form, ihat are

(a) discosed by or on behaf of PSI and/or the

Sponsor to the lnstituton, the lnvestigator and/or

the Siudy Personnel in connection wth this

Agreement or (b) nvented, developed or

generated by the nstitution, the lnvestigator

and/or the Study Personnel as a resut of

performing the Study under this Agreemert. The

Confidental lnformation shal include. without

limitat on, the Siudy. the Study Drug. the Protocol,

the lnvestigator's Brochure. the Study Data and

irformaton regarding the Sponsor, PSI and their

affliates. All Confidential lnformation shal be

owned solely and excusivey by PSI or ihe

Sponsor, as lhe case may be.

tejto zm uvy a zahriia okrern lneho aj vaetky

L101, c StaroSllvOSi OprSa,1[ v ororolole.

pouzivan e zariadenia a vybavenia, n6klady na

pe'sor.l admirisl,ati,/re riklady. J-62 L

ra\adl -elich slr;-. dare. Leslo/re a re
vidavky atd. Rozp s poplaikov a plat eb mozno

Lpra/ova[ /ilLcle ra 7:t ade p-edchad7a Ice.

pisomnet dohody zmluvnich str6n. PS v mene

Zadavarela odmeri SlJiaj-ceFo a vrs( r-ri
iim na zaklade osobitej zmluvy uzatvorenej s

SkLlSajLlcim.

b) lnstiiLlcia potvrdzuje,:e PSI nebude

pos-ytovar patby za :casr'rla srLde lrory

bol do StLldie prjat), v rozpore s Proiokoom,

ktor6ho Z,znam Libastnika aild e nebol riadne

vyplneni alebo ktor6ho Tlaijvo

s infomovanirn sLlh asom nebo o riadne

3. DOVERNosi

al Za ..D6vern6 inform6cie' sa oova:JL

/aetky zazrarny dd/e re aleoo cl^ra_e1e

inform6cie alebo udaje a vaetky prvky

DLiev16l^o vl.str'cr/a (a\o _e defi.lova^e

d'alej) ak6hokolvek typu a v akejko'vek

podobe i JZ p;son-re. gra_cLe .lslre.

elekr'or c(e. alebo i1e. .rore a .srrLc i.

SkLlSajncemu a/alebo Studijn6mu personalu

v stvislosii s touto Zmluvou spristupnI PS

a/alebo Zad6vate alebo si sprisiupnen6 v ch

mene, a ebo ktor6 (b) vynaila vytvorila alebo

zsl.aa lsrlLcia S.isa.Lc aalebo Strd,-/
personal v dbsledku vykonavania Studie na

7ir lade re_ro Trlu!). l\,l"dzi Do"e.'r;
jnformac e patrja okrem in6ho informacie

tykaj(ce sa Si{die Siudlin-6ho ieku Protokol

SLbor '1fo-mac r pre S"rsa-ucel_o. SiLd-re

idaje a lnforrnac-" tikaiLjce sa Zadavaiela

PSI a ch poboaiek. Jedinim a vV uaninr

!las_rrkom vserkich D6verych rfor.n"c i
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b) Corfdentia lnformation does not include

informaUon that (i) is n the pubic doman at the

time of is disclosure to ihe lnstituton and/or the

lnvestgator by PSl, the Sponsor or persons

authorized by PSI or the Sponsor, (il) was, as

evjdenced by writlen records or other competent

proof, in the lnstituton s and/or lnvesligatoas

possesson prior to ts disclosure wthout

obligatons oI confdentiality wlth respect thereto,

or ( il) enierc the pub c doma n as a resu t of a

ll'ird paiys acli,lies _h-oLgh ro acr or orn ss ol
by the nvestjgator, ihe rstiiution or any Study

c) The lnstitution shal ma ntain the

cof idenlia ty of ll-e Co,llder. al .1for-rrno1 'o. a

period of flfteen (15) years from the last date of

dscosure of Confdential lnformatior and shal

ensure that employees, agents, advsors and

representaUves of the nsiiiution, lnc ud no but not

limited to the lnvestigator and the Study

Pe .onre \eep al Cor'de1na 1[ornato'r 1

strct confdence. The lnstiiuiion agrees to not

d scose any Confidential nformaton to any third

pariy or use any Confidentia lnformaion for any

other plrpose or exceed ng the exient requ red to

perform the Study, except as may be authorlzed

by PSI'S or the Sponsor's prior wrt(en consent.

The par{es hereto understand ihat the

unauthorized d scosure of Confd€ntial

lnformation woud be detrimenta and cause

irreparable harm to PSI and/or the Sponsor. The

nsUtution shall ensure that the nvestgator and

the Study Personne are bound by obligations of

confidentialty no less strlngenl than those

contained in this Artic e 3 and sha I be iab e to

PSI and the Sponsor for breach by the

lnvestigator and the Study Personnel.

bude pod'a konkr6tnej stLracie PSI alebo

Zadavalel.

b) N,,ledzi D6vern6 inform6cie nepatria

ir'o-mlic e ltord(i)si"aa.e Led rh lrilir:.ii
a/alebo Skisajicemu poskylne PSl, Zadevatel'

alebo osoby nimi poveren6 verejne zn6me, (ii)

bol podla pisomnich zaznamov alebo ln6ho

kvallflkovan6ho d6kazu majetkom lnstit0cie

acebo SkugaLceho pred ch z/e-ejler ..

bez povirnosu zachovavat vo vztahu k nim

mlaanlivost alebo ( il) sa stanu verejne

znemymi v d6sledku aktivii iretej strany n € v

ddsledkL koran a alebo nedbanlvo,ri

SkLlSajlceho nstitricie alebo Siudijn6ho

c) lnatit[c a bude zachovevat mlaanlivost

o D6vernich informecl6ch po6as obdob a

pah6stch (15) rokov odo dia posledn6ho

zvereinen a D6vernvch lnlotmAcli a zabezpeii,

aby zamestnanci, z6stupcovia, poradcovia

a p'edsla!irelia lrSI;licie o(.em irel'o aj

SLJSaIJL a SrLdjny persoaal Jchovavah

vsetL/ D6ver16 irfor-nlce vp,is,le_ Ldrosri.

lnSiitLlc a suhlasi s tirn, Ze Doverne lnformecie

resprisi!pnl Ziadnej Aetej saane a nepou:ival

ich na jnv Lidel nei na vykonan e Stndie alebo

rad 15-ec polrebni 'ra je. vy(ordr e.

Vinimkou sL:r pripady, ktor5 vopred pisomne

povoli PS alebo Zadavatel. Zmluvn6 strany

ry-_o beri ra vedomie :e .lepovole16

spristupnenie D6vernrch nformacii n e je v ch

7iL.me a nohlo oy DS a alebo Zade\,are'o!i

sposobf nenapravite'ne Skody. lnSUtucia

zabezpear aby bol S.Jaa-JCi a StLoij,r/

personai vlazani rovnakou povinnostou

zacl_ovaval -rcarlivosr. aho slalovLje cla10l

3 tetto Zmluvy a budi mal voai PSI a

Zadavatelovi zodpovednost za poruaen e tejto

povinnosti Sklisailcim a Studi]nim

d) The foregoing ob igatons of confidenUa ity d) VySSie uvedena povinnost zachovavat
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sha I not apply to the dlscosure of Confidentat

nformaton n comphance with Applicable

Regulatory Requirements or order of a court of

com pele nt ju risdictio.. ln the event the lnstitution,

the nvestigator or any member of the Study

Personfel is compelled by an order of a coufi of

competent jur sd ci:on or based on ihe Applicable

Regulatory Requ rements. to disclose Confdential

lnformalion or any part thereof. the lnsUtuton shall

immediately notify the Sponsor and PSI to this

effect in writing and the lnstltuton shal use all

cornnerca y reasonable efforls io assist Psl or

the Sponsor in obtaining a protective order or

other remedy protect ng ihe co.fidentialliy of such

nformation requ red to be d sclosed.

e) The obljgations of confidentia ity shat

survive the expiry or earier iermination of this

Agreernent for a period often (10) years.

4. INTELLECTUAL PROPERTY

a) The Sponsor shal own all right, Ute. and

inlerest in and to a I data, information

rnprovements, discoveres, tnvent ons, pinted

riater a s, and other works, products, and

deliverables that were provided by PSI (on behalf

of the Sponsor) to lhe lnstitutjon, the lnvesigator

and/or Study Personne, as wel as a I right title,

and interest n and to all data, daiabases, records,

repofts, works producis, delverables,

nformalion, rmprovements, d scoveres or

inventions that resu t, are conceved, are reduced

to practce or are generated during the

performance of the Study and as a resuti of the

Services rendered by the lnstiiuiion, the

lnvestigator and/or Stldy Personne to Sponsor

for the Study under this Agreement (co tectivety,

the "l\Iaterials").

b) The nsttuUon, on behaf of itsef and iis

respectve employees and personnel, incuding

il^e lrves. galo' aro Slrd) Dersol'le x ll assig1

mlaan ivost sa nevzlahute na spristupnenie

Do.e-r,ch i-'oJ-acir v sLlad. . Plarr,-i
prevnym predpismi alebo sridnym prikazom

prlsluan6ho sadu. V pripade, Ze lnsiiiLlca

SkLlsajLlcl alebo ktonikolvek dlen StLrdijn6ho

personelu budLl nitenI sL]dnym prikazom a ebo

na zeklade Platnich pr6vnych predplsov

spristupnit DOverne inform6cie alebo ich 6ast

Insiitlicla je pov nnb o iom bezodkladre

pisomne iniormovat Zad6vatel'a a PSI a pouzii'

vsetky komerdne dosiupn6 prostredky aby

pomohli PSI alebo Zad,vatelovi ziskat

ochranni sudny prikaz alebo dosahnd ne

opaAenie na ochranu d6vernosti tichto Lldaiov,

ktore ie nevyhnutne spristupnif.

e) Povinnost zachovavat mlaanlvost plati

eate desal (10) rokov po skondeni platnosi

alebo preddasnom ukoraeni Znrluvy.

4. DUSEVNE VLASTNicTvo

a) Zad6vate vlastni vsetky pr6va, naroky

a zaujmy pyn[ce a tikajirce sa vsetkich

idajov, infom6cli, zlepseri, objavov

\yr5ie7o! ori,l.o,ich malera.o/ a 'ricr p i(
produktov a Lispechov dodanich spoloanostou
osl \v me re Zadalatela l.ririric i

SkLlsajLlcemu a/alebo Sk{5aillcemu personblu

ako aj vSelky preva naroky a z6uimy pynice

a t)rkajLlce sa vietkich Lldajov. databaz

z,zranav sptA\. pr6c produktov, vlTsledkov,

Lispechov, infomacii, zlepSeni, objavov alebo

vynelezov, ktor6 sn v\isledkom. ktor6 vznik

alebo boli uveden6 do praxe alebo boli

vyrvorene poaas .ealizacie srud e a sL

vis edkom Sluzeb dodanich lnstiticiou,

Skuaajucim a/alebo Sk!lSajlcim person6lom

Zadavatelov v rinrc Stude na zaklade tejto

Zm uvy (spoloane d'alej len ,lllateri6ly').

b) lnittica v mene svoiom a svoich

zarnesinancov aperson6u vriiane

Sklaajnceho aSkLlsalLlceho person6l!

Cinca StudyAgreemen? Zmuvaoklinickomskiisani NEUGR-OO5
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(1) all of the r respective righis, tte and interest ir

and to the Materials 10 the Sponsor, lnc udirg a I

patents. copyrights and other inte lect!al properiy

and proprieiary rights; and (2) all r ghts of acton

and cla ms for damages and ben€fiis arising due

to past and present lnfringement of sa d r ghis.

prevedie na Zadbvatefa (1) vsetky ich

prisluSn6 preva naroky a z6ujmy plynrjce

a tikajr.rce sa Mater,lov vratane vsetkych

paientov aulorskich pr6v a in6ho duievn6ho

vlastnictva a v astnickych prev; a (2) vsetky

prava konat a naroky na odikodn6 a vinosy

p /rJce 7 mrru ych a sjaasrici po'Lieli

uvedenich p16v.

5. PUBLIKACIE A PROPAGACIA

at Do skorcer SlLo e realizo\,are.

lnsi tirciou. SkLlsajLlcim a SklisajLicim

person6 om lnsitncia nebude mat pr6vo

publikovat predsiavovat alebo inak

uverejnovat Wsledky Siad e a Siril inform6cie

tikaiuce sa n mi dodanich Sluzleb na zAklade

Ieito ZmlL.) ! atare Dove'1/cl' ''lfor-acir

o Zadavatelov, okrem pripadov udelenia

predch6dzajuceho pisomn6ho suhlasu

Z.divare a aalebo \, sllad. s poz.adavha-rr

(b) l'rsriJcid sLl as sti-. Ze p,edlo:

\,<etky z.myala16 prbr\;ce. p ezecl6cie a'

,re L\,ere_re1ie l<a7da daler ler Publik,cia")

Zad6vate'ovi na kontrolu aspoli Sesldesiat

/60r d.lr ored p_ed o:e1im zarii arej

Publikacie vydavate ovl alebo inej tretej strane

a Zad6vate' m, nrin melne iridsat (30) dni od

jej doruaenia na to, aby podla poireby plsomne

.r[orro,al lrsriLcu o p-ipadlich / re

obsiahnutich jnfoftneclech. ktore sLl D6verne

lnform6cie o Zadavaie'ovi aebo ktore m6Zu

ZadS\,ale'o!i zre.rozrit dosah'lri pate,rro\Ll

(c) Zadavatel me v pripade poireby privo

Ziadaf od lnStihlcie, aby odstranila konk16tne

5. PUBLICATION AND PUBLICITY

(a) After the compleUon of the Study being

performed by ihe lnstitution, the lnvestigator and

the Study Personne , the nsttut on shall not have

the right to publjsh, present or otherwise publc y

disclose the results of the Study and dissem nate

informaton pefiaining to, their Services conducted

under the Agreemeni nc ud rg Sponsor

Conf dential lnformat on, except upon prior wriiten

consent of Sponsor and/or in accordance with the

requiremenis of thls Sectioni

(b) The lnstitution agrees to submit any

proposed pub ication presentation orother publc

disclos!re (each a Publication') to Sponsor for

.eview at east sixty (60) days prior to submtiing

such proposed Pub ication to a pubisher or other

ih rd pariy and that Sponsor has at leasi thirty (30)

days of its receipt to advise the lnsUtuion, as the

case may bei n writng of any information

contained therein that is Sporsor Confideniial

lnformaton or whch may mpair Sponsols abllity

to obtain patent protectioni

(c) Sponsor shalhave the aght to require th€

lnstiiution, as app icable, to remove specfcaly

dentifed Sponsor Confident al lnformation and/or,

n ihe case of patentab e nformation, to de ay ihe

proposed Publlcaton for an addil ona rinety (90)

davs to elabie Soonsor to seek pa.err p,oreclio,1:

(d) f the Study is a muti centre study, the

nstitution agrees that it shall not, wlthout

Sponsor's pror written consent, independently

pub ish, publcy dlsclose. present or discuss any

D6verne

o Zad6vate ovl a/a ebo v pripade informacii

ktor€ podllehaiu paieniu aby od ozila

zamiSlann Publlk6ciu o d'alSich devaldesiat

(90) dni aby mohol Zad6vate' ziskat
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results of or information pertaining to the SeNices

conducted under the Agreement until a multi'

centre publicaiion ls released; provlded, however,

that if a mult-centre pub icaIon s not re eased

wlthin eighteen (18) nronths after completon of

ihe Study at a I research centres and locking of

the database, the nsiiiution shal have the rght to

pub ish the results of and information petrain ng to

the Servces conducted under this Agreement in

accordance wjth the provisions of Sections 5 (a)

ihroush (c);

(e) The lnstitut on shall not, and shall ensure

that its respective empoyees and personnel do

not, engage ln inteNlews or other conlacts wth

the media, includ ng bui not llmited to

newspapers, radio, television and ihe niernet,

related to the Study, the Study Drug, lnventons,

or the results ofthe Study without the prior wrtten

consent of Sponsor, other than as a lowed

pursuant to Sections 5 (a) and (c); and

(f) Sponsor may prepare, use, refer to. and

dissern nate or dlsirbute reprints of scientific,

medlcal, and other publshed aaricles reating to

the Study, royaltyJree, lncludlng such reprints that

disclose the name of lhe lnstituton.

pateniovLl ochranu;

(d) Ak ide o multcentrickLl klinlckLl Studiu,

ln5titLlca snhlasi s tim, 2e bez

predchedzajnceho pisomn6ho snhasu

Zad,vatela rebude 'rezavrsle puo iloval

uverejiovat. verejne prezeniovaf alebo []stne

predn6aat o akvchkolvek visledkoch alebo

informAciach UkajLlcich sa Slu: eb

rea zovanich ra z'klade Zmluvy aZ do

uvolnenia mult centrckei publ kecier avaak za

predpokladu, Ze multicentricka pub ikacia

rebLde Jr'olrena do osem-asr c1 ( l8t

mesiacov od skonaenla SUdie vo vietkl/ch

viskumnich stredjsk6ch a Lrzamknut a

databdzy, lnStitncia bude mat pravo uverejnit

visledky a informacie tykajnce sa Sluz eb

realizovanich na zaklade teito Zm uvy

v sarlade s ustanoveniami odsekov 5 (a) aZ (c)l

(e) lnatitLlcia zabezpedi, aby neposklta

a aby ani jei prisluani zamestnanci a persondl

neposklti rozhovor ani nevstupovali do

kontaktu s mediam vrStane. ale bez

obmedzenia na noviny, rozhas, tel€vizu a

'r.e.'rer ol. adne Suo e Sl.isarelo l'elr
vynalezov alebo v)rsledkov Siad e bez

predch6dzajnceho pisomn6ho slrhlasu

Zadavatel'a okrem dovolenich prlpadov v

odsekoch 5 (a) a (c); a

I') Zad;vatel smre /ypracoval porzir.

pou:it ako referenciu Siril alebo distribuovat

vydan e vedeckich, lekarskych a da Sich

uverejnenich al6nkov \ikajacich sa StLldie bez

.ypl.lenia holorii-L ,ratale tycr. k.orp

uvedzai! nazov ln6t tlcie.

6. ZBAVENIE ZODPOVEDNOSTI,

VZNESENIE NAROKOV A POISTENIE

6.1 Ziivazky PSltykajtce sa odSkodnenia

PSI vislovne odrn eta akfko]vek

zodpovednos{ spoienLl Skrjsanim liekom a

Protokoom s vinimkou siiu6cie, ked takato

6. INDEIV]NIFICATIONS, NOTIFICATION OF

CLAIMS AND INSURANCE

6.1 PSI's Indemnity Obligations

PSI expressly discams any and all liab ity

whaisoever in connection wilh the Investigational

[,4€d cinal Product and the Proiocol, except 10 ihe
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extent that such liability arises from PSI's

neg igert act or omission. a w lful misconduci or

PSI's breach of this Agreernent.

6.2 lnstitution's lndemnity Obligations

The nstitution shall ndemnlfy, defend, and

hold harm ess PSl, Sponsor and thelr aff iated

entjtjes as well as their respectve employees and

personnel (co leciively, the "Sponsor and PSI

lndemnitees') from and againsi any and all

labiliUes, damages, osses, claims. or expenses,

lncludng coud costs and reasonable attorneys'

Iees 'esLt'lg lro- or aris:rg oLt o' o, i,t

connection with any thlrd party cla ms, actions or

oroceedi'lgs'elali,rg io arv' (i) t'le 1s..J(ior s

the lnvestigatoas and/or St!dy Personnels

breach of th s Agreement, including the Proiocol;

(ii) ary wrongfu or negligeni acts or omissions, or

wllfu malfeasance or misuse of the Study Drug by

the lnvesiigator and/or Study Personne i or (jii)
treatment of a Study subject prior to inltiation of

the study.

6.3 Notification of Claims

The nsttution shall immediately serve a

noiice ln wriiing to PS and the Sponsor about any

claim or legal proceedings related to the Study

against the nstitution, the lnvestigator, ihe Study

oerso,r,rel o. orl_e' e-rplorees lprerrder r

connection with the Study. The nsiitui on and the

lnvesigator shall fully cooperaie in a I reasonable

aspecis upon request and on beha f of PSI and/or

rl_e Soorsor i1 lre delerse aga rsl rl'ese c ai_s

6.4 lnsurance

PS s'ral ersL e ll-ar il_e Sponsor -airra rs
the clnical trals insurance coverage for the Study

as requlred by ihe Applicable Regu atory

Requirements. PSI shall provide the lnstitutlon

with the nsurance Policy,

zodpovednosi vznkne nedbanlvostou,

zanedbanim 0myselnym zneuziiim alebo

porusenim zm uvnej povinnostizo strany PS ,

6.2 Zevezky Zdravotnickeho zariadenia

tikajrlce sa odSkodnen;a

lnstitLlcia odskodni bude hriit

a nesp6sobi ujmu spoloanosti PS ,

Zadevatelovl a ich prldruzenim subjektom ako

ai ch prislusn)im zamestnancom a persondlu

(spoloane d'alej len ,,Odakodnenie

Zadavatel'a a PSI') v sLlvis osti s akim kolvek

T,vazLam odikodrim s'rarami r,'o\rni i
vidavkami vratane sidnych trov

a prjmeranich p16vnych poplatkov pyricich

alebo v sarvis osti s pripadninri n6rokm tretich

sftn, krokmi a ebo konanim v s(vis osti: (i) s

poruaeninr teito zmiuvy vr6tane Protoko u

lnatitLlclou, SkuSalucim a/a ebo Sklisajucim

personalom; (il) so zlim alebo nedbalym

konanlm alebo nekoranim aebo 0myse nim

zlim konanim alebo zneuzifim SkLlsaneho

leku Sklsajtjcim a/alebo Skrsajlcim

personalomi aebo (ii) s ieabou subtektu

Stidie pred zaaatim Stud e.

6.3 Vznesenie n6rokov

lnstiticia bude PSI a Zadevatela okam:iie

pisomne informovaf o ka:dom vznesenom

naroku alebo s[dnom konani vedenom proti

lniiiticli SkLiSajLlcemu. Siuditn6mu personalu

alebo d'al6im zamesinancom v snvslosi so

Stidiou. lnstitLlcia a Sklisajici budLl na:iadost

PSI a/ alebo Zadavatel'a avich mene pne

spolupracovat vo vaetkich viznamnich

otAzkach pri obhaiobe prot timto n6rokom

alebo poaas sidnych sporov.

6.4 Poistenie

Spolocnosl PS zabezpeal aby Zadevatei

uzavrel poisin6 kMie klnick6ho sk[san a pre

St-ra u / sJ ade s ol"lrl-n p'a,-)-i
predpismi. PSI predlozi nsiiluci Zmluvu

o po steni riaastnikov klinick6ho skLlSan a.
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The lnstiiuton maintalns insurance coverage

of the professioral llab lity as a heathcare

provider. The nsUtution shal provide PS or

Sponsor with the copy of such nsurance po icy if

7. INSPECTIONS, AUDITS, IMONITORING

AND RECORDS

7.1 Regulatory lnspections

The lnvestigator shal promptly notify PS of

a1y regJldlory rsoecl or s or nves ga.ions

relating to the Study by the Slovak or any other

competent regulaiory agency (incudlng ihe IJS

FDA) of which they beconie aware. PSI and ihe

Sponsor shal have the right to be present at any

such inspections or nvestgations and shall have

the dghi to previously provde, revlew, and

commeni on any responses ihat may be required.

The nsitution and lhe nvestigator shall render all

possible as5 srrrce to s-cr al r,ror e( i'r

Lordu( . r I sLCh ilspel. orc ard invest qariorS.

7.2 Audit and Monitoring by PSI and

Sponsor

a\ osl. lh. Soorso ard ll e I -aprese a. ves

may audit, monitor ard/or meet with the

nvestjgator and the siudy Personnel at the

nstitution during normal business hours and wth

reasonab e frequency for audits and vsits io

mor,ior tl_e progre\q of r're StLoy aro revie

Siudy records, documents, informalion data, and

maierials (lncludins ihe Study Data). The

nvestigaior and nstitution shall assist PSl. the

Sponsor and the r rep rese ntat ve(s) in scheduling

such visits.

b) PS , Sponsor and thelr representative(s)

shali be enttled to (i) exanrlne and lnspect the

facilities requ red for the pedoftnance of the

Study; and ( i) inspect source documents, as well

as (ii) inspect, request correction and copy al
Study Data (ncuding wthout limitation, Case

lnatii[c a nA uzaivorenL] Zrn uvu

o poistenl na profesn6 poistenie vyp ivajlce
z oosky,tovdl a zd a /olrej s a.osll\os. -

V pripade vy:iadana PSI alebo zadavaiela,

lnStiiicia posk),tne k6piu leiio poistnei zmluvy.

7, KONTROLY, AUOITY, IVIONITOROVANIE

A ZAZNAIVY

7.1 Kontroly Reguladnich agentfr

SktsajLlci bude PSI okamZte nformovat

oka:del zalorre. r.o1r.ole aleoo iripel.i
tikajucej sa Stridie, ktorn bude vykoneval

slovensk, alebo ni sp6sobili regulaani 0196n

(vratane americkej FDA). o ktorel sa dozvedia.

osl a Zadavarel'oJdi _aI p avo byf p.rom,rr

pri takichto kontrol,ch alebo lnapekclSch a

budn maf pravo prednostne poskytovat,

rev dovai a (o-ertoval poiadovare

odpovede 'lariracia a Sr,isa_uci po.\/_11

timto ljradom pri vikone takychto kontrol

a napekcii vsetku potrebna sralnnost.

7.2 Audit a monitorovanie previdzan6

PSI a Zadevatel'om

a) PSI Zadavate a ich zestupcovia m6:u

vykonavat audit, montoring a/alebo sa m6zu

streinnt so Skriajlic m a Studjnynr

person6 om v lnititlcii podas obvykleho

pracovn6ho aasu a s p meranou frekvenciou

auditov a n,vstev s cielom monitorovat

realizeclu Stadie a kontro ovat zaznamy,

dokumenty, inform6ce, idaje a materiely

Siioie',/-atare StLoij,r)cr rda.o\,, ShLSa,Lc

a lnititlcla budl PS . Zadavatel'ovi a ch

zeslrpco- poril-at pr aaso/o" plaroval.

iakichto navitev

b) osl Zadavalel a icl^ zastLpcor d b,oL

mat pravo (i) preverovat a kontrolovaf

7a'iadelra pokeole ra real.zacr- Slaoe (:i

kontrolovat zdrojovrl dokumeni6c u, ako ai (ii)

kontro ovat a kopirovat vsetky Studijne adaie

. ooiaooval .c. op-avL o<ren ire10 a.
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Report Forms, original reporls of laboratory tests

and examnaton nndjngs, and all oiher noies,

charts, aeports, or menroranda relaied to ihe

Study Sublects or to the conduct of the Study),

which PSI and ihe Sponsor are authorzed to

access by the signed lnformed Consent Form

and/or ihe Applicable Regulatory Requirements.

The nstluton ard the lnvestgator shall

cooperate with PSI and the Sponsor during audits

and monitoring visits and n the resolution of any

questjons regarding the Study Data.

(c) ln padjcular, the nstitution agrees that

PSI and the Sponsor sha I have the right to vist

the facilities of ihe nstitution during the

performance of the Study and after the

terminaton of the Study, ai mutually convenient

Umes for the following purposes:

T. to provide informaton and

lnstr!ction on the execution ofthe Study;

2. to assess and/or confirm that ihe

Study is being conducied to the standards

agreed upon herein;ard

3. to inspect the procedures,

faclites and Siudy records as described

above (including pofi ons of other

periinent records for al patents in the

Study) and those procedures, facilties or

Study records of any emp oyee.

contractor or agent that the lnvestigaior or

the lrstltr.rtion uses in conduciing the

Study.

4 to perform audits and io colleci

any re ated documentation for the

purpose of requlatory authorization's

rsoecto'r or a \ oll Fr pL.poses 1

accordance to Sponsols so e d scretion.

PSI'S and Sponsor's right to visit the faclities of

the Institution and io pedorm such audits wlll

suruve expiration, team nation or cancelation of

this Agreement.

The lnvestgator underlakes to notfy the heath

Zaznamy iaasin,kov Stldie, p6vodne hlasen]a

o aooraLo r yc1 .eslocl a vysleolocl_ vysetre.r

a vsetky osiatne pozn,mky, grafy, spr6vy

alebo zaznamy tikajrce sa Uaastnikov Sindie

alebo realiz6cle Stl,d e), ku ktonim majl PSI a

Zadavatel opravneni prislup na zeklade

podpisaneho Tlaaiva sinformovanim

snhlasom a/ alebo P atnich prevnych

pr,pdp so\. ,r5rlrcia a SlLaa Lc bLd-

spolupracovaf s PS a Zad6vate'om poaas

aLotlo! a ro'lloro/accl'1a!sle\ a pr reseTr

vsetkich ot6zok tikajic ch sa Studijnich

idajov.

(c) lnatitLicla slhlasi najma stim :e
spoloanost PS a Zad6vaiel' maj[ prevo

navitevovat prjeslory lnstitucie poaas

rea iz,cie Siudie apo skondeni Stidie vo

\zaomre ool-od1Jro"r case pre ras edo,/1e

I6ely:

1. posk),tnutie

a pokynov k vikonu Studie;

2 vyhodnolenie

potvrdene, Ze StLldia sa vykon6va

! sildde so --lJv1e oojedrary_i

Standardmi pod'a tejto zmluvy: a

3. kontrola postupov, priestorov

a zaznamov Stldie tak, ako ie

uveden6 vyssle (vretane 6asti nich

re evantnich zaznamov u vsetkich

pacentov zapotenich do StLld e)

a tich postupov, pr estorov a ebo

srJor,Tycl zazra-ov Itoraholovek

zamesinanca dod6vat€'a alebo

z,stupcu, ktor6ho Skisaiic a ebo

lnatitrlc a pouziva privikone StLld e.

a. 'itor a.rdlo/ cebo zbe

pripadnej sav siacei dokument6cie pre

iaelY t o,lI'olY ralo11icl Po\,oreli

alebo ak6kolvek in6 laely pod'a

LvAzenia ZadAvatela

Pr6vo spolodnosii PSI a Zad6vate'a navstivt
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nsLrrance company and h s/her genera

practitoner about the Study Subjects enrojment

into the Study.

7.3 Records

The lnstiiution sha I maintain accurate.

complete and current records of all Siudy Dala

which shal lncude ihe Case Repo( Forms (or

equivaleni eectronic daia) as well as reevant

source documents, any other essentia documents

or materja s generaied for the Study, as requ red

by the Protocol, CH GCp, the Appticabte

Regulalory ReqLrjrements and pSt,s and the

Sponsofs instruciions (the ,Records,). 
The

nstitution shal keep altthe Records n a safe and

secure location for a perod of fifteen (.j5) vears
after comp etion or, n case of earl er terminatton,

afler the effective date ol termination of the Study

or the period requ red by the Appticabte

Regulaiory Requ rements, whichever is onger.

The nstitution shall ensure that no Records are

destroyed withoui the prior wrtten approvat of pSt

or ihe Sponsor.

8. TERM AND TERIIIINATION

8.1 Term

Thls Agreement shal commence as of the
Date of ihe signature by the tast contracting party,

sha I come into force on the day foltowing the day
of its publication in ihe Centrat Register of
Cortracts, marntained by the Office of the Stovak

Government. This Agreement sha[ expire upon

the aiest of: (a) comptetion ofthe Srudy; (b) pSt's

receipt and acceptance of the Study Data and

documentatjon as provided jn ihe protocoti or (c)

PSI'S payment of the fees contemptated to be

priestory lnaiiiLlcle a vykonat uveden6 audiiy
pretrva al po vyprsani. vypovedani alebo

zruSeniteito Zmluvy.

SkjiajJc za zavazlje ozram,t zaraoe,r'e

Laasiril,a oo srud e .eho zdravorlej po sl'ov"i

a jeho oSetrujucemu lek6rovi.

7 3 Zeznamy

InstitLicia bude viest presne, rjpln6 a

aktudlne zSznamy o vsetkich Studijnich

adajo.l_ vralare laz'raTov Jcasiltkov stuoie

'aebo el,ivaler rych ida,o\ v ete..roriclej
fonne) ako aj relevantn6 zdrojov6 dokumenty,

akekolvek dalse zakladn6 dokumenty alebo

-ate,ra,/ /)L!ore1a o-e po-eo) Srioie pootd

po:iadaviek Protokolu, tCN GCp, ptatnich

prevnych predpisov a pokynov pst a

Zadevate'a (dalej len ,Zeznamy ). tnstitLtcia

brde Zezrcny uchov6vat na bezpeanom

a zabezpeaenom mteste poaas patn6sUch (.15)

rokov od ukonaenia Sttdie alebo v pripade

sko6:eho ukonaen a Strtdie od d6tumu

ukonaenia StLldie alebo poaas tehoty

poZadova-ej Plarnym. ora!-y- predp.s-r

(podla toho ktor6 lehota bude dlhs a).

lnstiticia zabezpeai aby bez

predchadzaliceho pisomneho povotenia pSl

alebo Zadavatela redoalo kzniaeniu Zadnych

ZAznama\.

8, DOBA TRVANIA A UKONcENIE

8.1 Doba trvania

Tato Zfiluua nadoblda ptatnost

Datumom podpisu zmluvy postednou zo

zmluvn:ich slr6n a Ll6innost nasedujac m

dnom po dni zvereinenia tejto Zmtuvy

/ Ce,rka'rom egis..l z.1iL\.ZmlLla 10'rc,

ked' nastane najneskorsia

z nasledulrcich siiu6ciit (a) dokonaenie Si[die;
(b) prijalie a akcepticia Studijnrch Idaiov
a dokumentacie spo oanostou pst pod,a

Proiokolu alebo (c) zaptatenie vseikich
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pa d under Article 2 of this Agreement.

8.2 Termination by PSI

Throughout ihe course of this Agreement,

PS, in consultaton with the Sponsor, reserves

the right at any time 10: ( ) :nstruct the lnvestigator

to disconUnue recruiiing Study Subiects; (ii)

terminate this Agreenrent with mmed aie effect f
the lnstitution is in material breach of thls

Agreement, (il) term nate this Agreernent wth

mmedlate effect il the lnvesUgational l\,4ediclnal

Product or cont nuation of the Study presents an

unreasonable medlca risk to the Study Subiecis;

or if there are efficacy concerns, (iv) terminate this

Ag.eement with mmediaie effecl f the Study is

terminated or suspended or if the cinical lrial

agreement with the Sponsor is terminaied, and (v)

terminaie this Agreement withoui cause with a

notce period of thirty (30) caendar days. the

notce period sha comfirence on ihe first day of

the month followng the recelpt of notce to the

other contracting party.

8.3 Termination by lnstit!tion

The nsiiui on may term nate thls Agreement:

(l) if PSI materialy breaches this Agreement and

fais to cure such breach within ihirty (30) ca endar

days from the receipt of written notice from the

lnstitutjon; or (ii) if the nstitution in good fath

be ieves that ihe continuation of the Study

presents an unreasonable medica risk io the

Study Subjects.

8.4 Survival

Aircles 1.4 b) and c). 1 7, 1.9, 3 through 7,

8.4 and I through 12 shall survive any termlnation

or expiratlon of this Agreement.

9. NON.DEBARIV]ENT

The lnstitution represents and warrants that

popatkov, ktore me podla alenku 2 iejto

Zmluvy zaplatii spolo6nosl PSl.

8.2 lJkonaenie zo strany PSI

Poaas platnosti iejlo Znluvy si PSI na

zaklade konzuliicie so Zadavatel'orn

vyhradzJ.e p-,vo led/kolvet. Il dai

SlLiajjce_L poky,r. aby p-err! I rabo'

06astnikov studie (il) s okamiitou platnostou

ukonait tLlio Zmluvu v pripade jej zava2n6ho

po uieria 70 srary lti t:cie a. ( i) s

ola-lziroJ p allostoJJ(o1aii tLro Z" J/L. a(

by Sklsani liek alebo pokraaovanie Stidie

predstavovali pre L:laastnikov aiad e

neprimeran6 riziko, alebo v pripade

pochybnosti o lainnosii lieku; (iv) s okamZtou

platnostou ukonait tuto Zmluvu, ak bude

St:da .l-o"cera aleoo p_e-Liera alebo a,
d6tde k vypovedan u Zmluvy o klnickom

skisani so Zad6vaie'orn a (v) vypovedat tnto

Zmluvu bez uvedenia d6vodu s vipovednou

lehotou tridsat (30) kalendarnych dri praom

qTpovedna lehoia zaare pynif prvym diom

nas edujuceho mesiaca po doruaeni v:/povede

druhejzmluvnejstane.

8.3 Vypovedanie Zmluvy zo strany

lnitittcie
lnsiitrjcia m6:e vypovedat tLlio Zmluvu: (i)

ak PSI z6vaznim sp6sobom porLrsi tLlto

Zmluvu a ioio poruaenle nenapravi do

tridsiatich (30) kaendernych dni od priialia

pisomn6ho ozn6menla od rStitncle: alebo (li)

ak ie nattLlcia v dobrei vlere presvedaen6, Ze

pokradovanie Sfudie predstavuje neprlraerane

zdravotn6 riziko pre Laastnikov 5h1die.

8.4 Platnost' po ukonaeni

olenky 1.4 b) ac) 1.7,19,3a27,8-4ag
a2 12 bodt-) platit aj po vypovedani alebo

zariku platnosti tejto Znrluvy.

9, NEVYLOCENIE

nstticia vyhlasuje a zaruaule Ze
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neiiher ii nor the lnvestjgator nor any member of

the Siudy Personnel has been debarred or

suspended to padcipate n clnica research by

any cornpetenl auihority or aqency in lhe slovak

Republc or abroad (ncluding the US FDA), and

lhal I . sl e sha I ror male .,se o. no i.r!o,eir
lhis StLd\ a.v pe sor or organiTar or \(ric 's or

has been debarred, suspended or disquallfied by

any regulatory authority to partcipate in clnica

research. The lnstitution represenls and warrants

that it has noi been debarred or suspended to

padcpate n cinlcal research by any competent

authority or agency in the Slovak Republc or

abroad (ncuding ihe US FDA). ln the event the

lnsiituUon or the lnvestlgator or any person or

organization involved in the Study is or becomes

debarred during the Study, the lrsUtuion shall

notify PS in wriing aboul this faci wiihin five (5)

days after hav ng learnt of t.

10. DATA TRANSFER

Both pror lo and during the course of the

Study, the lnvestigator and the Study Personnel

staff may provide PSI and/or the Sponsor wth

personal data. Such data may include names,

contact information. bank account, work

e\oe'ie1ce. oLa i_icalior.. pJb rcatons -esu-6s.

edJcat'onal backgror nd pero.malce lfor_arior.

facilUes, staff capabllities, and other lnformation

relaiing io ihe Study (the 'Personal Data'). The

lnstjtltjon hereby ceriifies that the nvestigaior

consents to the processing (lncludlng use,

dlsc os!re or transfer) of his/he. Personal Data by

PS1, the Sponsor, ther respeclive aoents and

affiliates to be disciosed prior to qrant no them ihe

right to use the Personal Data and governmenta

or regu atory agencies both ln the Slovak Republc

and abroad for the following purposes lthe
'Purposes'): a) the corduct of ciin cal trials; b)

,e/ ed by go\e- manial or reguiarory agences.

Sk[ia]Licemu an ziadnemu al-"novi

StJdjr6mr perso,ralr pr slJire slove,rsle arr

zahraniane org6ny (vr6tane amerlcket FDA)

nezak6zal ani nepozastavlli uaast v klinlckom

vyskume a Ze nevyuzije a Ze do telio Strjdie

rezapo_ ZiadrJ osobL ari organiziciJ. ,rorej

bola 1e(torym -egLlaary- org:rom zalaTa,ra

alebo pozasraveri Liias'v klirickom vislL.ne

alebo ktor6 bo a vyhlaseni za nesp6sob lu na

iaast v kln ckonr vyskume. lnStticia vyhlasuje

a zatJi4e ie je. orislri-e slo,/ersre a1i

zahraridne organy (vratane americkej FDA)

rezakezal ari nepozastav ll iaast v klln ckom

vys(Jme V p- oade ie by lrsrucr
Sk'jsajrjcemLr alebo aketkol'vek osobe aebo

orgalzlci zapojerej do a(ade boa poaar

Sride zalazala Lcasr v ll"r'clom vls\Lme

lnStitlicla t0io skutodnost oznam PSl. a to

pisomne do platich (5) dnipotom. ao sa o teito

skutoanostidozvedia.

10, PRENOS UDAJOV

Pred zaaiatkom a v priebehu StLldle m6:u

Skrjsajnci a Studiini person6l spoloinosU PSl

a alebo Zad,,are'o!i poskyrovai osob,re

Ldae. -elo Jddje roZJ obsa\o,af nere
lortahtre adaje. aisl, banL ovicl' iato /. popis

praco\1yLr slLSe-osr a odbor,le. l!alillkac'e

pLohhacie. 2jr'oropis) c 'rb malie o /zdearr

ir'o'mace sLv siace s \)loror p olesie

informdce o zdriddeniach d 
^valilikacii

personelu a d'ala e inform6cie slvisiace so

StLidlou (dalei len ,,Osobn6 ndaje ). lnstitLlcia

timto potvrdzuje 2e Sktiajuci suhTasi so

spracovanim (vdiane pou:ii a posk),tovaria

a ebo prenosu) svolich Osobnich Lidaiov

spoloanoslou PSI Zad,vaielom a ch

zistrpLam a poboakarn. k'o-e bJdL

zverelnen6 pred Lrdelenim prSva na polr:ivanie

Osobnich 
':rdajov, 

ako al s ch spracovanim

slovenskimi i zahranianimi at6inym alebo
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CONFIDfNTIAL/ D6VERNE

1A125

q



PS , the Sponsor and their agents, and affilatesi

c) satisfying legal or regulatory requlrernents; and,

d) storage in databases for use n selecUng

investigators and nstiiutions for future clinical

trlals. The lnstituUon further certfies that

lnvestgator and the Study Personnel (whch is

composed as per the Appendix B to the

Agreement) have also agrees to a transfer oltheir

Persona Data abroad, even if such personal data

s transferred to ihrd countnes which do not

ensure at easl the same level of persona data

protecUon in its territory as ihat in force in the

terriiory ofthe European Union are not recognized

by ihe ELI Commission. The lnsiituion shall notify

PSI immediatey if any such consent has been

withdrawn.

11, II4ISCELLANEOUS

a) This Agreement sha be governed

by laws ofthe Slovak Republic.

b)lf any prov son(s) of this Agreement

shal be dec ared inva id by a court of compeient

jursdiction. sLrch determinatjon shal rot affeci the

remaining provisions of ths Agreement which

shal remain n full iorce and effect. The parties

hereto sha however aiiempt to replace the

provision(s) declared nvalld as aforesaid wilh

legally vald provision(s) which reflect(s) the same

purpose of the inva id provision(s) to the greatest

extenl possible.

c) Nothing conta ned in this Agre€ment

shal be construed to imply a jont venture,

empioyment, padnership, or prlnc pal agent

reatonshp betweer the pades hereio: and

nether party hereto by vrtue of this Agreement

shall have the right. power or authoriiy to act or

create any oblgation, express or implied. on

behalf of the other party. Notwiihstanding ihe

regulaanimi iradmj ra tjeto naely (dalej len

,0dely): (a) realizacia klnickrch sklsani (b)

korlola Sletr/.n alebo regulalnim i admi

PSl, Zadavaielom atLldle, ich zastupcam a

pridru:enymi spolo6nostami, (c) plnen e

zakonnich alebo prevnych predpsov a (d)

uchovanie v databaze kv6ll viberu skLlSatncich

a irittjcii pre bLdr ce llirick6 sljaa'lia.

Zdravoinlcke zariadenie d'alej poivrdzuje, ze

Sknsajrc a Siudijny person6l (v zlozeni podl'a

Prilohy B k telto Zm uve) s(hlasia s prenosom

svojich Osobnich udajov do zahraniaa aj ked'

budl tieio Osobn6 rdaje prenasan6 do tretich

krajin, ktor6 nezaruduj!i prinajmenaom rovnaku

0rovei ochrany osobnich Lidajov na svojom

17.-1 al,o 1a uzam EJ-6ps[ej L]"rie.

Zdravotnlcke zariaden e bude neodkadne

nformovat PSI ak bude tento sihlas zruSeni.

11. RoZNE

a) Teto Zmluva sa uzatuara pod a

p ai,]ich p.a!rycl- p'edpisov Slovensl^ej

republiky.

b) Ak bude njektore z ustanoveni tejto

Zmluvy vyhlarsen-6 prislusnym sidom za

neplatn6, nebLrde mat toto rozhodnutie vplyv

na zostevaj0ce ustanovena teito zmuvy a

iiero zvyire Lstanoveria Tosrivaji v pl,rej

platnosU. Zmluvne strany sa vsak pokLlsia

nahradit usianovenie vyhl,sen6 za neplatne

platnirn usianovenim. ktor6 bude mat v ao

najvaasom mo:nom rozsahu rovnaki iael ako

nep atn6 ustanoven a.

cl \a zallade Zradle. s.rroclosr

obsahnutei v tetto Zmluve ne je mo:ne

rterprero\ar vztal- medz Z-luvry-i srana-i
ako spoloany podnk, vzfah zamestranca a

zamestnavaie'a padnerstvo alebo vztah

ladr aderelo a podriaderiho a zi o!ei
Ziadnei zo Zmluvnich stran nezaklad6 t6to

Zrnlr-rva prevo, pravomoc alebo opr6vnenie
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foregoing. PSI affrms that it has, lhrough a

contraclual agreement wlth the Sponsor, all rights

necessary to enier lnto and perform rhis

d) lf there is a discrepancy between

ihe English and the Sovak versions of ihis

Agreement, the actual inientior of the parties shall

be established by a good faith lnterpretaton

considerlng both verslons. ln case a discrepancy

cannot be resolved by such lnterpretation, the

Slovak version sha I prevail.

e) ln case of any legal dispute the

competent court shall be the cornpetent couir of

ihe domicile of the lnstitution

plnit alebo ukladal v mene druhet sirany

akejkoVek povlnnosti ai uZ qTslovne alebo

neprariro Wadren6, Bez ohladu na vysaie

uveden6 skuto6nosti PSI potvrdzuje, Ze ma na

zaklade zmluvy uzavretej so Zadavatelom

vsetky preva pokebn6 na uzatvorenie a

plnenie tejto Zmluvy.

d) V pripade rozporu medzi anglckou a

sovenskou verziou tejto Zmluvy bude

preuk6zani skuioani z6ujem Zmluvnich str,n

vikladom tejto zmluvy v dobrej vlere po

zvazenl oboch verzii. V pripade :e rozpor

nebude m6ct by.f vyreaeny timio vikladom,

bude uraujtca slovenska verzia.

e) V pripade sporu bude prisluanim

sndom na rozhodovan e snd v sidle lnititLlcie

Clln calSludy Agreement/ Zmluva o k inickom skaaaniNEIGR 005
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Ths Agreement has been executed in two T6to Zmluva bola vypracovan6 v dvoch

o ginals, one for each party. vyhoioveniach, pri6om ka:da zo zmluvnich stran

obdrZijedno.

DA1ED ihis er. day arkli'. .2a14 DArur,l: (den) -!L (mesiac)

PSI: PSI cRo slovakl/s'r'1 
cRo slovakra s,r.o"psr: psr cRo srovakla s.r.o.

^rEd€{t, 11, 81102 BratislavB
Slov€nst6 republlta

lnst tut on: Detskafakultna nemocnica Ko5ice
(Pediairlc Univerciiy Hospital K?sice)

i

:

Iills Director

Title: Country Manager, by Power ofAttorney

!3!9: Peir Sedlak, PhD

Title: by Power of Attorney

DArED rhis&day of t & ,2014

lnititncia: Detska fakJtqa ngqgelica KoSice
',,, -, ri,:r.1.:;j,tr,r.r::l:, nri:r*]

,. .; 
i

lvleno: MUDt4nqfid Urbanail.ov6, ltlPH

Funkcia: riadiielka

712014

ElIBqbj. Counlry Manager, na zaklada plnei mocr

oAtt-tr,t @ery 4lnestad oZ zoro

U9!9: PhDr. Peir Sed ak

Funkcia: na zaklad6 plnej moci

PSI CRO Slovakla s.r.q.
Medena 11, 81102 Eratislava

Slovenske republlla
reo:43 8oo 807

DIC|S( 2022515231 v

,/-
oetto t s loay ot,/, o' -1, zat n

,J

READ. UNDERSTooD AND AccEPTED BY:

-'.^:--------]l-
PREaaTANE. PocHoPENE aPRUATE KfM:----------'---,-.

DAruM: (den)4L (mesi aq :L-201 4

lvleno: N,4UDr. lrina Oravkinova

E!!Eq!li Skusajuci

,l
DATUIT1 (den) o<l lnesEc)

Namei rina Oravkinova,

Mq: Lnvestigator

MD

DATED this !&. day of ,2414

Cl nical Sludy Agreemenv Zmluvao klnickom skLlsani NEUGR-005

coNFlDENTlaLr DdvERNE
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APPENDIX A

Fee and Payment Schedute

I. FEES

The compensation shali be based on the number ofStudy Sribjects random zed into the Study

in comp iance with the Protocoland the number ofv sits performed wilh respect to these Siudy

Subjecls ln accordance with ihe fo low ng payrnents tab e.

ll. Payment Schedule

a) PSishallmake quaderly payment in based upon the above fee schedule for each cycle orvisit
by the Study Subjects, after the Case Report Forms have been completed and the PS Study

rnonitor has verified them against the source docurnents relevant to the compleied Case

Report Form sections.

b) PSI shall make the payments within 30 days after receipt of the undisputed invoice.

c) PSI shall make the ast payment afrer the lnvest gator has appropriately answered a I data

c arification requests and PSI has performed a closeout visit to the lnstjlui on.

lll. Payment Details

The pariies agree that PS sha I pay the eniire compensation to the nstitution to the account
indicted below:

ax D Number /a2a777BBA

leneficiary Name h dren Llniversliy Hosptal Ko6ice

lank Name llate Treas!ry

Radlinsk6ho 32,810 05 Btaislava

lank Accouni Nurnber 7000 280 825/ 8180

Cl n cal StLdy Aqreemen, Zm Lvao klinckom sknSani NEUGR-005 23125
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PRILOHA A

Rozpis platieb

l. Poplatky

Finan6na [hrada bude posk]tnut6 na zaktade poatu randomizovanlTch Uaastnikov zaradenich
do Stidie v sLllade s Protokolom a poatu navatev uskutoanenrch s ohtadom na odastniky
Shldie v silade s ni:a e uvedenou tabulkou Dlaiieb

II. Rozpis platieb

a) PSI vykona plaibu itvrtroane podla vyssie uveden6ho rozpisu plaUeb pre ka:di cyklus alebo
navstevu oaasinikov Stidie po vyptneni Z6znamov Llaastnikov it0die a ich overeni mon torom
Stidie z PSI oproU zdrojovlim dokumentom, reievantnim pre vyplnen6 Zaznamy laastnlkov
aindie.

b) PSlvykon6 platbu do 30 dni od doruaenia schvitenejfaktury.

c) PSI vykona posledn! platbu potom, ao Skusajlci riadne zodpovie na vietky otezky tikajL]ce
sa ldaiov Stldie a PSI vykona v ln5titL]ci zdvereanu nevstevu.

lll. Platobn6 (daje

Zmluvn6 strany sa dohodti, ,e PSt zaptati lnStitucii cetkovU aiastku na n Za e uvedenli [aet:

ltc /024777884

lelsk6 fakirlna nemocni.a Koi ce
\lazov banky iutna pokladnica

ladlinskeho 32, 810 05 Bratislava
islo bankov6ho l]anl i000 280 825/ 8180

Cl nical Stldy Agreemenu Zmtuva o ktintckom skisani NEUGR-OOs
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APPENDIX B - List of lndividuals - employees ofthe Pediatric lJniversity Hospital KoSice,

involved in the Study

PRiLOHA B -Zoznam os6b - zamestnancov Detskej fakultnej nemocnice Koaics, ktor6 sa
podiethjd na tejto srndii

lrina Oravk nov6, N,4D

. lgorJerao, MD

. Jana Vilmonovd.
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