
ZMLUVA O KLINICKOIV SKUSAN|

Tato zmluva o kllnickom skusani (dalej len "zmluva") je
uzatvoren6 medzi Al\y'GEN s.r.o., Klimentska 1216/46,
110 02 Praha 1, Ceske republika, le 271 17 8A4
zapisany v Obchodnom regishi Mestsk6ho s[du v Prahe,
pod spisovou znaakou C 97583 a jej materske
spolodnosf, alebo poboaky (d'alej len 'spolodnost"') a
Detske fakultna nemocnica Kosice, Tr. SNP 1, 040 11

KoBice, Slovenskd republlka, ICO 00606715, datej ten
"centrum". T6to zmluva bude povarovan6 za podpisan(
k posledn6mu diu, kedy ju niektora zo striin podpise.

1. ROZSAH SLUZIEB

1.1 Rozsah sluZieb. Centrum s[hlasi s t]rm, 2e
zabezpeai aby jeho zamestnanci - skusaj[ci a
spo[]skrsajlci, dodavatelia (dalej spoloane len
"predstavitelia centra") realizovali klinicke skusanie v
sUlade s touto zmluvou a protokolom klinick6ho sktsanla
ana zdkade pravnych predpisov platnich na 0zemi
Slovenskej republiky. Protokol pre klncke skUsanie a
s u:by, ktore majLl btt'vykonan6 ("klinick6 skisanie") je
protoko om spoloanosti d. 20130356 pod ndzvorn
,,Randomizovana, dvojito zaslepend, placebom
kontrolovand Stldia na zhodnotenie Udinnosti a
bezpeinosti Cinacalcetu HCI u pediatrickich tdastnikov
s druhotnym hyperparalyreoldizmom a s chronickim
ochorer'rr ob idiek. ktor dosl6va.u dializJ" tdale. en
"protokol') CerrrLm vyhlasJje 2e solia podTienky
podla S 3 vyhl6sky o sprdvnej kl,nickej pra{r a _e
pracoviskom povaZovanim za schv6lene zo skary
Stalneho LstavLr pre <orfiolu liec v Slovelskel republiky v
sLllade s S 29 odst. 2 z6kona L.36212011 Z.z. o liekoch
a zdravotnickych pom6ckach a o zmene a doplneni
niektorich zakonov. T[to zmluvu bud0 strany vyuzivat
len na i6ely iohto ledn6ho kiinick6ho sk0Sania. Centrum
je povinne upovedomlt spolodnost' o akychkolvek
podstatnich zmenach tikajLlcich sa zameslnancov -
skrlsajLlcch a spoluskusajicich v ramci klinick6ho
sk[Sania no v Ziadnom pripade centrum nesmie zmenit
sktsaj[ceho alebo spoluskLlBaj[ceho (ako je urdeny
vlejlo zmluve) vr6mci tohoto klinick6ho skrsania bez
predch6dzajiceho pisomn6ho sUhlasu spolodnost.

Centrum nebude brenit' predstavitelom centra a/alebo
skusaj0cemu ztdastnit sa ak6hokolvek stretnutia
trkajlceho sa tohoto klinickeho skusana, o ktor6 ich
spolodnost bude primerane Ziadat. Sktsajici bude riadit
a dohliadat nad klinick,rm skusanim.

1.2 Sk0saiuci. Centrum sa, prostrednictvom sluzieb
skUSajLlceho ("5kUSajIci"), zaobere lie6bou pacientov,
ktori by mohi byt po splneni stanovenich krii6rii v
s0lade s protokolom, vhodni na zaradenie v tomto
klinickom sk[Bani. SkUsajUci je povinni oznemit'
zaradenre pacienta do tejto kLinickej Sttdie zdravotnej
polstbvni zaraden6ho pacienta a obvodn6mu pedlatrov
pacienta.

CLINICAL TR

1. SCOPE OF SERVICES

This Ciinicai Trial Agreement ("Agreement") is made and
entered into by and among AIVIGEN s.r.o., Klimentsk6
1216146, 110 02 Ptaha 1, Ceske republika, lD number
\ld): 271 17 804, registered with the Commercial
Registry of the City Court in Prague, File No. C 97583
and ils parents or wholly owned subsidiaries of the parent
("Company") and Detska fakultn6 nemocnica Kosice, Tr.
SNP 1, 040 11 KoBice, Slovakia, Company lD: 00606715
hereinafler referred as "Site". This Agreernent shall be
considered fully executed on the latest date that a party
executes ihe same

ENT

1.1 Scope of Services. Sile agrees to ils employees -
investigaiors and sub-investigators, conhactors,
(colleotively, "Site Representatives") to perform the
Study in accordance with this Agreement and Study
protoco and under the Applicable Laws valid in the
Sovak Republic. The Prolocol for lhe clinical research
and services to be performed ("Study") is Company
Protocol 20130356 entitled " A Randomized, Open]abel,
Controlled Study to Assess the Efficacy and
Safety of Cinacalcet HCI ln Pedialric Subjects With
Secondary Hyperparathyroidlsm and Chronic Kidney
Disease Receiving Dialysis." (and its amendments)
("Protocol"). Slte declares that it fulfills the conditions
under S 3 of the Regulaton on Good Clinical Practice
and that it is deemed approved by the State lnstitute for
Drug Control of the Slovak Republic in comp iance with S
29 (2) Act No. 36212011 Coll., on Pharmaceuticals and
Medica lnshuments and on amendment of certain Acts.
Thls Agreement will be used by the parties for one Study
only. Site shall nolify Company of any material changes
to Study personnel, but in no event may Site change the
invesligator or any sub-investigator (as identified in this
Agreement) for the Study without Company s prior written
consent.

The Site will not hlnder Site Represenlatives and/or
lnvesUgator to from attending any meelings regarding the
Study as reasonably requesied by Company- The
lnvesUgator wiLl d rect and supeNise lhe Study.

Lllnvestigator. The Site, through the services of a
invesligator ("lnvestigator"), is engaged in the treatment
of patients who could be after fuliilling of certain criteria in
accordance with the Protocol eligible to participate ln the
Study. The lnvestigator is obliged to notify the enrollment
of the patient in this Study to the appropriate patient's
heallh insurance and the patient's general pediatrician.
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1.3 Biolooicke materlelv Vsetky vzorky ziskane od
Uaastnikov klinick6ho sktBania zaradenich do tohto
klinickeho sk0sania vratane krvi, kostnej drene, s6ra,
dosti6iek a inych biologicklich materi6lov sa budi
pou:ivaf len v s0lade s protokolom a s informovanlim
sthlasom uaastnlka klinick6ho skUSanla.

1.4 Zllely. V pripade zmeny lejto zmtuvy, ktora
sp6sobi zvysenie ndkladov alebo ak je potrebn6 atebo
vhodne akekolvek zvysenie kompenzacie za rcaliz6ciu
tejto zmluvy, spoloanosl'predlozi pisomne ozn6menie vo
forme listu o zvy6eni rozpoatu (dalej len, "zmena") centru
na zaznamenanie tohto zvysenia kompenzacie. Ak
centTum nevznesie n6mietku vodi tejto zmene do
desiatich (10) kalend6rnych dni od detumu zmeny, t6to
zmena bude predstavovat'Upravu tejto zmluvy.

1.5 Odchvlkv od orotokolu. Ak si principy uveden6 v
harmon zovanych trojstrannich smerniciach pre Spr6vnu
kllnicki prax ICH (dalej len "lCH GCP') ohtadom
bezpednosti Uaastnikov klinickeho sk{lsania (ako je
definovana v tomto dokumente) vyzaduj[] odch]rlku od
protokolu, je potrebn6 dodrziava[ ICH GCP a tato
odch,rlka musl b,,t okamzite nahlasene ostatn:im
slran6m tejto zrn uvy. Cenkum a skusajici tieZ musia do
dvadsiatich Styroch (24) hodin upovedomif spolodnost o
akomkolvek v6:nom poruSeni, o ktorom sa centrum
alebo sktSajljci dozvie. Na i6ely tohto ustanovenia,
"vaZne porusenie" bude znamenat poru6enie
Standardov ICH GCP a ebo protokotu k inickeho
skLlSania, ktor6 pravdepodobne ovplyvnt (i) bezpeanosi'
fyzickej alebo dusevnej integrity Udastntkov ktinick6ho
skusania v ramci ktorehokolvek klinickeho skUsania,
alebo (ii) vedecku hodnotu ktor6hokolvek klnick6ho
skusania. Okrem toho musia centrum ako aj sk[Sajuci o
tejto odchylke alebo poruseni okamzite informovat
nezavisli eticku komsiu (dalej len 'lRB/lEC") a
akykollek vl6dny org6n tak, ako to mOZe vyZadovat
prls uSni pravny predpis (akoje definovany niZSie).

2. OBDOBIE PLNENIA A ZARAoOVANIE
UeAsTNiKov KLTNTcKEHo sK0SaNtA

2.1 Klinick6 skisanie sa zadne po uzavreli leilo
zmluvy, po vydanisUhlasn6ho Rozhod;utia SUKLU. aio
aj schvd eni IRB/IEC, a vsetkych potrebnich povoleni
prislusnych orgenov St6tnej sprdvy a bude pokradovat'aZ
do ukondenia kllnickeho skusania, ako to vyZaduje
protokol (vr6tane pripadnich zmien), pokiat tato zmluva
nebude ukondena sk6rv silade s jel podmienkami.

2.2 Skt6ajlcl vynalo:i do najvddsie isitie na to, aby
zarad,lo.hodnoritelrich iaastnikov Kltnickdho skusalia.
kto i splia.U vsetky kvalifikacle po2iadavky proio<o,L
(d'alej len'idastnik klinickdho skUSania/tEastnici
klinickeho skisania") do maximelneho podtu, ktory je
stanoveni v tu prilozenom Rozpise A a predstavuje podet
zaradenich 06astnikov v tomto centre.

1.3 Bioloqical l\,,lalerials. All samples derived from
Subjects enrolled jn the Sludy, including blood, bone
marrow, sera, platelels and other biological materials
shall only be used in aocordance with the Protocol and
the Subject informed consent.

1.4 Chanqes. ln the event of a change to this
Agreement that resuits in an increased cosl, or if any
increase in the 6ompensation due for the conducl of this
Agreement is necessary or appropriate, Company shall
provide written notice in the form of a budget increase
letter ("Change") to the Site to memorialize such
increase in compensation. Uniess the Site objects to
such Change within ten (10) calendar days of the
Change's date, said Change shall constitute an
amendmeni to this Agreement.

1.5 Prolocol Deviations. lf principles outlined in the
ICH Harmonized Tripartite cuidellnes for Good Clinical
Practice ("lCH GCP") relaiing to the safety of Subjects
(as defined herein) require a deviation from the Protocol,
ICH GCP should be followed and the deviation shall
immediately be repoded lo the other parties of this
Agreement. Site and lnvestigator shall also, wrthn
twenty-four (24) hours, notify Company of any Serious
Breach of which Site or lnvesligator become aware. For
the purposes of this provision, a "Serious Breach" shall
mean a breaoh of ICH GCP or Study Protocol, which is
likely to affec1 (i) the safety of physical or mental inteqrity
of the Sublects of any Study; or (ii) the sclentific value of
any Study. ln add tion, Site as well as lnvestigator shall
promptly inform the lnstitution Review Board or
lndependent Ethics Comm ttee ("lRB/IEC") and any
governmental authority as may be required by App|cable
Law (as defined herein) of such deviation or breach.

2. PERFORMANCE PERIOD AND ENROLLMENT
OF SUBJECTS

2.1 The Study will commence upon execution of this
Agreement, receiving approval of the SUKL as wel as
IRB/lEC, and any requhed approvals of appllcable
governmental authorities and wjll continue until
completion of the Sludy as aequired by the Protocol
(including any amendments thereto) unless this
Agreement is terminated earlier pursuant to its terms.

2.2 lnvestigator shall use its best efforts to enroli
evaluable subjects who meet all of the Protocol eligibility
requirements ("Subject(s)") up io the maximum number
as sei forth in Schedule A atlached hereto. This number
represenls the number of partioipants enrolled in this
particular Slte.
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2.3 K inick6 skUsanie bude centrum zasltpen6
skUsaj[cim vykon6vat'na svojom pracovisku: Klinika deli
a dorastu, Detskei fakullnej nemocnice v Koiiciach, Tr.
SNP 1 040 01 Kosice.

2.4 
'de 

o etapu a. 3 klinickej Shldie, kbre zadne priblizne
diom 15.11.2014 a bude tNat prbllzne 24 t,rzdriov a
predpoklada sa Ze bude ukondena diom 15.05.2015,
pokial' nebude predaasne ukon6en6.

3. PLATBA

3.1 Platba Platba a platobne podmienky za
prislu6n6 sluZby budu stanoven6 v Rozp se A tejio
zmluvy. Centrum vyhlasuje a garantule, ie kompenzecia
poskytovand podla podmenok tejto zmluvy tak ako
m6Ze blt upravene nasledujUcimi zmenami predstavuje
spravodlivi trhovt hodnotu aje vsflade s prislusnjiml
z6konmi (ako sU tu definovane) a je Ue2 v sllade s
poplatkami Uatovanymi za podobne aktivity v danel
zemepisnei oblasti centra, bo a dohodnuh bez
ovplyviovania, a nes0visi so Ziadnym rozhodnuiim
o obstarani a ebo propagecli vyrobkov spolo6nosti (alebo
jej pridlenenych organizacil), objerrom alebo hodnotou
Ziadnych odporlldani alebo in6ho obchodovania inak
vytvoreneho medzi spoloinoslou a centrom

3.2 Odstripenie Llaastnika klinickeho sklisania.
Spoloanosf nebude maf ziadnu povinnosl' poskytnLlt'
centru kompenzaciu za Lldastnika klinickeho skisania,
ktoni bol urdeny ako nevyhovujici pre kl n cku StLld u, s
vinimkou neispesnich skriningov, ak je to stanoven6
v Rozpise A telto zmLuvy, a ebo za dalsle osoby, ktore s0
zaraden6 do k inick6ho skiSania bez predchadzajoceho
pisomn6ho s[]hlasu spolo6nosti. Ak Udastnlk klinick6ho
skUSania (i) odstlpi dobrovolne alebo (ii) bude vyl0aeny
z klinickeho skisania z akehokolvek in6ho dovodu nez
kv6l tomu, 2e nespiria po:iadavky vhodnosU, spoloanost
bude centrum kompenzovaf v s[]lade s podmienkami
tejto zrnluvy za postupy dokondene k daturnu tak6hoto
odstLlpenia.

3.3 Vvrovnanie platieb. Ak ku ukondeniu klinick6ho
skisania spooanosl' vyplaUla sumy podla podmienok
tejto zmluvy ktor6 prekraauj, celkov6 n6klady na k inlck6
skl]sanie uvedene v Rozpise A, centrum musi do
tridsiatich (30) kalend6rnych dnl spolodnosti vratit'
akUkoVek sumu vyplatenu spoloanostou, klorA prevysuje
upravene naklady klinckdho skusania. Centrum s[hlasi
stym, ie spolodnosti alebo jej z6stupcovi poskyine
vsetky ZiadosU o p atby v zmysle podmienok
stanovenich v Rozplse A do hidslatch (30) kalendernych
dni od prjatia upravenel zevereanej patby za klinick6
s\usa1re. Ak !o nre Je noz1d. cenfJrr je povnrd
vyhotovif vsetky Ziadost o platbu najnesk6r do
dvandstich (12) ka endernych mesiacov od tohto diitumu.
Po uplynuti tejto lehoty nebude spolodnost povinne
uhradit Zladne platby.

3.4 Dane. coln6 poolalkv a imoortn6/exportn6 clo.
Ceny aodmeny dohodnut6 v tejto Zmluve obsahuju

2.3 The Study will be conducted by the Siie represented
by the lnvesiigator at its workplace: Kinika deti a
dorastu, Detska fakultne nemocnica, Tr. SNP '1, 040 01
KoSice.

2.4 Ths ls a 3 phase of Study, which shall begin on
approximatey 15.11.2014 and will ast approximately 24
weeks, therefore eslimated to be completed on
I 5.05.2015 unless ierminated prematurely.

3. COIVPENSATION

3.1 Compensation. Compensation and payment
terms for the applicable services shall be as set forth rn
the Schedule A of this Agreement. Site represents and
warrants that the compensation provided under the terms
of this Agreemenl as may be arnended by slbsequent
Changes, represents fair market value and complies with
Applicable Laws (as defined herein) and is consistent
with fees charged for slmllar actvlties in Site's
geographica area, has been negotated at arms-length,
and is unrelated to any procurement decision or
prornoUon of Company's (or its affiliates') products, the
volume or value of any referrals or other business
otherwise generated between Company and Slte.

3.2 Subiecl Withdrawal. Company shall have no
obllgation to compensate Site for a Subject who s
determined to be ine lglb e for a Study, except for screen
fais as set forth in Schedule A aiiached to this
Agreement, or for additional individuaLs who are enroiled
in a Study without Company's prior written approval. ln
the event lhal a Subjecl (i) withdraws vol!ntarily; or (il) is
withdrawn from a Study for any reason other than the
Subjeot failing to meet eligibility requirements, then
Company shall compensate Site purs!ant to the terms of
th s Agreement for the procedures completed ihrough the
date of such withdrawal.

3.3 Pavment Reconcilaton. lf, at the completion of
the Study, Company has pa d sums under the terms of
this Agreement that exceed the total Study cost as
provided in the Schedlle A, Site sha l, within thiriy (30)
calendar days reinrburse to Company any amount paid
by Company that exceeds the adjlsted Study cosi. Site
agrees to provide Company or its representaUve with all
requests for payment under the terrns set forth in
Schedule A within thirty (30) calendar days after receipt
of the adjusted Study/fina payment. Where thls is not
possible, Site shall make all payment requesls at the
latest wlthin tweve (12) calendar months thereafter.
Company shall not be obligated to make any payments
after this period has expired.

3 4 Taxes. Customs. Fees. and lmoorvExpo( Duties The
pricing and compensation except the compensalion for
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vsetky n6klady v remci tejto StUdie okrem odrnien pre
sklsa.jtceho a spolusk0sajUcich, zamestnaneck6,
spotrebitelsk6, u:ivatelske a in6 podobn6 dane (okrem
dane z pridanej hodnoty ("DPH") ldane z Weda)a),
odvody, clo, poplatky a aiastky, ktor6 sl:t stanovene
zdkonom k d6tumu platnosti (ako je definovani vtelto
zmluve) tejto zmluvy alebo pred timto d6tumom,
nezAvisJe na iom, ai srl vtedy platne alebo neplatn6.
DPH/dai z predaja, ak je to vhodn6, bude zaplatene
spoloanostou v prlslusnej sadzbe do tridsiatich (30)
kalendernych dni po prijati platnel iaktlry tykajucej sa
DPH/dane z predaja. Centrum, nie spolo6nosf, blde
zodpovedn6 za vsetky dane zo vSetkich prijmov, ktor6
centrum ziska od spolo6nosU podla tejto zmluvy.

3.5 Platby od spoloenosti splatn6 centru podfa tejto
zmluvy budo vyplaten6 a odoslane nasleduj0cim
sp6sobom:

lnvestigaior and Subinvestigator agreed herein are
inclusive of al applioable employment-related, consumer,
use and other similar taxes (except Value Added Tax
("VAT")/sales iax), leves, duties, fees, and assessments
which are legally enacted on or before the Effective Date
(as defined herein) of the Agreement, whether or not then
in effect. VAT/sales tax, if applicable, will be paid by
Cornpany at the applicable rate wilhin thirty (30) calendar
days followng receipt of a valid VAT/sales tax invoice.
Site, not Company, shall be responsible for any and all
taxes on any and all income Site receives from Company
under this Agreement.

3.5 Payments from Company to Site due hereunder
shall be made oayaole and sent lo rhe folowing:

Payments payable to:
N6zov rlatu:

Detsk6 fakultna nemocnica Ko6ice ("Payee") ( Prijemca")

IBAN/Account N!mber:
IBAN /Cislo i6tul

sK 50 8180 0000 0007 0002 80825

SWIFT/Sort Code:
SWIFT K6d:

SUBASKBX

Bank Name:
NAzov bankv:

Stdtna pokladnica

Centrum m6ze prileiitostne pisomne poziadaf o zmenLl
inform6cii tykajIcich sa prijemcu platby Spol06nost' musl
byt na tak6to zmeny upozornena pisomnou formou Ak
spolodnost sLlhlasi s vyziadanou zmenou, nebude
pokebn6 urobit'Zladne d'al5ie Upravy zmluvy.

4. DOVERNE INFoRMACIE

4.1 D6vern6 informdcie. S ohiadom na vlastnicke
pft)va a zau)fiy spolodnosti cenkum suhlasl s tym, ie
bude udrziavat v tajnosti vsetky informecie prijat6 od
spolocnosti alebo v jej mene, alebo zlskane v d6sledku
plnenia tejto zmluvy alebo vypracovan6 poaas klinick6ho
skisania (dalej len "d6vern6 informacie"), a dalej
sthlasi Ze obmedzi prlstlrp ku v6etkym dovernym
rnformaciam len na tie osoby, ktor6 sa priamo pod
kontrolou centra bud0 zap6jat'do pou:ivania tychto
informecii na tdely plnenia povinnosti podla tejto zmluvy.
Tieto informacie nesm[ byf nikdy pou:ite na Ziaden iny
Uael ne2 s0 laely popisane vtejto zmluve a nesmu byl'
poskytnut6 Ziadnej ketej strane bez predchiidzajuceho
pisomneho s0hlasu spolodnosti.

4.2 Vvnimkv. Povinnosti stanoven6 v tomto dlanku
sa nebldLl vztahovat na :iadnu aast d6vernich
informecli, ktore (i) sU alebo sa neskor stanU vseobecne
pristupn6 verejnosti v dosledku pou:ivania, publikovania
a podobne avsak nle v d6sledku konania alebo
opomenutla cenlra; (ii) centrum vlastnilo pred poslednim
d6tumom podpisu tejto zmluvy bez toho, Ze by bolo
povinn6 tieto ddvern6 informacie udr:iavat'v tajnosti, {iii)

From time io time, the Site may request n writing a
change in payee information. Such changes need to be
sent in writing to Company. lf Company agrees to the
requested change, no additional amendment of the
Agreemenl will be necessary.

4. CONFIDENTIALINFORMATION

4.1 Confidential Information. ln view of Company's
proprietary rights and interests, Site agrees to maintain
as confidential all information received from or on behalf
of Company ot obtalned as a result of the performance of
this Agreement or developed under the Study
("Confidential lnformation"), and fufther ag.ees to limit
access to any Confidentia lnforrnation to only those
persons who, !nder Site's direci control, will be engaged
in employing such information for the purposes offulfilling
the obligations under this Agreement. At no time shal
such information be employed for any purpose other than
as described herein or disclosed to any third party
without the prior written consent of Company.

4.2 Exclusions. The obligations set forth ln this
Article shall noi apply to any porUon of Confidential
lnformation which (i) is or later becomes generally
available to the public by use, publication or the like,
through no act or om ssion of Site; (ii) Site possessed
prior to the latest execution date of this Agreement
without belng subject to an oblgation to keep such
Confidenual lnformation confidential; (iii) is law,fully
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s[ zekonne ziskan6 bez obmedzenia od tretej strany,
ktor6 mala zakonne pravo ich poskytnrt centru; alebo (iv)
ich nez6visle vyvinulo centrum bez pouzitia alebo prinosu
d6vernich inform6cii, ako dosveddia pisomne zaznamy
centra V pripade :e centrum bude podla zakona
povinn6 zverejnit akekolvek d6verne informAcie,
okamzite o tom zasle spolodnosti ozndfirenie este pred
akymkolvek zverejnenim, vynalozi ao najveasie Llsllie na
minimaliz6ciu zverelnenia akiichkol'vek d6vernych
informacil a bude spolupracovat so spolodnostou, ak sa
spoloanost bude snaZit'zlskat ochrann)i prikaz alebo iny
vhodnY opravni prostriedok.

4.3 Vratenie d6vernvch informdcii spolodnosti.
Centrurr musi spolo6nosti vratit vsetky d6vern6
informecie patriace spoloanosti v hmolnej forme,
vrahne, bez obmedzenia, vsetkich kdpii, prekladov
vykladov, odvodenych prec a ich uprav, okam:ite na
poziadanie spolo6nosU. Bez ohladu na vyssie uveden6,
ak si to prislusni zakon bude vyiadovat, si centrum smie
ponechat jednu (1) k6piu prisluBnlich d6vernich
nform6cii len na ,aely evidencie a to v rozsahu
stanovenom prisluSnym 26konom (ako je tu definovany).

5. VLASTNiCKE PRAVA

5.1 Vlasinictvo. Centrum s0hlasi stym 2e vSetky
nfornacie, vynalezy, objavy, know-how a z epSenia
vyplwajLlce z klinick6ho skusania reallzovan6ho v
zmysle tejto zmluvy, vrdtane, ale neobmedzuj0c sa len
na materiel, ktori je predmetom patentu, ochrannej
znSmky alebo autorskich prdv vyplyvajlclch ztohoto
klinickeho sktBan a (dalej len 'autorsk6 prava"),
okamziie oznami spolodnosti a bud! vylldnym
vlastnich/om spolodnosti Amgen lnc. Centrum tymto
prevedza a postupuje spoloanosti Amgen lnc. v plnom
rozsahu prdvo a n6rok na autorsk6 prSva a s0hlasis tim,
:e podnikne take kroky, ktore spo oanost'bude primerane
vyzadovaf, aby toto vlastnictvo vstUpilo do platnosti
Centrum neb!de br6nit hlavn6mu skl-isajrcemu a/ alebo
predstavtel'om centra previest' a prlradit' Amgen lnc. plne
pravo a nerok na vsetky autorske prava. Spoloinosf
Amgen lnc,. a jej dcerske spoloanosti alebo pri6lenen6
organizacie vratane spo o6nosti, mOZ! zdatfia vyuzi'tal
autorsk6 prdva, ktore st visledkom tejto klinickej Sttldie.
Pre kazde klinick6 skLl6anie je centrum cez skLlSajLlceho
povinni dodat spolodnosti vsetky Udaje vysledky
formulSre pripadovich spriiv kllnick6ho skUSania a
prljatel'nU spravu skLlSajlceho. Akdkolvek autorsk6 priiva
tykajlce sa akychkol'vek takychto l]dajov, vysledkov
formulerov pripadovich sprav a sprevy skUSajrceho
budi viluentim majetkom spolodnosti. SpoLoanost' ani
centrum neprevedie na inl stranu vyp Wajtce z tejto
zm!uvy Ziadne patentov6 pr6vo, autorsk6 pravo ani
ziadne in6 vlastnlcke pr6vo Ziadnej strany s vynimkou
toho, ako je popisan6 v tejto zmluve.

5.2 Pou2itie llediva. ktor6 ie predmetom klinick6ho
sktlSania Centrum sthlasi s tym, Ze pouzltie llediva ktor6

le predmetom klinick6ho skosania a bude poskytnut6
vzmyse tejto zmluvy, na akykolvek iny u6el okrem

obiained withoul restriction from a thhd party who had the
lega right to disclose the same to Site; or (iv) is
independently deveoped by the Site without the use or
benefit of Confidential lniormation as evidenced by the
Site's written records. ln the event Site becomes legally
compelled to disclose any Confidenlial lnformation, lt
shall immediately provide Company with notice thereof
prior to any disclosure, shall use its best effoats to
mlnimlze the disclosure of any Confdenilal lnformation,
and shall cooperale lvith Company should Company
seek to obtain a protective order or other appropriale
remedy,

4.3 Return of Comoanv's Confidential lnformation
Slte must return to Company al of Company's
Confidential lnformation in tangible iorm, including
wilhout limilation all copies, translations, interpretations,
derivative works and adaptations thereof, immediateLy
upon request by Company. Notwithslanding the
foregoing, lf and to the extent required by Applicable Law
(as defined herein), Site may retaln one (1) copy of
applicable Confidential lnformation for record keeping
purposes only.

5. PROPRIETARY RIGHTS

5.1 Qglqq[ip. Site agrees that all information,
inventons, discoverles, know-how and lmprovemenis
resulting from this Study conducted under ihis
Agreement, including but not limited to maieriallhat may
be subject to pateni, lrademark, or copyright protection
("lntellectual Property") shall promptly be made known
to Company and shall be the sole property of Amgen lnc.
Site hereby transfers and assigns to Amen lnc. Site's full
right and title to all lntellectua Property and agrees to
undertake such actions reasonab y requested by
Company to give effect to such ownership. Site
represents and warrants that ii shall not hinder the
lnvestigator and Site Representatives from hansferrlng to
the Company any and alL transferable rights to
lnlellectual Propertv. Amqen lnc. and its subsldlaries or
affiliates including the Company shall be free to use the
lntellectual Properly, that resu ts from this clinical StLrdy.

For each Strdy, Site through lnvesligator shall furnish to
Company all Study data, results, case repoi( forms and
an acceptable investigaioas report. Any copyright in any
such data, results, case report forms and invesligato/s
reoort shal be the sole property of Company. Neither
Company nor Site transiers to the other by operation of
ihis Agreement any palent right, copyright right, or other
proprietary rght of any party, except as described in th s
Agreement.

5.2 Use of Studv Druq. Site agrees that use of a
Shrdy Drug provided under this Agreemenl for any
purpose outside of a Study ls prohibited. If Site uses a
Study Drug provided under ths Agreement for any
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klinickeho sklsania je zakbzan,. Ak centrum pouzije
liedivo, ktore je predmetom klinickeho skllsania a bude
poskytnul€ v zmysle tejto zmluvy, na akjikolvek iny [ael
okrem klinickeho skuaanra, so vsetklrmi Udajmi,
visledkami, ziivermi, pozorovaniami, objavmi, vynalezmr,
n6padmi, know-how, postupmi, zlepseniami a podobne,
di uZ sU patentovatel'n6 a ebo nie, sa musi zaobchadzaf
vo vsetkych ohladoch ako s dusevnym majetkom v
sllade s touto zmluvou a budi vyludnym majetkom
spolodnostl.

6. PUBLIKACIE

6.1 Centrum berie na vedomie a suhlasl s tim, Ze
skUsajrci a spo oanost' m6 pr6vo prezentoval' vysledky
klinick6ho skraanla a ma prevo nechat si stanovif k
tomu prlslusne prava a povinnosti-

6.2 Toto Klinicke skUsanie bude realizovan6 vo
viacenich centach (muLticentrlcke klinick6 skllSanie).
Cenlrum sihlasi s tym Ze ak je klinick6 skLlsanie
suaastou multicenhickeho klinlckeho skisania,
akakotvek publik6cia cenira o vysledkoch klinickeho
sk[sania nesmie byt vydana pred vydanim prvq
muticentrickej publikacie Autorstvo akejkolvek
multicenlrickej publikecie urdi spolodnosl' na zAklade
podslatn6ho prispevku k nSvrhu, analize, interprelacii
tdajov, koncipovaniu a/alebo zesadnim reviziam
akehokolvek rukopisu (rukopisov) odvodenych od
klinickdho skUSania. Ak nevznikne iiadna multicentrick6
publikicla do osemndstich (18) mesiacov od ukonaenia
alebo zrusen a klinickeho skosania vo vsetklich centrech,
po overenl si u spo oanosti a po tom, ako boivsetky
udale prijat6 a analyzovan6 spolodnosl'ou a boli
\ryriesend vSetky ot6zky bude mat' centrum prevo
publikovat'svoje visledky ziskan6 z klinickdho skusania
v sflade s vyssie uvedenymi poziadavkami Po posudenl
akejkolvek publikacie spo oanosfou tak, ako je uveden6 v
tejto zmluve, m6ze centrum publikovat vysledky
klinickeho skusania skor v primerane potrebnom rozsahu
v pripade akdhokolvek vniman6ho ohrozenia verejn6ho
zdravia stvisiaceho s liedivom, ktori je predmetom
klinick6ho sk[sania za predpokladu, :e centrum
primerane zvazi vsetky pripomienky spolo6nosti ohladom
takejto publikdcie.

7. REAGENSY A LIEEIVO, KTORE JE
PRED[/tETOM KLINICKEHO SKUSANIA

7.1 Spolodnost poskytne nasleduilce liedivo
(liediva), ktor6 je predmetom kinick6ho skLlsania) tak,
ako to vyzaduje protokol: Cinacacei HCI (d'alej len
"lieiivo (lie6iv6), ktor6 je predmetom klinick6ho
skfsania"). Cearrur a skLr6a.uci su,llas'a a zaruauru 2e
nebudLl :iadat platbu ani refundaciu od iiadneho
[dastnika klnlck6ho skrsania ani tretej strany za nakady
na liedvo ( ieaiva), ktor6 je predmetom kliniokeho
sklsan a alebo za lieaivo, klor6 je predmelom klinick6ho
sklsania a je posklovan6 spolodnostbu zdarma

purpose outside of a Study, all daia, results, conclusions,
observations, discoveries, inventions, ideas, know-how,
prooedures, advancements and the like, whether
patertable or not, shali be treated in all respects as
lntellectual Property in accordance with this Agreement
and shall be the sole property of Company.

6. PUBLICATIONS

6.1 Site acknowledges and agrees that the lnvestigator
and Company have the right to present the results of a
Study and have determined their respective rrghts and
obligations therefore.

6.2 Multicenler Studv. Site agrees that if the Study
is part of a multi-center study, any publicalion by Site of
the resulls of the Study shall not be made before the firct
multi-cenler publication. Authorship of any mulii-center
publication will be delermrned by Company based upon
substantial contribution lo the design, analysis,
interpretation of data, drafling, and/or critical revisions to
any manuscript(s), derived from the Study. ln the event
that, as verified wth Company, there is no multi-center
publication within eighteen (18) months after the Study
has been completed or lerminated at all centers, daia
has been received and analyzed by Company, and all
queries have been resolved, Site sha I have the right to
publish its resulls from lhe Study subject to the
requirements described above. Subject to Company's
revlew of any publication as provided in this Agreement,
Slte may publish the results of lhe Study earlier to the
extent reasonably necessary ln the event of any
perceived public health risk related lo the Study Drug and
provided that Site reasonably considers any Company
comments regarding such publicalion.

7. REAGENTS AND STUDY DRUG

7.1 Company shall provide the foilowing Study
Drug(s) to Sile as required by Protocol: Cinacalcet HCI
("Study Drug(s)"). The Site and invesligators agree and
warrants that it will not seek payment or relmbursemeni
from any Subject or third party for the cost of the Study
0rug(s) or the Study Drug that is provided without charge
or reimbursed by Company under th s Agreement.
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v zmysle tejto zmluvy.

7.2 Blochemick6 vysetrenla u zaradenich 0dastnikov
klinick6ho skusania bud! vykonevan6 v centralnom
laborat6riu v Covance, Rue lvloise-Marcinhes 7, 1217
Ivleyrin, Geneva, Switzer and.

8. POZADOVANE VYBAVENIE A SYSTEMY

8.1 Po:adovan6 wbaven e dodan6 spolo6nosfou.
Skany beru na vedomie, Ze pre sprivnu realizaciu
klinlck6ho sk[Sania je potrebne urait6 materi6]ne
vybavenie. Ak sa spolodnosf a cenkum zhodnli, Ze
centrum nema dostatoany prlstup k niektor6mu alebo
celemu takemuto urait6mu vybaven u, potom toto
vybavenie bude identifikovan6 v tejto dasti zmluvy a bude
uveden6 ako "po:adovan6 vybavenie" a tento alanok
zmluvy moze wadzal, 2e spoloanost' a ebo jej z6stupca
dod6 centru pozadovan6 vybavenie alebo centru preplali
n6klady nai v sulade s podmienkami tejto zmluvy a ako
sudasf kompenzacie za slu:by dodavan6 centrom
v zmysle tejto zmluvy. Ak je v tomto ednk! zmuvy
uveden6, 2e spolodnos{ doda centru po2adovan6
vybavenie, spolodnost alebo jej z6stupca zariad
doru6enie tohto pozadovaneho vybavenia na adres!
uvedenI v tomto alanku zmluvy. Ak m6 centrum prevziat'
vlastnictvo tohto pozadovan6ho vybavenia, v astnictvo a
pravo na toto po:adovan6 vybavenie prejde na centrum v
dase doru6enia. Ak je v tomto dl6nku zmluvy uveden6, :e
spo odnosl'alebo lej zdstupca preplati centru neklady na
pozadovane vybavenie, tAto suma na preplaten e nesrnie
prekrodil' sumu uvedenu v Rozpise A tejto zmluvy
a spolo6nost musi byt predloZen,, d6kaz o tychto
nekladoch.

Centrum ku diu podpisu tejto Zmluvy pozaduje nasledn6
vybavenie: centrifrlga, tri (3) kalibrovan6 teplomery,
|STAT POC device (ruany prlstroj na meranie CA v krvi a
eDiary (pacientsky dennik) pre kazdeho idastnika
klinick6ho skIsania).

8.2 Spolodnostou zapo2ldan6 oozadovane
wbavenie. Ak pozadovan6 vybavenie bude centru
zapo2i6an6 po6as trvan a k inickeho skosania,
spolodnosf alebo lej zastupca s[] povjnni poskytnrt
pozadovan6 vybavenie. Toto pozadovane vybavenie
zostane po celi aas maietkom spoodnosti alebo jej
z6stupcu, bude identifikovan6 ako take a smie byt
pouzivan6 len na realizaciu kLinick6ho skusania Centrum
zabezpedl aby boo pozadovand vyoaven.e sprdvne
Lrskladnen6 a pou:ivan6. Ak to nie le vyslovne uveden6
v tomto 66nku zm uvy, spolo6nosl'nebude zodpovedna
za inBtal6ciu an technickli podpor! alebo idrzbu
pozadovan6ho vybavenia. Spolodnosl' vsak poskytne
techn ck0 podporu centru ohfadom pouZivania
ak6hokolvek softv6ru vlastneneho spooanosfou, ktor6
centrum na nstaluje. Po dokondeni alebo pred6asnom
ukondeni klinickeho skusania si spoloanost'alebo jej
z6stupca m6ze vyzdvihnrt ak6kolvek alebo vsetko
pozadovand vybavenie, ktoreho vlastnicke pr6vo patri
nadalel spo odnosU alebo jej z6stupcovi.

7.2 Biochemica tests for patients incuded in this Study
shall be conducled in a cenlra laboratory named
Covance, Rue l\4oise-lvlarcinhes 7, 1217 Meytln,
Geneva, Switzerland.

8. REQUIRED EQUIPMENT AND SYSTEMS

8.1 Qe-E-B.a!vfrqvi.dc!-89s.uilcLEq-u!p.|!e!]. The
parties acknowledge that ceriain material equipment s
needed to proper y conduct the Siudy. lf Company and
Site agree that Site does not have sufficient access to
some or all of that certain equipmenl, then such
equipment shal be identifed rn this section of the
Agreement and refeffed to as "Required Equipment" and
this section of the Agreement may specfy that Company
or its representative wil supply Site with the Reqllred
Equipment or relrnburse Site for the costs of such,
subject to the terms of ihis Agreement and as part of
compensation for services rendered by Ste under this
Agreenent. lf this section of the Agreement specifies
that Company will suppy Required Equipmenl to Site,
Company or its representaUve shal arrange for the
delivery of such Required Equiprnent to the address
specifled in this secton of the Agreement. lf Site is 10

take ownership of Requhed Equipmenl, ownersh p and
title of the Required Equipment shall transfer to Site at
the time of delivery. lf this section of the Agreemenl
specifies that Company or ts representalive will
reimburse Site for the cosls of the Required Equlpment,
such reimbursement amount shall not exceed that
amount whch is Listed in the Schedule A of this
Agreement and the proof of such costs shall be provlded
lo Company.

Sire requlres upon the execution of ths Agreement
following equipment: Centrifuge, three (3) calbrated
thermometers, ISTAT POC device and eDiary for each
Subject.

A.2 Comoanv-Lent Reauired Equipment. lf the
Required Equipment will be lent to the Site for the
duration of the Study, Company or its representative shall
provide the Required Equ pment. Such Required
Equipmeni shall remain Company's or its representalive's
property at all times and shal be identifed as such and
can only be used to peform the Study. The S te shall
ensure that the Requhed Equipment ls siored and used
proper y. Unless expressly provlded in this seclion of the
Agreement, Company shall not be responsible for
inslallation of or technical or maintenance support for
Required Equipment. Company shall, however, provde
technical support to Site n the use oi any Company
proprietary sofhrare installed by the Site. At the
completion or ear ier termination of the Siudy, Company
or its represeniative may retrieve any or al of the
Required Equipment, title to which remains with
Company or its represeniatve.
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Spolodnost' ku drtu podpisu tejto zmluvy dava centru do
bezplatnej vipoZidky nasledn€ vybavenie: centrifrlga, hi
(3) kalibrovan6 teplomery, iSTAT POC device (ruan,
pristroj na meranie CA v kryi a eDiary (paclentsky
dennlk) pre ka:d6ho ri6astnika klinick6ho sklsania)-

8.3 Po:adovane svstemv. Centrum suhlasi Ze bude
implementovat' a bude pouzlvaf aklikolvek elektronicki
system, ktory spolodnost m6ze Specifikovaf na
pouzivanie pri podavani spr6v a monitorovani klinickich
ida.ov a zistenl v 16mci k[lickeho sku6alia.

9, DoDRZIAVANIE PRiSLUSNYcH zAKoNov
A AKCEPTOVANEJ PRAXE

9.1 UznAvanA o'ax- V s0lade s touto zmluvou bude
centrum realizovat' a zabezpeal, aby predstavitelia centra
realizovali klinick6 ski6anie profesionalnym a
kompetentnim sp6sobom, s pouzitlm stuptia schopnosti,
starostlivosti, prezieravosti a predvidavosti, ktor6 sa
rozumne a bezne daj, oaakivat' od zruanlich a
skisenlich profesiondlov zapojenych do zabezpe60vania
klinickeho skusania a einnosli, z ktonich pozostava.

9.2 Dodrziavanie prlsluSn\7ch zekonov. Centrum
a sk[Sa]ici zabezpeai, aby bo o klinick6 skLlsanie
realizovan6 v s ade so vseobecne uznevanyml
Standardml spravnej klinickej praxe, vBetkliml plalnimi
pravnymi predpismi na Lizerni SR, najma v s0lade so zak.
e.36212411 Z.z. o liekoch a zdravotnickych pom6ckach a
o zmene a doplneni nieklorich zekonov, o zmene,
zekona L. 57612044 Z.z o zdtavolnq starosllivosti,
sluZbdch s0visiacich sposkytovanim zdravotnej
starostlivost vzneni neskorsich predpisov, zakona d
57812004 Z.z. o paskylovateloch zdravotnej starostlivosti
vzneni neskorsich predplsov, zekona i, 1222a13 Z.z.
o ochrane osobnych ddajov v zneni neskorsich predpisov
z6kona a. 455/1991 Zb., o Zivnostenskom podnikani
(Zivnostensky z6kon) v znenl neskoraich predpisov
a o zmene a doplneni za\kora e. M7l2O01 Z.z.
o reklame, v zneni neskor6ich predpisov (dalej len
'z6kon o liekoch"), vyhla6kou [42 SR a. 43312011 Z. z. o
klinickom skUsani a sprevnej klinickej praxi (dalej len
'vyhla6ka o spriivnej klinickej praxi") vratane ICH GCP,
pravnych predpisov SR implementujicich eur6psku
smernicu pre spaavnu klinickt prax pri vykon6vani
klin ck)rch skiSanl ieaivych produktov ur6enych na
pouzitie u ludi (2001) (helsinskej deklar6cie o etickych
principoch medicinskeho vyskumu na ludoch (verzia z
roku 1996), protokolu spoloanosti, pisomnj,6h pokynov a
zesad spolodnosti poskytovanych alebo odponl6anlich
spoo6nosfou, a prlsluSnych exportnych kontrolnich a
ekonomickych sankanych predplsov, ktor6 zakazuji
zasielanie produktov a technol6qie s pdvodom v USA do
ur6it'ich zakdzanych krajin, urdltlim zakezanym
l6astnikom klinick6ho sk0sania a osobam, ako aj
v s0lade s prislusnymi protikorupdnlim z6konml, ktor6 sa
t,rkaji interakcie s vl6dnymi agentmi, predstavitelmi a

Cornpany provides upon the execution of this Agreement
following equiprnenl: Centrifuge, three (3) calibrated
thermometers, |STAT POC devioe and eDiary for each
Subject.

8.3 Required Svstems. Ste agrees to implement
and use any electronic system that Company may
specify for use in the reporting and monitorlng of clinical
data and Study flndings.

9. COMPLIANCE WITH APPLICABLE LAWS
AND ACCEPTED PRACTICE

9.1 Acceoted Praclice. Pursuani to this Agreement,
Site shall perform and shall cause Site Representatives
to perform a Sludy in a professional and competent
manner, using the degree of skill, diligence, prudence
and foresight which would reasonably and ordinarily be
expected from skilled and experienced professionals
engaged in the provision of, and activities comprising, the
Study.

9.2 Compliance wlth Aoplicable Laws. Ste and the
lnvestlgaior agree to ensure thal the Study is conducted
rn compliance with generally accepted standards of Good
Clinical Practice, all applicab e laws of the Slovak
Republic, particular in accordance wjth Act No. 362/201'1
Coll., on Pharmaceuticals and l\,4edical lnstruments and
on amendment of certain Acts and on amendment of the
Act No. 576/2004 Coll., on heaih care, services related
10 health care as amended, Act No. 578/2004 Coll., on
health care providers as amended, Act No. 12212013
Coll., on Proteclion of Personal Data and Change as
amended, Act No.455/1991 Coll., on business in trade
(Act to Reauiate Trades) as amended and on
amendment and change of the Act No. 14712001 Coll.,
on advertisement, as amended (herelnafter referred to as
the ,Drug Act"), Regulation no. 433/2011 Coll., on
Condltion of Clinical Trial of Pharmaceuticals and Good
C inlcal Practice (hereinafter refered to as the
,,Regulation on Good Clinical Praciice), including the ICH
GCP, applicable laws of Slovak Republic implementing
the ELrropean Directve on Good Clinical Practice in the
conducl of Clinical Trials on Medicinal Products for
Hurnan Use (2001), (the Helsink Declaration on Eihical
Principles for l\ledical Research lnvolving Human
Subjects (1996 version)), Company's Protocol, written
instructions and policies provided or referenced by
Company and, app cable export control and economic
sanctions regulations which proh bit the sh pment of US-
origin products and technoloqy to cerlain restricled
countries, entities and individuals, as well as apptcable
anti-bribery laws perta ning to interacUons with
government agents, offcals and representatives
("Applicable Law(s)").
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zestupcami (dalej len "prisluSn6 zAkony").
9.3 Ochrana [daiov. Podl'a pLatnich prdvnych
predpisov najma podla zdkona a. 12212013 Z.z. o
ochrane osobnych Udajov v zneni neskorSlch predpisov,
ale aj SS 24, 25 zakona a 57612044 Z.z. v platnom zneni
zfirluvn6 strany musia dodrziavat'povinnosti spojen6 s
ochranou d6t stanoven6 v doklade o ochrane idajov,
ktory je prilohou tohto dokurnentu a st6va sa jeho
sUdastou na zakbde odkazu.

9.4 ZAZlery. Centrunr bude uchovavat vsetky
zeznamy vyzadovane prlslusnymi z:ikonmi, a protokolom
po dobu desiatch (10) rokov po ukondeni klnick6ho
skusania, alebo dlhsie podla obdobia vyiadovan6ho
prislJSnim Takonom Cenrrur oodn,kne primeran6 a
zvyeajn6 bezpeanostn6 opatrenia na prevenciu siraty
alebo zmeny vSetkych takychto 26znamov.

9.5 Kontrolv/audil spo odnosti. Spolodnost' a jej
z6stLpcovra budi mat pravo po6as p'me'aTej pracovne
doby a po primeranom predchiidzaj!com upovedomeni
vykonat' audlt aktivit centra tykajUcich sa klinickeho
skusania. Bez daSich nakladov pre spoloanost blde
centrum spolupracovat pri akomkolvek audlte
vykonanom podla telto zmLuvy a spristupni spoloanosti
aebo jej z6stupcom na preskimanie a skopirovanie
vsetky dokumenty, []daje a informacie tykajLice sa
ktorehokolvek klinlck6ho skisania Centrum povo i
spolodnosti a jej opravnenym zestupcom vykonaf
kontrolu (l) zariadeni, kde sa realizuje aebo bude
realizoval klinicke skisan e; (ii) ak6hokol'vek vybavenia
ktore sa pouiiva alebo je si6astou realizecie klinickeho
sk!sania; (iii) aklichkolvek zaznamov a zdrojoqich
dokumentov, vratane, bez obmedzenia, zdravotni/ch
z6znamov (ai uZ v elektronlckej alebo papierovej forme);
(iv) akychkolvek suvisiacich opr6vneni alebo formuldrov
s informovanym srhlasom pacienta; a (v) inych
reevantnich informecli, potrebn,rch na zlstenie, ii je
klincke skrsanie vykon6vane v s0lade s touto zmllvou a
prisluSnimiz6konmi.

9.6 Pre i6e1y tejto zmluvy skoSajLlci sa zavazule, 2e
bude akejkolvek kontroly pritomny cely aas na
pracovisku.

9.7 !![&g!iq. Centrum vyhlasuje a garaniuje, Ze ani
centrum, ani predstavltelia cenha nie sl predmetom
vy Uaenia, diskvalifikacle alebo zekazu podla
akychkol'vek pravidiel ktorejkol'vek jursdikcie tam, kde
p6sobili, a konkr6tne v Eur6pe a v Spojenlich Btatoch
(kde hlavn6 aplikovateln6 texty sLl: Zakon o
presadzovani generickich iekov (Generic Drug
Enforcement Act) zroku 1992, hlava 21 Zbietky
federalnych predpisov ("CFR"), pa2qal 312-70 a42
CFR aast 1001 a nasl.). Centrum upovedomispolodnost'
okamiite o akomkolvek vysetrovani ohladom vy [6enia
diskvalifikdcie alebo zakazu centra alebo predstavitelbv
cenlra aebo o zadati akehokol'vek konania, ktor6 sa
bude tYkat toho isGho.

9.3 Data Protection. Slbject to applicable law,
especlaily with the Acl. No. 12212013 Coll., on Proiection
of Personal Data and Change of certain other Acis and
the Section 24,25 ol lhe Act No. 576/2004 Coll., as
amended the partes shall comply with the dala
protection obligations set forth in the Data Proteclion
exhibit attached hereto and incorporated herein by

9.4 B9q9rcl9- Ste shall maintain all records required
under the Applcab e Laws and the Protocol for ten (10)
years following completion of the Study or longer if
required by Applicable Law. Slte shall take reasonable
and customary precautlons to prevent the loss or
ateration of any such records,

9.5 Comoanv lnspections/Ar.rdii. Company and its
represenlatives shall have the right during reasonable
business hours and after reasonable advanced notice to
audit the actvlties of Site related to the Study. At no
addltional cost to Company, Site shall oooperale wilh any
audlt conducted hereunder and make available lo
Company or its representatives fot exarnination and
duplication all documentation, data, and iniormation
relatng to the Study- Site shall perrnit Company and its
authorized representatives io inspect (i) the facilities
where the Study is or will be performed; (i) any
equipment used or involved in the conduct of the Study;
( i) any records and source documents, including but not
'i.nited ro rnedical records (whether .n elecrro_ic or paper
format); (iv) any relaied authorizations or patient nformed
consent forms; and (v) other relevanl information
necessary to determ ne whether lhe Study is being
conducted in conformance with this Agreement and
Applicable Laws.

9.6 For the purposes of this
undertakes to be present lhe
inspectons.

Agreement, lnvestigator
enl re lime durinq any

9.7 Debarment. Site represents and warrants that
neither Site nor Site Representatives have been the
subject of a debarment, djsqualificaton or exclusion
under any rues, in any jurisdicton where they have
praoticed, in particular in Europe or in the United States
(where the main applicable texts are: Generlc Drug
Enforcement Aci of '1992, Tille 21 Code of Federal
Regulations ("C.F.R.") Section 312.70 and 42 C.F.R. Part
1001 et seq.). Ste shall notify Company immediatey
upon any inquiry concerning debarment, disqualification,
or exclusion of Site or Site Representatives, oI the
commencement of any proceeding concern ng the same.
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10. ODSKODNENIE

10.1 OdSkodnenie soolo6nosti v orioade k inickeho
skUsania etapv 3. V pripade klinick6ho sktSania etapy 3
bude spolodnost obhajovaf, odskodni a nebude brat na
zodpovednost centrum a zestupcov centra (spoloane
,odskodnene osoby cenka") od akejkolvek a vsetkej
zodpovednost vsetkych nerokov, Sk6d, str6t Zalob a
sidnych procesov ("n6roky") trelich str6n srivislace s (i)
osobnim zranenim aLebo Llmrlim priamo vyplwajtcim
alebo spojenym s pod6vanim alebo pouiitim lieaiva,
ktor6 je predmetom klinickeho skLlBania vyr6bandho
spoloenostou, ktor6 je podevane ako su6ast alebo v
priebehu prisluSn6ho klinick6ho skrsania alebo postupov
prevSdzanych v sflade s klinickym skisanim a poaas
jeho trvania tak, ako je uvedene v prls usnorn protokole,
(ii) pouzitie alebo publikaciu aklichkolvek vysledkov
dusevneho vlastnictva a klinick6ho skLlSania a (iii)
markeUng prisluSn6ho lieaiva, ktor6 le predmetom
klinick6ho skUSania.
10.2 Povinnost spolodnosti poskytnit odskodnenie je
podmienen6 nas edujLlcimi podmlenkami:

(i) centrum realizovalo klinick6 sklisanie v stlade s
louto zmluvou a splnilo ju aj v in)ich ohladoch
a zArovei v stlade s p.islJSrimi platnyri p.dvnyni
predpismi platnimi na 0zemi SR a telo naroky
nevyplyvaji an neslvisia so Ziadnym nedodrzanim
zm uvy a prislusn)ich platnich prevnych predp sov
zo strany odSkodnen)ich os6b centra,

(ii) tieto naroky nevyplirvajt zo zanedbania alebo
iTyse nd.o _eptoles'o^6 neho spravan a sa
ktorejkolvek odskodnenej osoby cenka alebo
ktorejkolvek nej osoby v ared i odskodnenej osoby
centra kbre nie je zamestnancom spolodnosti,

( i) certrLn vcas ooshytle prsomrd ozna.rerre
spolodnosti o nArokoch tak, aby spolo6nost nebola
nijako poSkodena

(:v) odskodnene osoby centra budI p]ne spolupracovat
so spolodnostbu a jej pr6vnymi zastupcami pr
vysetrovani a obhajobe naroku,

(v) spolo6nosl' md vyluan, kontrolu nad obhajobolr a
urovnanim n6rokov a odskodnen6 osoby centra
nebudi urovn6vat naroky alebo robit lstupky
v s0vslosti s nimi bez predchadzajUceho pisomn6ho
srhlasu spolodnosti (pridom tenio srh as nesmie byl'
bezd6vodne odopreny).

10.3 Povrnnosti spolodnosti slivisiace s odSkodnenim.
Ak je spoiodnost povinna posky,tntf odskodnenie
v zmysle podmienok tqb zmluvy spolodnosf tak musi
urobrt dosledne. Spolodnost nesme priznal chybu v
mene :iadnej jednej alebo viacenich odskodnenlich os6b
centra bez plsomn6ho povolenia prisluSnej odskodnenej
osoby centra, pridom toio povolenre nesmie byt
bezdovodne odopren6, podmienene ani pozdriane Bez
obmedzenia preva spolodnosti mat vihradnl kontrolu
nad obhajobou a urovnanim n6rokov odikodnene osoby
centra bud! mat pravo s najat svojho vlastndho

,10. INDEMNIFICATION

10.1 Cornoanv's lndemnitv for Phase 3 Studv . For
Phase 3 Study, Company shall defend, indemnify, and
hold harmless Site and Site Representatives (collectlvely,
"Site lndemnities") from and against any and all third
pady liabiliUes, claims, damages, losses, actions and
sr.rits ("Claims") for (i) personal injury or deaih directly
arising oui of, or in conneciion wth, the administration or
use of Study Drug manufactured by Company that is
administered as part of and during the course of the
applicable Study or those procedures administered
p!rsuant to and during the Study as outlined in the
applicable Protoco; (i) the use or publication of any
lntellectual Property and Study resuls; and (ii) the
markeling of the applicable Study Drug.

1O.2 Company's indemnification ob gations are
conlingent upon the following conditions:

(i) Site conducted the Study ln accordance with, and
otherwise complied with, this Agreement and
Applicable Laws of the Slovak Republic and such
Clalms do not arise out of or in connection with any
of Site indemnities" fallure to comply wilh the
same;

(ii) Such Claims do not arise oul of the negligence or
willful misconducl of any of the Sile indemnities, or
any other person on the Site indemnities" property
who is not a Company emp oyee;

( il) Site timely provides written notice to Company of
Claims such that Company is n no way preludiced;

(lv) Site indemnites fully cooperaie with Company and
its Legal representatives in the investigation and
defense of Claims; and

(v) Company has sole contro over the defense and
setilement of Claims and Site indemnities do not
settle or compromise Claims without Company's
prior written consent (which consent shall not be
unreasonably wilhheld).

10.3 Companv's lndemnificaUon Ob oations- lf
Company is obligated pursuant to the terms of this
Agreement to provide indemnrty, Company shall do so
diligently. Cornpany shall not admit fault on behalf of any
one or more of the Site indemniiies without the relevant
Site indemnities" written permission, such permission
shall not be unreasonably withheld, conditioned, or
delayed. Without limiting the Company's right to have
sole contro over the defense and settlemenl of Claims,
Site indemnities shall have the nght to retain separate
egal counsel and represenlalion ai Slte indemnit es" sole
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pr6vneho zastupcu a zastllpenie vyluan6 na n6klady
odskodnenej osoby centra. Spolocnost je povinna
udrziavat poistn0 zmluvu alebo poistny program alebo
samopoistenie na irovni dostatodnej na podporu
zdvazkov srvisiacich s odSkodnenim v zmysle tejto
zmluvy,

10.4 Spolodnosf uzatvorila poistn! zmluvu alebo poistny
program aLebo samopoistenie na poistenie institLlcle, ako
aj na polstenie 06astnikov klinickeho sktsania alo na
prifireranej Llrovni posta6ujicej na zabezpeaenie
povinnosti poistenia, ktor6 prevzaa na z6klade tejto
zmluvy, pri6onr sa spolodnosl' zavdzuje predkladat'
centru platni poistni cerlifik6l v slovenskom jazyku a
osveddenej fotok6pil pravidelne aZ do ukonaenia
klinickeho skiSania.

10.5 Polsten e centra. Centrum je povinn6 udr:iavaf
poistn[r zmluvu na poistenie zodpovednosti za Skodu
sp6sobeni pri poskytovani zdravotnej starostLivosu (
profesijne zodpovednost) alebo poistny program na
irovni doslatodnej na podporu jej povinnosti prevzatych
vzmyse tejto zmluvy atak, ako to vyzaduje prislusni
zakon, prieom d6kazy o tom musla byf spolo6nosti
predlozen6 na pisomni Ziadosf. Centrum je povlnn6
zasLat spolodnosti okamzit6 oznamenie o akomkolvek
zruSenl v 16mci jej poistneho krltia. Cenirum je polsten6
podla aplikovatelnYch predpisov

10.6@za
ziadnych okolnost' nebude :iadna strana zodpovedna
vodi druhej skane v r6mci zmluvy za :iadne straty
ziskov, obchodu, povesti, zmliv, pnjmov alebo
odakavanich Uspor alebo za ziadne d'alsie osobitne,
nepriame, n6hodne alebo nasledne Skody akejkolvek
povahy, ktore vzniknU priamo di neprlamo z akehokolvek
poruSenia tejto zmluvy zo strany ktorejkolvek inej strany.

1,1. POSKODENIE UEASTN|KA KLINICKEHO
SKOSANIA

1'1.'1 Zranenle taastnika klini6k6ho skr.lsania. Ak [aastnlk
klinick6ho sklsania zazramene neziadtce reakcie na
sktman6 lledivo vyr6ban6 spolodnostbu, bude
odSkodnenli podla platnych predpisov.

11.2 Poskodenie Udastnika kl nick6ho skUsania
v ramci klinick6ho skusania etaov 3. V pripade klinickeho
sk(iania etapy 3 spolodnost nahradi centru skutodnd a
primerane bkarske n6klady na lleibu ak6hokol'vek
poBkodenia alebo ochorenia, ktore Udastnik kllnlckeho
sk[sania utrpi a ktor6 je priamo spojen6 s lieaivom, ktor€
je predmetom klinickeho sk[Sania a je vyrdban6
spoloinost'ou, ktor6 je poddvan6 v sllade s protokolom
alebo tiimi postupml, ktor6 vyzaduje protokol a ktor6 by
inak neboli vykonavan6, keby sa idastnlk klinickeho

cost. Company shall rnaintain a policy or program of
insurance or self insurance at levels sufficient to support
the indemnification obligations assumed under this
Agreement.

10.4 Company concluded a policy or program of
insurance or self insurance, to insure the lnstitution, as
well as to insure of participants of the Study ai levels
sufficient to support the insurance obligations assumed
by il under this Agreemenl and submits to Site a
certified copy of its insurance policy for the entire
duraiion of the Study in the Slovak language. The
Company undertakes to submit to the Site a valid
insurance policy in certified photocopy in the Slovak
language regularLy untilthe ierminalion of the Study.

'10.5 Sjte's lnsurance. Sile shall maintain liability
insurance pollcy covering damages caused in connect on
with the provision of health care (professional liability) or
program of insurance al levels sufficient to suppofl its
obligations assumed under this Agreement aad as
requlred by Applicable Law, evidence of which shall be
provided to Conrpany upon wrtten request, and Site shall
provide prompl nolice to Company of any cancellation in

its coverage. Slte is insured per Applicable Laws.

10.6 W.ajvcr---qf--q.qrEcqqq!1j.alD.altasql ln no
circumstances shall any party be liable to any other party
ior any loss of profit, business, reputation, conhacts,
revenues or anticipaled savings, or for any other indireot,
incidenta, or consequentlal damage of any nature, whlch
arises direcily or indirectly from any breach of this
agreement on ihe part of any other party.

'1,1. SUBJECT INJURY

11.'1 Subiecl lniurv. lf a Subject experiences an adverse
reacton to a Study Drug manufactured by Company,
Subject would be indemnified per Applicable Law.

11.2 Subiect lnlurv for Phase 3 Sludv. For Phase 3
Study, Company will reimburse the Site for actual and
reasonable medical expenses for the lreaiment of any
injury or illness that Subject suffers that is directly related
to the Study Drug manufaclured by Company that is
administered pursuanl {o the Protocol or those
procedures required by the Protocol that would nol have
been performed were it not for Sublect's participation in
the Study provided that all of the iollowing have been
met: (i) Site, each Site Representative, and the principa
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skusania nezudastriova k inickeho sk[sania za
predpokladu, 2e boli splnene vsetky nas eduj0ce
podmienky: (i) centrum, kazd, predstavitel centra a
hlavny skiSajici rea izovali k inicke skLlsanie v s0lade s
touto zmluvou, primeranou a riadnou klinicko! praxou a
prislusnymi platnymi priivnym predpismi na Uzemi
Slovenskej republiky, (ii) toto poSkodenie aLebo
ochorenie nevznikne v d6sledku zanedbanla alebo
tmyseln6ho nesprdvneho konania :iadnej z
odskodnenlrch stren centra ani:iadnej inej osoby v areeli
odskodnenli'ch str6n cenha, ktor6 nie je zamestnancom
spoloanostj, a (iii) toto poskodenie alebo ochorenie
nestvisi s lje6bou podstlipenou pred prislusnjim
klinickym skiSanim. Spoloinost' vsak neposkytne
kompenzaciu an nahradu za (i) Ziadnu liedbu, ktore je
hraden6 trelbu shanou (v silade s prislusnlim krytim a
zesadami poskytovania nahrad platitel'a), alebo (ii) in6
neklady aebo vidavky spojen6 s poskodenim alebo
ochorenim, ako je napriklad u56 mzda

,12. DOBA PLATNOSTIA VYPOVEDANIE

12.1 Datum ldinnost. Na Uaely tejto zmluvy ,,D6tum
patnosti" bude znamenat posledny dei, v ktoni niektor6
zmluvnA strana podpise tLito zmluvu a "D6tum [6innosti"
je datumom podla zakona 6. 546/2010 Z.z. Kde je takoto
zverejnenie vyzadovane, zmluva nadobudne
idilnosl dnon nasledu_icrn po dri .e- zverejnenia v
centralnom regslri zmltv na Urade vl6dy Slovefskej
Republiky. Centrum zaisti vaasn6 zverejnenie zmluvy a
posky,tne spoloanosti doklad o zvereineni do dvoch (2)
rnesiacov od posledn6ho podpisu. Tdlo zor uva ostane v
pnej platnosU a i6innost kym poskytovatel nedokondi
poskytovanie s uzieb alebo aZ do jej pred6asn6ho
ukonaen a v zmysle tohto dokument!.

12.2 Pravo spolodnost na vvpovedanie. Spolodnost'
bude mat prevo kedykol'vek okam:ite odstupit od tejto
zrn uvy alebo vypovedat zmluvu, z akehokolvek d6vodu
dl bezdovodne, celkom alebo sdastl, plsomnym
oznarnenim oenlru o odstLjpeni od zmluvy alebo
o vypovedani zmluvy s vipovednou lehotou trldsat (30)
kalend6rnych dni a s uvedenim ddtumu a rozsahu
vypovedan a. V pripade tak6hoto vypovedan a bude mat'
cenlrum n6rok na kompenzeciu v sLjlade s podm enkami
prlsluSnej zmluvy do d6tumu vypovedania alebo
pisomn6ho odsttpenia od tejto zmluvy Spolo6nost'tlez
bude mal' pr6vo okamziteho odsttpenia, ak sa
primerane domnleva, Ze klinicke skusanie by malo byt
Lkolaerd v zaLjrre icastnikov kh ckdlo skLSan a.

12.3 Pr6vo centra na vvpovedanie. Centrum bude
mat pr6vo vypovedat lito zmluvu (i) ak je hlavni
skLl6ajLici uvedeny v tejto zmluve a tento hlavn! skusajLlc
le neschopnli Vykonevai svoje povnnosti podla tejto
zmluvy a nAstupca prljatelnli pre spoloanosl' nie je k
dispozici, (ii) ak spolodnost' poruSuje ktonlkolvek zo
svojich povinnosti v zmysle tohto dokumentu a toto
poruSenie nenapravi tam, kde je schopn6 ho napravit do
tridsiatich (30) kalenddrnych dni po pisomnom ozndmeni

investigator conducted the Sludy in accordance wlth this
Agreement, reasonable and prudent cinlcal practices,
and Applicable Laws of the Slovak Republic ; (ii) such
injury or illness does not arise out of the negligence or
willful misconducl of any of the Site lndemnitees or any
olher person on the Site lndemnitees' property who is not
a Company employee; and (ili) such lnjury or ilness does
not relate to treatment rendered prior to lhe applicable
Sludy. Company, however, vlill not provide
compensat on or reimbursernent for (i) any heatment that
is paid by a third party (consistent with that payor's
appiicable coverage and reimbursement policies); or (ii)
oiher injury- or illness-related costs or expenses, such as
lost wages.

,12. TERM AND TERMINATION

12.1 Effective Date. For purposes of this Agreement,
"Validity Date" shall mean the last date on which a party
executes this Agreement and the "Effective Date" shall
mean the date according to the Act no. 546/2010 Coli.
Where such disclosure is required, the Agreement will
become effeclive the day following disclosure in Central
Register of contracts in Government Offce of SLovak
Republic. Sile shall ensure the Agreement is disclosed in
a timely manner and shal provide Company with
evidence of d sclosure within iwo (2) months of last
signature. This Agreemenl shall remain in ful force and
effect lntlthe completion by the Site of the Study or
ear ier termination pursuant hereto.

12.2 Companv's Riqht to Terrinate. Company shall
have the righl, al any time, to suspend or terminate lhis
Agreement, wth or without cause and n whole or in parl,
by issuing a thirly (30) calendar day written notice to Site
specifynq the date and extent of termination. ln the
event of such termination, Siie shal be entitled to
compensation in accordance wth the lerms of this
Agreement !p 10 the date of terrrinatron. Company shall
also have the rlght to terminate immediatey if t is
reasonably of the opinion thal the Study shou d cease in
the interests of lhe Sublects.

12.3 Site's Riqht to Terminate. Site shall have the
rght to terminate this Agreement (i) if a principal
nvestigator is identified in ths Agreement and such
principal investigator is unabe to perform its obligations
there under and a successoT acceptabLe to Company is
not ava lable; (ii) if Company is in breach of any of its
obligations hereunder and has failed to remedy such
breach where it ls capable of remedy wth n thirty (30)
calendar days of a written notice from Site specifyinq the
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od centra s uvedenim porusenia a vyziadanim nApravy,
alebo (iil) ak sa centrum primerane domnieva, Ze klinick6
sktsanie by malo byt'ukon6en6 v zaujme Lidastnikov
klinick6ho skusania.

12.4 Povinnosti pri vvpovedani. Okamiite po prijati
ozn6menia o vypovedani alebo odslipeni od zmLuvy
centrum zastLlpen6 skLlsajUcim prestane zaradbvat
Udastnikov klinickeho sklSan]a do pris usneho k inick6ho
sktsania a prestane vykonavaf postupy na 0dastnikoch
klinickAho skrsania. klori u: si zaradeni do tohto
klinickeho skUsanla tak, ako mu spolo6nosl nariadi, do
tej miery, ako je to medcinsky prijatelne a vhodn6. Do
tridsiatich (30) kalendernych dni od ddtumu platnosti
vyoovedania alebo pisomn6ho odsttpenia cenirum vreli
spoloinosU vBetky prostriedky nie neodvolateln-a
zavazane centrom este pred datumom platnosti
vypovedania- Okrem toho, do trdsiatich (30)
kalend6rnych dni od datumu platnosli vypovedania musi
centrum predlozit spo oanosti z6vere6ni faktrru s
uvedenim vSetkych srm, ktor6 spoloanosl'dlzl s ohladom
na vypovedan6 klinicke skUsanie a v si ade s
podmienkami tejto zmluvy. V sLilade s pokynmi
spoodnosti, po vypovedani centrum: (i) bude chr6nit'
vsetky Lldaje tykajuce sa vypovedanej zmluvy a (ii) dod6
spolodnostl tielo !daje.

'r 3. R6ZNE

13.1 Dodatkv. Ak nie je vlislovne uraen6 v tomto
dokumente nak, dodatky k tejto zmluve m62u byf
uroben6len po vz6jomnom pisomnom s0hlase strdn.

13.2 Pou:ivanie nazvov. Spolo6nost ani centrum
nesmu pouzivat nazov druhej skany (vretane n6zvov
dcerskych spolodnosti alebo materskej spolodnosti, (ak
existuj[)), symboly an] znadky ani Ziadne ich odvodeniny
v Ziadnej forme zverejnen a bez predchadzaj0ceho
pisomn6ho s0hlasu strany alebo shan, ktor6 ich vlastnia,
s vynimkou toho Ze spoloanost smie bez
predch6dzajlceho pisomn6ho sihlasu centra zverejnit'
na verejne prlstupnt?ch registroch klinickeho sklisania
alebo proslrednictvom spolodnostou riaden6ho
telef6nneho centra vseobecni zemepisnU polohu cenha
(napr. mesto StAt a/alebo krajinu) a kontaktn6 informecie
ktorejkolvek zo str6n tejto zmluvy. TAto povinnost sa
netyka pisomn6ho oznamenla skusajlceho pre
zdravotnLl poistovia zaradeneho pacienta o jeho
fyzickom zaradeni do Sttdie v rozsahu ako vyiiadan6
platnimi prevnymi predpismi. Okrem toho a bez
predch6dzajLlceho sthLasu centra, m6Ze spolodnost
identifikovaf ex stenciJ tejto zmlLvy a/alebo mero. n6zov
a/alebo kontaktn6 informacle ktorejkolvek strany tejto
zmluvy tak, ako to vy:aduje prislusny zakon.

Centrurn je povinn6 Zmluvu zverejnil v leho6ch
a sp6sobom podl'a platnej legislativy na Uzeml SR.

13.3 0oln6 dohoda. Tirto zmluva a akekokek dodatky
azmeny tejto Zmluvy b!d! predstavovat Ljrpln! dohodu
medzi jej stranaml tikaj0ce sa predmelu lejlo zmLuvy
a stanovujO vsetky podmienky, za ktonich bude tdto

breach and requirng its remedy; or (iii) f Site is
reasonably of the opin on thal lhe Study should cease in
the interesis of the Subjects.

12.4 Obllqations Upon Termination. lmmediately
upon receipt of notice of termination, Site represented by
the lnvestigator shal stop enrolling Subjects lnto the
Study and shall cease conduciing procedures on
Subjects already enrolled in the Study as directed by
Company, to the extent medically permlssible and
appropriate. Site shall return to Company wilhin th rty
(30) calendar days of the effective date of termination
any funds nol expended or irrevocably obligated by Site
prior to the effective dale of the termination. Additionally,
within thirty (30) calendar days of the effeoUve date of the
termlnation, Slte shal submit to Company a iinal invoice
identifying any amounts Company may owe relative to
the terminated Study and pursuant to the terms of ihis
Agreement. Upon terminaUon, Site shall, in accordance
wiih Company's instruciions, (i) preseNe any data
relaUng to the ternrinated Agreement; (ii) lurn over such

13, [/lISCELLANEOUS

13.1 Amendments. Except as otherwise expressly
provided hereln, the terms of this Agreement may be
amended only by the mutual written consent of the
parties.

13.2 Use of Names. Cornpany and Site shall not use
ea6h other's names (including the names of the other
pafty's subsidiaries or parent, (if any)), symbo s or marks,
or any derivatives thereof in any form of publicity without
the prior written consent of the owning pady or parties,
except that, wilhout prior written consenl of Site,
Company may disolose on public y-access ible clinical
hal registres or through a Company-operated call center
the general geographic location of Site (e.9., clty, stale,
and/or country) and contacl information of any pariy to
this Agreemenl. This requlrement does not apply to
lnvestigatofs written nolice for the health insurance of
the pallent aboul patient's inclusion into the Study to the
exlent as required under Applicable Law.
ln addilion, and without pdor written conseni of Site,
Company may identfy the existence of this Agreement
and/or, the name, and/or contact information of any party
to this Agreement as required by Applicable Law.

Slte is obliged to disclose the Agreement within the time
limits and in lhe manner under the current legislation in
Slovak Republic.

13.3 Entire Aoreement. This Agreemenl, and any
amendments or Changes thereto, shall constiiute the
enlire agreement between the partes hereto regarding
the sublect matter hereof and sets iorih the enlire lerms
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zmluva plnenS. Medzi skanam neexistujI iiadne dalsie
dohody, Uslne alebo pisomn6, tikaj0ce sa predmetu tejto
zm uvy a vsetka ostna alebo pisomn6 korespondencia
tikajica sa predmetu tejto znrluvy je louto zrn uvou
nahradena. V pripade akejkol'vek nezhody medzi touto
zmluvou a protokolom, ak bude existovat, budu platit'
podmlenky tejto zmluvy.

13.4 Rovnooisv. TAto zmluva a dodalky alebo zmeny
m6zu byl vyhotoven6 a podpisan6 v akomkolvek po6te
rovnopisov, z kton/ch kazdi bude origin6lom a vsetky
spolo6ne budU tvorlt jeden a ten isti dokument z6vezni
pre vsetky strany.

13.5 Oddelitelnosf. Ak je akekolvek ustanovenie tejto
zmluvy v rozpore s platnim prevnym predpisom SR,
podla ktoreho ma byt tato zm uva vykladan6 alebo ak je
takeho Lstaroverie kompetertriT orginorr povazovar6
za protiz6konn6, neplatn6 alebo nevym6hatelne cel6
alebo saasti, toto ustanovenie bude povazovane za take,
ktor6 me by1 preformulovane tak, aby eo najlepsie
odrazalo povodny zamer strAn v st ade s ap ikovatel'n],'ml
pravnymi predpisml platn)rmi na Lizemi SR,. Pre platnost
jednotlivych ustanoveni sa pouzije pr6vo Slovenskej
republiky. Zakonnost, platnost' a vymahatelnost'
ostalnych ustanoveni timto nebude ovpyvnena a tieto
ostanU v plnej plainosti a [6innosti.

13.6 Posi[roenie a subdoddvatelia. Prava ani
povinnosti centra podla tejto zmLuvy nesrnu byf
postlpen6, preveden6 a nesr]ie sa s nimi ani inak
dlsponovat, 6i uZ vcelku alebo sdasti, bez
predch6dzajriceho plsomn6ho sthlasu spoloanosti. Ak
spolodnosf pisomne schvali pouzitie subdodevaiela
alebo pridlenenej organizacie cenkom pri plneni
povinnosti centra podl'a tejto zmluvy, centrum bLrde aj
nadalej zodpovedn6 za riadne uskutoaiovanie tak6hoto
klinick6ho sklsania v silade s touto zmluvou.

13.7 Vzdanle sa r aj. ziadna dnnost alebo
ne6ilnos{ ktore.kolvek srrany nebude pova:ovana za
zrieknutie sa prev 1ejlo strany v zmysle tejto zmllvy alebo
tak, ako stanovuje prisluiny z6kon. Ak to nie le vyslovne
uveden6 v 6asti zmeny tejto zrnluvy, nie je moZn6
zrieknut' sa Ziadnej podmienky tejto zmluvy, okrern
pripaou. ktoreho sa bude ti(al vys ovn6 p'som^a

zmluva podpisana stranou, ktord sa zrieka prev- Ak
strana neuplatni alebo sa oneskori pri vymehani svojich
prav vyplyvajucich z tejto zmluvy, nebude to povazovan6
za trval6 vzdan e sa iohlo prava. Vzdanle sa n6roku za
jedno porusenje tejto zmluvy nebude znamenal vzdanie
sa naroku za in6 alebo dalsie porusenla.

13.8 Splavldllla lahlala. Ka:di st.ana -ozume a
suhlasi s tym,:e periazn6 odskodnenie nemusi byt'
dostatoanou nahradou za poruienie iejto zmlu\y, a 2e
strana, ktorS neporusila zmluvu md pr6vo pozadoval
urait6 plnenie, sLidne rozhodnuUe alebo in! spravodliv0
nahradu za tak6to porusenie zavazku. Takyto ndpravnli
prostriedok nesmie byt pova:ovany za jedinL:r nShradu za

and condjtions under which this Agreement will be
performed. There are no other agreements, oral or
written, between the pariies with respect to the sublect
matter of this Agreement, and all oral and wrltten
correspondence regard ng the subiect matler hereof is
superseded by this Agreement. ln the event of any
inconslslency behveen this Agreemeni and the Protocol,
the terms ofthls Agreement shall govern.

13.4 Counteroarts. This Agreement and any
amendments or Changes may be execuled in any
number of coLrnterparis, each of which shall be an
original and all of which together shall constitute one and
the same document, binding on all parties.

13.5 Severabi tv. ln the event any provision of this
Agreement confllcls wilh the applicable law of the Siovak
Republic under which thls Agreement is to be construed
or if any such provision is held illegal, invalid, or
unenforceable, in whole or in part, by a competent
authority, such provision shall be deemed to be restated
to reflecl as nearly as possible the original intentions of
the parties in accordance with Applicable Laws valid for
the Slovak Republc. For the validily of the various
provisions the law of the Slovak Republlc wlll be applied.
The ega ity, validity, and enforceabillty of the remaining
provisions sha I not be affected thereby, and shall remarn
in fu I force and effect.

13.6 Assiqnment and Sub-contractino. Neither the
rights nor the obligations of Site under this Agreement
may be assigned, transfefled or otherwise disposed of, in
whole or in part without the prior written consenl of
Company. ln the event Company consents in writ ng to
Sile's use of a subcontractor or aifiliate in the
performance of Site's obligations hereunder, Site shall
remain responsible for the proper performance of such
Study, in accordance wth this Agreemenl.

13.7 \lGiyq. No action or inaction by either party shall
be construed as a waiver of such party's riqhts under this
Agreement or as provided by Applicable Law- Except as
expressly provided for in the Change Section, no other
term of this Agreement may be waived except by an
express notioe in writing signed by the waiving party. The
failure or delay of a party in enforcing any of its rights
under this Agreement shall not be deemed a continuing
waiver of such right. The waiver of one breach
hereLrnder sha I not constitute the waiver of any other or
subsequent breach.

13.8 Just comoensation. Each parly understands and
agrees that a monetary compensation may nol be a
sufficient compensation for a breach of the present
coniract and that the non-breachlng party shall be
enttled to requ re certain fulfilment, court order or other
just compensation for such breach- Such remedy may
not be considered as the sole compensation for the
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porusenie tejto zmluvy, ale bude srldast'ou vsetklich
a akichkolvek d'alsich ndhrad podla zekona alebo preva
spravodlivosti.

13.9 Zmluvnv vztah. Centrum ako pr6vnick6 osoba
posk!,1uje v remci predmetu svojej dinnosti zdravotnl
starostlivost'a vykonava nad 16mec tejto hlavnej ainnosti
a. podnrkatelsku dinrost a-ie je v ztadnom pravlom
vztahu so spolodnosfou. Centrum vyhlasuje a garanluje,
2e je zamestnavatel'om, na ktor6ho sa vztahujrl
prislu6n6 vseobecne zevezne prevne predpisy a
dodrziava ich. Centrum bude zodpovednd za konanie,
chyby opomenutia a spr6vanie predstavitelov centra.
Zoznam spolusk[Bajtcich tvorl Prilohu k tejto Zmluve.
Centrum berle na vedomie a suhlasi s trm, Ze
spolodnosf nebude nresl :iadnu zodpovednost ani
povinnosf v slvislost s povazovanim predstavitelov
centra za zamestnancov spolodnosti na ak6kolvek
[6ely. Ani centrurn an 2 adny z predstavrtel'ov centra
nebude mat' ndrok na krytie alebo ak6kolvek vyhody
vyplivajrce z kompenzacje pre pracovnikov,
zamestnanecklich planov alebo programov, z pl6nov
alebo programov odmien zamesinancov, pr6mii, odmien,
penzijnlr'ch alebo inych programov spoloenosti.

13.10 Rozhodn6 or6vo. T6to Zmuva sa bude riadit
z6konmi Slovenskej republiky. Pre pripad akychkotvek
sporov ktor6 strany medzi sebou nedokazu vyriesit, sa
strany dohodli, :e jurisdikcia pre ak6kolvek riesenie
lakichto sporov bude v Slovenskej republike.

13.11 PretNanie. Pr6va a povinnosti str6n podla
ktolichkolvek ustanovenl stanovenich v tejto zmluve
tykajlcich sa vlastnlctva duBevn6ho majetku, d6vernost,
pouzivania mien, prislusnych z6konov rozhodljuceho
prava, materialov poskodenia Uaastnikov klin ckeho
skUsania, d6vernosti odskodnenia a poisten a, alebo
ktor6 sa tykaji ich vykon6van a alebo dodrzlavania po
vypovedani alebo vyprsani platnosti tejto zmluvy,
pretrvaju aj po tomto vyprsani platnosti alebo
vypovedani.

13.12 Soolupr,rca so zastuocami sooloanosti. Centrum
bolo informovan6, Ze v zmysle osobilnich doh6d si
spolo6nosf m62e ponechat in6 (vratane, avsak bez
obmedzenia sa len na, zmluvnjTch viskumnich
organizacii) na vykon uraitlich sluzieb v suvislosti s
klinickym skljrsanim. Centrum bude spolupracovat a do
prislLrsnej miery aj koordinovat'svoj v)rkon sluzieb podl'a
tejto zrnluvy so slu:bami tychto inych osob tak, aby tak
zabezpeailo Llspesn6 dokondenie klinickeho sk[aan a.

13.13 J_@V,. Uradnim jazykom lejto zm uvy je jazyk
slovensky. Ak strana preloZila toto zmluvu do ineho
jazyka a nastane rozpor v interpretacii medzi verziami,
origln6lna verzia v Llradnom jazyku (t.j. slovenskom)
bude rozhodultca.

13.14 Centrum berie na vedomie a s[lhlasi s t]rm, Ze
spoloenost mA prevo zverejnif zmluvu vr6tane, bez
obmedzeni, ndzov centra, popis s uZieb a visku platby

breach of ihe present contracl, but shall be a part of any
and all compensations pursuanl to the law or equity.

13.9 Contractual Relationshio. Site as a legal person
prov des as part of its activities health care acliviUes and
beyond this main activity it carries oul also business
activities and is in no legal relationship wiih ihe company.
Site represents and warranls that it is an empoyer
subject to, and shall comply with, all Applicable Laws.
Site shall be responsible for Site Representatives' acts,
errors, omissions, and conduct. The List of the
lnvesligators and Subinvestigators is attached herelo.
Site acknowledges and agrees that Company shall have
no responsibility or liability for treating Site
Representatives as employees of Company for any
purpose. Neither Site nor any Site Representalive shall
be eligible for coverage or to receive any benefit under
any Company provided workers' compensation,
employee plans or programs or employee compensation,
bonus, incentives, retirement or other arrangements.

13.10 Governlnq Law. This Agreement shall be
governed by the laws of the Slovak Republic. For any
disputes that cannot be resolved between the parties, the
parties agree that the jurisdrction for any such resolullon
of disputes shal be in the Slovak Republic

13.1'1 g!!4yaL. The parties'rjghts and obligations under
any provisions set forth n this Agreement related 1o
ownership of lnlellectual Property, confidentiality, use of
names, Applicable Laws, governing law, I\,4alerials,
subject i_j-ry. orivacy. indernil'catio-. and rns-rance o.
which contemplate performance or observance
subsequent to iermination or expiration of this Agreement
issued hereunder shal survive such expiration or
termination.

13.12 Coooeration with Companv Representatives. Site
has been advised that, under sepamte agreements,
Company may reiain others (includ n9 wthoul limitation
contract research organizations) to perfom certain
services in connecton with a Study. Site shal cooperate
with, and to the extent appropriate, coordinate lts
performance here!nder with the services of such others
so as to ensure successful complelion oi the Study.

13.13 Lanquaoe. The offlcial language of this
Agreement is the Slovak language. Should a party
translaie this Agreement into another language and a
conflict in interpretalon occurs between versions, the
original official (Slovak) language version shall prevail.

13.14 Site acknowledges and agrees that Company shall
have the right to disclose publicly the terms and
conditions of ihe Agreement, including, without imitalion,
Ste's name, description of servioes, and amount of
payment.
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13.15 Spolodnost berie na vedomie a suhlasi s t)rm, Ze
centrum ma prevo zverejnif zmluvu vratane, bez
obmedzenl nazov centra, popls sluzieb a visku platby
ae iba a v rozsahu ked zverejnenie je vyziadane
prisluSnym 26konom Slovenskej republiky.

13.16 Ozn6menie. Ak6kolvek oznamenie vyzadovane
alebo povolen6 v zmysle tejto zmluvy musi byt pisomne
a bude povazovane za ptedloiene s platnostou od
datumu kedy jei (i) doruaen6 osobne alebo (il) prijat6
doporuaenou postou, s predplatenlim postovnym,
vy:iadanlim potvrdenlm prijatia alebo ( ii) potvrdene ako
prlard 'axoT. alebo (iv) p1la16 nerodne uzndvanin
kuri6rom s dorudovanim do 24 hodin a adresovane
strane, ktor6 me dostat'toto oznemenie na adrese
uvedenej nlzsie, alebo na inej takej adrese, ktor6 bude
nesk6r pisomne Specif kovana:

Prehlasenie skUSailceho

. Svojim podpisom ako skuaajuci potvrdzljem, Ze som
bol riadne oboznameni s obsahom tejto Zmluvy,
ktorej predmetom je spolupr6ca so zadavatelom/jej
sp nomoc_e.im zasrupcon a vylolalie vyss e
uveden6ho klinick6ho skUSania.

. Beriem na vedomie v6etky moje zakonne aj zmluvne
dohodnut6 povinnosti a podmienky vykonania
llinrc\6fro s<uEania pool'a tejto Zrr uvy a zavdz-je-n
sa ich d6sledne plnil'.

. Sthlasim s ti7m, Ze zabezpe6im, aby person6l, klori
je zainvolvovani do skusania a vsetci spolusklsajLlcl
boli informovani o lch povinnostach podta tejio
ZmlLrvy a tieto d6sledne plnili-

. Zavezujem sa dorudf zameshevatelovi ( Centru)
zoznam spolusk[]5ajlcich najnesk6r v lehote do 3
pracovnych dni od za6atia tejto kllnlckel 6t[]die

. Prehlasujem, Ze budem bezodkladne iniciovat'
u svojho zamestn6vatela, na pracovisku ktor6ho sa

13.'15 Company acknowledges and agrees thai Site shall
have the right to disclose publicly the terms and
conditions of the Agreement, but only if and to the extent
such disolosure is required by Applicable Law of the
Slovak Republic.

13.16 NqligC- Any nolice required or permitted
here!nder shall be in wrillng and shall be deemed given
as of the date it isi (i) delivered by hand; (ii) received by
registered or certified mail, postage prepaid, return
receipt requested; (ili) confirmed as received if by
faosimile; or (iv) received by nalionally recognized,
overnight courier, and addressed to the party to receive
such notice ai ihe address set forth below. or such other
address as is subsequently specified in \rlriling:

Deciaration bv the lnvestioaior

. ln my capacity of lnvestigator I confirm by my
signature that I have been duly informed about
ihe content of thls Agreement whose object is the
cooperation wilh the Amgen/his authorized
representalive and execution of the
aforementioned clinlcal lrial.

. I take into consideration ail my statutory and
conlractual obllgations and conditions of
execulion of the clinica trial in accordance with
this Agreement and undertake to fu fill them with
rigor.

. I agree to ensure that the personnel rnvolved in
clinical trial and all subinvestigatorc were
nformed on their obligations pursuant to this
Agreement and that they will fufill such
obligations with rigor.

. I undertake to provide to the emp oyer (Site) lhe
list of sLrbinvestigators no aler lhan 3 work ng
days after the initiat on of th s clinical tr a

lfto Amgen / Ak je adresat spoloanost':

Amgen Slovaka s.r.o.
Mgr. Peaa Polakove
Radlinsk6ho 40a
921 01 Piestany

Fax: +421 333 211 335

With a copy to / K6piu zaslat'na adresu:

lnternational Legal Deparlment
Amgen (Europe)GmbH
Dammstrasse 23
6301 Zug
Switzerland
Fax: +41 41 369 0411

lf to the Site / Ak zaslat'na cenkum:

Detska fakultn6 nemocn ca Kosice
Tr. SNP 1

040 01 Kosice

Slovakia

Fax'. +421 55 642 03 26
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toto klinick6 skdsanie vykonava, zastavenie sklsania
a ukonden,e platnosti Zmtuvy. ak by mohlo v pripade
leho pokra6ovan.a d6lsa k ohrozenju jaastnika
sktsania - pacienta alebo inej Skode.. Z6,ove.i tlimlo devam suhtas s pouzitim moj;ch
osobnych udajov sp6sobom a v rozsahu stanovenom
v tejto zmluve.

SKUSAJUCT: t

or," , *olocl (Lo,l4
Podpis

I declare that I will instrgate wilhout delay wth my
employer, on whose premises takes place rhe
presenl cljnical lriat, a hall jn hial and a
termination of the Agreement, if the continuation
of t1e tr:al should cause a danger ro t1e
participant of the Study- the patient, or otner

Prof. MUDr. tudmila Podrack6,CSc.

damage.
. I give hereby my consent to the use

personal data in a manner and jn the
slipuiated for in this Agreement.

INVESTIGATOR:

,^" )o,lqql)pl\ x

Signalur!
Prof [IUDr. tudnita Podrackd, CSc

of my
extent

ill,39-[S-]',11,*lI3nlN WTNESS WHEREoF, rhe parti;s herel; nave causeO tnelr Outv-lrjh",ii"j i"pr*""tatives to execuleContract

COMPANY/ SPOLOENOS

Name/ Podpts: Mor. lvaodatena Vyoralovd

F!nction/ Titul: Develooment Ooerations Ma aqer

DalelDeturr a'i /t1 ,,t'//
Function/ Titul' riaditetka DFN KoSice

DatetDeIUn. J0 r0 lc4

SITE/ CENTRUM

Purchase order #: 7100160551
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DOKLAD A _ OCHRANA ODAJOV

Ak tu nie je definovane inak v6etky termlny pouzivane v
tomto doklade, ktor6 nie s[ inak definovan6, budli mal'
vyznam, ktory im bol pridelen)i v zmluve. Na idely tohto
dokladu nasledujlce terminy budLl maf nizsie uvedenli
v'iznaml

,,subjekt d6t' znamend akdhokolvek [aastntka atebo

ziadatela, ktoni sa chce zldastnil' na klinckom skl:]Sani
spo u s akimikolvek pribuznlimi, ak je to vhodn6, a/alebo
ak6kofvek in6 osoby, o ktonich mozno zhromazdovat
tdale pri plnenitejto zm uvy:

,Eu16pska hospodArska oblaat' (European Economic

Area, EEA)' znamen6 vsetky aensk6 5t6ty Eur6pskej
Unie, N6rsko, LichtenStajnsko a lsland,

,,spracovanie" znamena akykolvek ,kon alebo subor

tkonov, vykonevani s osobnlimi idajml, vrSlane ich
zhroma2dovana, pouZivania, Upravy, ziskavania,
prenosL. usk adnenia. vymazan@ a sp.acovan a
(poiitaaom aj manueine), ich kombineciu alebo in6
poL: tie osobrich udajov v s,rlade so zdrerr'
prisluSnych zAkonov na ochranu [dajov, a

,,Udaje skisania" znamenaju vsetky osobn6 Udaje,

tykallce sa ak]ichkolvek subjektov dat, ktor6 zhromazdi
ce^trun alebo predstav lelia cenrra aleoo obaja

Centrum a predstavitelia centra (spolodne ,,strany

klinick6ho sk[Sania") bud[ na vlasln6 naklady
dodrziavat vsetky prisluSne z6kony vpatnom zneni,
ktore sa tlrkajr.l spracovania Lidajov sktsania atiez
nas eduitce ustanoveniai

(i) bud! spracovavat len idaje skisania,
zhromazden6 stranami klinickeho skiSania v
stlade s touto zmluvou a vyluane len na uaely
tohto klinick6ho skUsania tak, ako to je
Specifkovan6 v prislu6nom protokole alebo ako
to nak m6ze z 6asu na6as pisomne nariadit
spo oanosl', a nebudl dalej zhromazdovat
a spracovdvat' 0daje sklsania akymkolvek inym
sp6sobom,

(il) neposkytnu ani neprenesu Udaje skusania
Ziadnej tretej strane bez plsomn6ho povolenla
spolodnosti, s vinimkou ak: (i) si toto poskytnuUe
alebo prenos tdajov vyzaduje akykolvek
prisluSn, zakon a ebo nadriadeny 0196n, a v tom
pr[pade strany klinickeho skL]Bania budi
urychlene pisomne informovat spoloanosl' (a v
ka:dom prlpade do piatich (5) dni od prijatia)
este pred splnenim akejkotvek takejto Ziadosti o
poskytnutie alebo prenos Udajov a splnia vsetky
primerane pokyny spoloanosti ohl'adom takehoto
posky,tnutia aebo prenosu tdajov, alebo (ii) je
loto poskytnutie alebo prenos idajov obmedzen6
len na osoby v organiz5ci stran klinickeho

EXHIBIT A- DATA PROTECTION

Unless otherwise defined herein, all terms used in this
Exhibit and not otheMise defined shall have the
meanings assigned to them in the Agreement. For the
purposes of this Exhibit, the following terms will have the
meanings given below:

"Data Subject" means any participant in or applicant
wlshing to pafticipate ln the Study together with any next
of kln, if appropriale, and/or any other person about
whom personal data may be collected in the performance
of this Agreement;

"European Economic Area (EEA)" means all the
member states of the European Union and NoMay,
Liechtenstein and lceland;

"Processing" means any operation or set of operations
performed on personal data, including the collection, use,
modiflcation, retrleval, transfer, storage, deletion,
processing (both by computer and manually),
combination or olher use of personal data as
contemplated by applicable data protection laws; and

"Trial Data" means all personal data relaling to any Data
Subject collected by Site or Site Representatives or both.

Site and Site Representatives (collectively "Study
Parties") will comply, at therr expense, with all Applicable
Laws, as amended from time to time, wlth respect to the
Processing of Trial Dala, and with the folowlng
Provisions:

(i) Process only Trial Data collected by the Study
Parties in accordance wth this Agreement and
solely for the purposes of the Study as specifed
in the applicable Protocol or as otherwse
instructed in writing from lime to Ume by
Company and not further collect and process
such T'ia Dara'n any othe'ma.ner:

(i) Not to disclose or transfer Trial Data to any lhird
party without the prior wrilten Oermission of
Company, except (i) where su6h disclosure or
lransfer is reqr.rhed by any Applioable Law or
supervisory authorily, in which case lhe Study
Parties will notify promptly in writ ng (and in any
event within five (5) days of receipt) Company
before complying with any such request for
dlsclosure or lransfer and comply with all
reasonable directions of Company with respect
to such disclosure or transfer, or (ii) where such
disclosure or transfer is limiled only to persons
with n the Study Parties' organization located in
the EEA who have a need to know 10 perform the
services contemplaied in the Agreement or (iii)
where such disclosure or transfer is 10 Amgen
lnc. and its affiliates' employees or
representatives in the EEA or in counlries
outside the EEA, including the LJ.S.;

(iii) ensure that all Trial Data are accurale and,
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sk(rsanja v r6mci EEA, ktor6 potrebuj, tieto
vedomosti na v)rkon sl!:ieb zamrslanich v
zml!ve, alebo (iii) ide o posk,4nulle alebo prenos
,dajov do spolodnosti Amgen lnc. a
zamestnancov alebo z6stupcov jej priclenenich
organizecii v EEA alebo v krajinSch mimo EEA
vr6iane L,SA.

(liD zabezpedia, aby vBetky Lidaje skUsania boli
spr6vne a tam, kde je to polrebn6, aj
aktualizovane a vynalozia do nalvadsie Usilie na
zabezpedenie toho, aby ldaje skusania, ktor6 sU
nespr6vne alebo neipln6, boli vymazan6 alebo
opraven6,

(iv) zabezpedia aby vsetky technicke a organizaan6
opakenia uveden6 v protokole a akichkolvek
prislLrSnych zakonoch na ochranu tdajov alebo z
dasu nadas vyzadovan6 spoloanostou, boli vzdy
pouzivan6 na ochranu Idajov skusania pred
n6hodnym a ebo protizakonnym znidenim,
stratou, poBkodenim alebo Upravo! ako aj pred
nepovo enimi alebo protiz6konnimi formami
spracovan a,

(v) zabezpeaia uryohlen6 pisomn6 upovedomenie
spoloenosti stranami klinickeho sklsania (a v
kazdom pripade do piatich (5) dni od prijatia)
o akomkolvek oznameni prijatom od subjektu
dat, ktor6 sa lika pr5v subjektu ddt na pristup,
ipravu aLebo opravu jeho Lidajov sklsania a
sk6r, nez na tak6to ozndmenie zareagujLl sa
budLl riadit vsetklimi pokynml spoloanosti

(vi) buda dodrZiavat vsetky pisomn6 pokyny, ktor6 z
dasLr naaas mdZe spoLodnost vydaf na
anonymizovanie Udajov skiSania, a

(vii) podnknu iak6 kroky, ktor6 m6:e spolodnost
primerane z aasu naaas vyzadovat', vrahne
upovedomenia akehokolvek nadriaden6ho
orgenu a dalSich o svojich aktivitech v riimci
spracovanla podla tejto zmluvy a dalej podniknl:l
vsetky dalSie kroky tak aby spoloanosti Amgen
lnc. a jej prrdlenenlim organizaciam umo:nili
splnit' akekolvek oznamovacie alebo n6
povinnosti, ktord sa na nich vztahujI v slvislosti
so spracovanlm Lldajov sktsania.

(iv)

where necessary, kepl updaled and use best
efforts to ensure ihat such Trial Data which are
inaccurate or incomp!ete are erased or reciified;

ensure that all the technical and organizational
measures specified rn lhe Protocol and in any
applicable dala prctectron laws or requesied by
Company from time to time are taken at all times
to protect Trial Data against accidental or
unla\,!4u destruction, loss, damage or alleraiion
as wel as unauthorized or unlaMuL forms oi
Processlng;

ensure that the Study Parties notify Company
promptly in writing (and in any event within fve
(5) days of receipt) of any communication
received from a Data Subject re ating to the Data
Subjeci's rights to access, modify or correct lts
Trial Data and io comply with all lnstructions of
Company before responding lo such
communications

comply with al wrltten instructions issued from
time to ume by Company to anonymize the Trial
Data; and

(v)

(vi)

(vli) lake such steps as Company may reasonab y
require from tinre to time, including notification of
its Processlng activities under lhis Agreement to
ihe supeNisory aulhority and further, take any
other sleps in order to enable Amgen Inc. and its
affiliates to comply wilh any notification or other
obligations app cable to them related to the
Processing of the Trial Data.
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SCHEDULE A/ ROZPIS A
Protocol/ Protokol 201 30356

Site/Centrum 54001

1.1. NAKLADY NA KLINICKE SKUSANIA

Ako ihradu za plnenie podla podmienok tejto zmluvy
Spolodnost' poskytne finan6nU podporu za klinick6
skisanie v sUlade s ,,rozpodtom" uvedenym v rozpise A
('Rozpoaet') Ak Spolodnosf nepoziada o zaradenie
d'alsich iaastnlkov kllnickeho sktSania, celkova ciastka
podla tejto zmluvy neprekrodi devel\isic
dev6t'stodvadsat EUR (9.920,00 EUR) ( Cena klinickeho
sklSanla").

Celkov6 Cena klinlckeho skUsania sa uhradi za
predpokladu Ze:

- vsetci piali (5) i6astnici klinickeho sktsania dokonalh
celu lieabu uvedeni v protokole a

- bolo prevedene maximelne mnozstvo "Dobrovolnych
procedir uvedenich v protokole" ako je uvedene v
Rozpo6te" ; a

- boli vynalozen6 ine dodatodn6 naklady uveden€ v

Cena kllnick6ho skisania nezahfna dah z pridanej
hodnoty.

Cena klinick6ho skiSania taktieZ zahfrta nasledovn6:
- Adm nistrativne n6klady t.j. vsetky naklady spojene
s adminiskativnou dinnosi'ou poaas klinickdho skrSania.
- naklady za archiv6ciu (podas a po klinickom skUsani)
-,reziln6" neklady
Ak centrum nezaradl do tejto klinickej StUdie celkovo
dohodnuty po6et iaastnikov Studie, bude Centru
uhradena cena za skutodny poeet zaradenych
ukondenych Udastnikov tejto Studie.

STUDY COST

As consideratjon for performance under the lerms oi this
Agreement, Company shall provide financial support for
the Study in accordance with the budget sel forth ln this
Schedule A (the 'Budget"). Unless Company requests
that additional SLrbjects be enrolled in the Study, the total
aggregate amount to be pald under this Agreemeni shall
not exceed nine thousand nine hundred twenty Eulos
(9.920,00 EUR) (the "Study Cost").

The Study Cost shall by paid assuming thatl

- all five (5) Subjecls have completed all Protocol
specifled treatments; and

- the maximum number of optiona Protocol
procedures listed ln the Budget have been
performed;and

- other additional cosls set forth in the Budget have
been expended.

The Study Cost does not include any value added tax.

The Study Cost also includes the following:
- Adm nistrative Costs, meaning all costs relating to

administrative activiUes that are related to the
purpose of this study

- Archivlng costs (during and afier the Study)
- Any overheads
- ll Ste doesn'l enrol the tota agreed number of

Subjects in the Study, the Site will be pald for the
actual number of enroled Subiects completed the
Study.
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2. ROZPOOET )2. BUDGET

* V poplatkoch s[ zahrnut6,,rezljn6" n6kady nemocnice a n6k]ady na laborat6rne sluzby.
* Patient I\,4ilestones are inclusive of Hospital overhead fees and laboratory costs.

Poplatok ra idastnika/ Per Subiect Fee

Poeet (iastnikov klinick6ho
skUSania /
Numbor of Subiects:

Popis /
Description

Frekvencia/detaily/
Frequency/details

Na
{daslnika v

EUR /Per
Subject
in EUR

Celkove suma pre
vSetkYch

idastnikov
v EUR/Totalfor all
subjects in E[rR

-POPLATOK NA OCASTNiKA
'PER SUBJECT FEE

V silade s uvedenin nizsie
ln accotdance with below €1 456 c7 284

NEUSPESNY SCREENING
SCREEN FAILURE

V sllade s uvedenYm niz{ie
ln accordance with below €164 €a20

OPAKOVANi SCREENING
RE-SCREEN

V s,lade s uvedenYm niiiie
ln accordance with below €91 €l 420

MAXIMALNA CENA KLINICKEHO SKUSANIA (€)
MAXIMUM STUDY COST (€) €9 920

Visit Description
Popis nSvStevy Visit Cost

Cena za navstevu

Screeninq T\izdei -2 Nev6teva na klinike € 123
Screenino TVZdei -1 Nevsteva na klinike €41
Dei 1 NAvsteva na k inike Vvsetrenta € 12A
Dei 1 Navsteva na klinike Podanie lleaiva €4
Liecba Tizden T Nevsteva na k n ke VvBetrenia €38
Liedba TVZdei 1 Nivsteva na k n ke Podanie lieaiva €4
Liedba Tizden 2 Navsteva na k n ke Vvietrenia €38
Lieaba TVZderi 2 Njvsteva na k n ke Podan e liediva €4
Ti2den 3 N6vsteva na k inike €67
Tv2dei 3 N6vsteva na klinike Podanie lieaiva €4
L eaba TVZdei 4 Nevsteva na k n ke W6etrenia €38
L edba TYZderi 4 Niivsteva na k n ke Podanie lied va €4
L ecba TVZdeh 5 Navsteva na k n ke Wsetren a €38
L eaba Tizderi 5 Navsteva na k n ke Podanie rectva €4
Liecba TVZdei 6 Navsteva na klin ke Wsetren a €38
Liedba Tizderi 6 Navsteva na ki n ke Podanie €4
TVZderi 7 Niivsteva na klinike c67
Tizderi 7 Ndvbreva 1a <linike Podanie l.edtva €4
Liedba TVZdei 8 NevBteva na klin a €38
Liedba TVZdei 8 Nevsteva na klin ke Podanie ieaiva €4
Liedba Mderi I Nev6teva na kl n €38
Lieaba TVZderi I N6v5teva na klin ke Podanie iediva €4
Lieaba TVZderi 10 Nav6teva na kllnike Wietrenia €38
Lrecba Tizoei 10 Ndvsteva ta klnike Podanie hediva €4
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Tizderi 11 N6vsteva na klinike €67
Tv:dei '11 Ndvsteva na klinike Podanie lie6iva €4
Lieaba Tv2dei 12 Nevsteva na klin ke Vvsetrenia €38
Liedba TVZder'l 12 Nav6teva na klin ke Podanie lie6iva €4
Lieaba Ty2dei 13 Nevsteva na klin ke Vysetrenia €38
Lieaba TVZden 13 Nav6teva na klin ke Podanie liediva €4
Lieaba Ty2deir 14 Nevsteva na klin ke Wsetrenia
Lieeba TVZdei 14 Nev6teva na klin ke Podenie liediva €4
TVZdei 15 Navsteva na klinike €67
TVZderi 15 Navsteva na klinike Podanie lieaiva €A
Lie6ba TVZderi 16 N6vsteva na klin ke Wsetrenia €38
Lieaba TVZdei 16 Nav6teva na klin ke Podanie liedlva c4
Liecba Tizden 17 Navsteva na kln ke Wsetrenia €38
Lleaba TVZden 17 N6v6teva na klln ke Podanie liediva c4
L edba Tv2den 18 Navsteva na kln ke Wsetrenia €38
Lieaba TVZden 18 Nevsteva na klin ke Podanie liediva €4
Ti2den 19 Navsteva na klnlke €67
Tviden 19 N6v5teva na klinike Podanie liediva €4
TiZdei 20 Ndviteva ,1a hln,ke Koliec poddvanra ieciva € '106

TVZdei 24 Predaasn6 ukondenie / Ukon6enie klinick6ho skLlaania €111
Celkova diastka na f6astnika
Total Per Subiect Fee €1456

NeUspeSnV Skrinino
Screen Failures

Ivlaximum pet (5) nelispesnych sklningov bude preplaten6 na centr!m podl'a tarif uvedenych v tabutke
niZSie.

l\4aximum of five (5) screen faiures per site wil be provlded for, as per the table below.

Neispesny Skrining T)7:dei - 2
Screen Failure Week - 2 €123
{e(spegni Skrining T}iiden - 2
icreen Failure Week - 2 €41
Uaximalna diastka za ne(spesni skrining na idastnika
Vlaximum Screen Failures Der subiect <164

Platby za neUspeany skrining budrl vykonan6 len na zaklade vykonanych navstev podla hore uvedenej
tabufky. Vsetky platby za ne0spesny skrining podljehajl] kontrole monitora klinickeho sk[dania

Screen failure payments will ref ect the screening visits actilally completed in accordance with the table
above. All Screen failure payments are subject to monitor verification.

OpetovnV skrininq
Re-Screens

Maximelne Stvri (4) pokusv o opatovnv skrinino na 0bastnlka v maximalnej cene 91,00 EUR za jedneho
laastnika a maximalne 1.820,00 EUR na centrurn v silade s uvedenym nizsie bude uhraden6.

Maximum of four (4) re-screening atiempts per contracted subject at a maximum raie of EUR 91,00 per each,
10 a maximum of EUR 1.820,00 per siie and in accordance wlth table belowl

Celkom za procedIru na
UEastnika

Total per procedure
ber subiect

Opakovany screening lnformovani sihlas
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Opakovany screening Vysetrenia N6vateva 1 €51
Opakovany screening Vysetrenla Navsteva 2 €33

Maximilna eiaatka na Udastnika
Max re-screen per Subiect

€9,1

Platby za opatovni skrining budu vykonan6 len na zaklade vykonanych n6v5tev podla hore uvedenej
tabul'ky. Vsetky platby za opaitovny skrining pod iehaj0 kontrole monitora klin ck6ho sklsania.

Re-Screen paynrents w I reflect the screening visits actually compleled in accordance with the table above.
A I Re-Screen paymenls are subiecl to monitor veriiicaUon.

PLATOBNE PODMIENKY

Platby budt uskutoanene nasledovne:

(a) Platby bud[ realizovan6 dvakr6t roane a to za
obdobie ku ka2d6mu 31 majlr a 31. okt6bru za
ukonaen6 n6v5tevy ako je uveden6 v Rozpoate
vratane Dobrovol'nych procedtr uvedenrch v
protokole. Ukondene nevstevy a proced0ry budu
vychddzat' z informecil obsiahnutlrch v prisl!Snych
pripadovych spravach.

(b) Na zaklade ukondenla klinick6ho skllsanla
v sl:rlade s protokolom alebo skor6ho ukondenia
zmluvy, budi platby za ukonden6 n6vstevy
a vykonan6 procediry realizovan6 iba s ukonaenym
a opraven)7m e-CRF za uaelon vypo6tu koneanej
splatnej zevereanej platby (,,zavere6ne platba')
Oddelene od pokraauj0cich polrodnych platieb,
neklady za Dobrovoln6 procedlry uvedene
v protoko e budi uhredzan6 ako le uveden6
v Rozpoate v zAvere kllnlck6ho sk[]sana abudi
zahrnutd do konednej platby aby sa zaistilo, Ze sa
neprekrodi suma uvedena v Rozpocte

(c) Konebn6 (posledna) platba bude splatn6 na 26klade
close-out visit, prijaUa (i) ukon6en6ho e-CRF a
ot6zok, (ii) z6ve.ednej spravy ski6ajLiceho vo forme
prijatelnej pre Arngen a (ii) po poskytnutia
vyUdtovani vsetkeho nepouZ t6ho liediva.

(d) Platba bude uskutodnen6 po prijati patnej faktrry
obsahuj[]cej ,,PO dislo", ktor6 toho 6asu pridelil
Amgen.

(e) Patba bude uskutodnen6 bankovym prevodom na
dis o idtu stanoveneho v tejto zmluve.

PAYMENT TERMS

Payments will be made as folowsi

Paymenls will be made two iimes a year and for a
period of each 31 May and 31 October for vlsits
whch have been oompleted as set forth in the
Budget above, includ ng Prolocol optional
procedures. Visits and procedures, which have been
completed, will be based on information conta ned in
the corresponding case report forms.

LJpon Study completion rn accordance wrth the
Protocol or early terminaUon per General Agreement,
the payments made based on the visiis completed
and procedures performed will be reconciled, wlth the
completed and corrected e-CRF in order to calcu ate
the final payment due (the "Flnal Payment").
Separate from ongo ng half yearly payments, the
Protocol optional procedures costs w ll be pald as sel
forth n ihe Budget at the end of the Sludy and
included in the Final Payment to enslre that the
max mum amounts set forth in the Budget have not
been exceeded.

The Final Payment wl be due upon completion of
the close-out vsit, rece pt oi (i) all compleled and
corrected e-CRF and quer es of (ii)the lnvestigatofs
final report in a form acceptable to Amgen and (iii)
provded all unused Study drug has been accounted
for.

(a)

(b)

(c)

(d) Paymenl shall be made upon receipt of a valid
invoice containing a "Purchase Order' number
Prev ousLy supplied byAmgen.

(e) Payment shal be made through a bank iransfer to
the account number stated in this Agreement.
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