
Cr-rrqrcal Tnr]ll Acneeuerur

The Clinical Trial Agreemlent ("Agreemerrt,,) is made
by and between:

. Georgi Krastev, l\/lD, lphD having a place of
business at Fakultn6 nenflbr:nica Trnava, Suchd nao
Parnou 622, 919011 Slovak repubtic,(the
"lnvestigator"), and

. Fakul rrrava, having a place ofbusines 1" gj7 OB Trnava, Slovarrepublic y Vladislav {irojta, JD,director )

. Merck Healthcare Kga,A, having
business at FrankfurterlStrasse 250,
Germany ("Sponsor'') 

i

ZMLUVA o KLINtcKoM sruSarui

Tr1to zmluvu o klinickom skriSani (d'alej ,,zmluva',)
uzalvilrall'.

. MUDr. Georgi Krastev, phD, s adresou
Such6 nad Parnou 622,91901 Slovenskljr republika
(d'alej ,,skfSaj0ci")

a

. Fzrkultn6 nemocnica Trnava, so sidlom A.
Slclvensk6 nepublika

Srojta, riaditr;l'om (d'alej

. Spolodnost'ou Merck Healthcare KgaA, so
sldlom na adrese Frankl'urter Strasse 2S0,
Darmstadt, Nemecko (d'alej,,zad6va1el"')

and

a place of
Darmstadt,

Each a "Party" and toOetfier the "parties',. kaZd'i z nich d'alej v ako,,zmluvn6 strana" a spolodne
aKo
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zmluvn6
Protocol
Number: M570q568_01 58 Cislo protokolu: M5700568 0158

Protocol Title:

"2-yeaifollow-up study /o assess
cctgniti;on and health-related
qualitlof life in parlicipants with
highly-active relapsing muttipte
sc/erosis, having participated in
the CLff?lFY MS triat"

N6zov
protokolu:

St(tdia 2-roindh<> sledovania s
cielom pos (t de n i a kog nitivnych
schopnosti a kvalily Zivota
stivisiacej so zdravim u
Aiastnikov s diagn1zou
vysokoaktivnej relizpsujticej
skler6zy multiplex, ktori sa
z(tiastnili na sk06anl rlLARlFy
MS

Protocol Date 19 August 2020 D6tum
protokolu: 19 augusta 2020

Sponsor: Mr:rck Healthcare KGaA Zaddviatel' Merck Healthcare KGiaA
Country where
Site is
Conducting
Studv

Slovak Republic Krajina vedenia
skUSania Slovensk6 republika

Investigator: Georgi Krastev, MD Sk[5aj[ci: MUDr. Georgr Krastev

Location
where the
study will be
conducted:

Nerurological department which
is ia divlsircn of the Institutron

Miesto vedenia
sk[5ania:

Neurologick6 oddelenie, ktor€
je oddelenim zdravotnlckeho
zariadenia

Key
Enrollment
Date:

'100 Calerndar Days after Site
Initiatioh 'Visit (being the date by
which Sile must enrol at least
one (1) subject "Key Enrollment
Date" below) Kl'ridov! d5tum

zarad'ovania:

'100 kalend6rnych dnl od
zahajovacej n6v5tevy
pracoviska sku6ani,a (ide
o ddtum, do ktordho
pracovisko sk05anier musi
zaradit' najmenej jerCen (1)
subjekt, ,,Kl'tidovf ddtum
zarad'ovania" )



l-thicp oommittee
Fakultn6 nemocnica
sidlom A. Zarnova
Trnava, Slovakia

ticklr komisia

Trnava,
11,917

!U
OB

Eakultn6 nemocnica Trnava,
so sicllom A. Zarnova 11, g17
q8 Trnava, Slovenskd
republika

The following additional definitions shall apply to thisAgrer:ment:

The ilnstitution and Investigator (hereinafter jornilythe $ite")

n Laws: The laws and
) protectton of personal
to Sponsor jncludinq

79 of the t,uropeaii

th e p rotecl i o n o r n a t u ra I o"[J.:t*1ln 13!i,.'.t ;j ;:processing of personal <jata and ori ttre--treemovernent of such data, ;and repealing oiiective
?!!a?tlc ("Gpeg"), as well as any roiar laws orregut€lttons concerning the protection of personat
data flrat are applicabl6 to the Site.

ApBl&^ehls-+yq€ld R eq u I iati o n s : th e i nre rn at i o n a I,regronat, national, ;and lccallaws, rugrt.tLn.,competent authorities,
proressionar ;*; ;; ff:i:"jri iffir3il'?ffi:goventrng the conduct of the Study ot. 

",iv 
otn*ractivity or jnteraction under this ngi"#;il*hi"L

may inclucle,'those of the countries ,inuru f f.'r* p"rtiu.
are toc;ated or where the activity or interaction iakesptace, including, without lirnjtation, (i) Appii""o,"Data Protection Laws and (ii) applicabler nationar,regionat or internationat GCFis loeiineJ oirfowi.-'

or CRF: case report fornr (paoer
used by {jite to recor<j att.bt ifre

informatjor to be reported to
tudy Subject (defined below).

V tejto Zmluve platia lnas|:dujf ce definic:ie:

EtesqvlqKa rhis bnia, _zdravotn icke z:a riade nie a
skuSaj 0ci.

Zdv-oJc!€lul|Aril; s ti da s n e vy k o n drva n i e f u n k ci esrarneho predslavitel'a 
.(clefinovanej niZSiel-a

zmluvnej strany tejto zrnluvy.

MerckAlh,rnce__Slovakia_CTA_1 6March202OCONFIDI:NT|A| page 2 of 39
MerckAlliance_Slovat<ia_Cf{_l 

o Nl arch2o2o

DOVERNE

s2A64581-svK-sk-Merck Hedlthcare KgaA-MUDr. x,u.,uu-SLilis'l#r.ntr-r,unsrarecr 
on 29-Jan-202r-j

Nezdvisl6
etick5 komisia
zdravotnickeho
zariadenia



Government Official: any of icer or empk:yee of a
government or of any ministry, department, agency,
or instrumentality of a gor,'ernment; any person
acting in an official capacity on beiralf of a
government or of any minisir'1 department, agency,
or instrumentality of ia goyernment; any officer or
employee of a company o1 of a business owned in
whole or part by a govprnment; any officer or

healthcare facility owneld or operated by a
government agency, minislry or department.

Item(s) of Value: shoulld be interpreted bnradly and
may include, but is not limited to, money or
payments or equivalents, jsurch as gift certificates;
gifts or free goods; mbals, entertainment, or
hospitality; travel or payment of expenses; provision
of services; purchasel of properly or services at
inflated prices; assumption or forgiveness of
indebtedness; intan,giblel benefits, s;uch as
enhanced social or business standing (e.9., making
donations to government gfficial's favored charity);
and/or benefits to third persons rerlated to
government officials (et.g., clc,se family members).

Medical Records: the Study Subjects' (defined
below)_primary meclical r,ecords kept by the
Institution on behalf of the Investigator, including,
without limitation, treatmeqt entries, x-rays, biopsy
reports, ulirasound photographs and other
diagnostic images.

Protocol: the clinical protocpl referenced above as it
may be modified from time trr time by the Sponsor
(defined below).

Studv: the clinical triarl that is to be performed in
accordance with this Agreern<;nt and the Protocol for
purposes of gathering information altout the
compound/medical de'uice idelntifled in the Protocor.

MerckAlliance Slovakia CTA 16March202O

v Helsinskej deklar6cii, ktor6 n62u byt'
prielbeZne revidovan6.

_SlAhV__prelSICyrl9I . kaldy funkci onr6 r ale bo
zarnestnanec vliidy a kaZdeho ministerstva,
odboru, agent0ry alebo in6ho o196nu vl6dy;
kaLdA osoba konajrica si c,frcidlnymi
pr6vomocami v mene vl6dy alebo ministerstva,
odboru, agentfry alebo in6ho orgiinu vl6dy;
kaZ.dy funkcionSr alebo zanrestnanec
spolodnosti alebo podniku v drastodnom alebo
0plnom St6tnom vlastnictve; kaZdy funkcionSr
alebo zamestnanec medzin5rodnej verejnej
organiziicie, napr. Svetovej banlly alebo
Spojenlch ndrodov, kaZdf funkcion5r alebo
zamestnanec politickej strany alebo osoba
konaj0ca s oficr6lnou pr6vomocou v mene
politickej strany; a kandid6t na pr:liticll0 funkciu
a ka2dy lek6r, lek6rnik alebo inf zdravotnlk,
ktory pracuje pre nemocnicu, lek5reri alebo in6
zdravotnicke zariadenie, kto16 vlaslnl alebo
prev6dzkuje vl6dny 0rad, minis;terstvo alebo
odbor vl5dy.

tlodnotn6 vec: tento pojem sa mii interrpretovat'
v do naj5ir5om zmysle azahiia nrajmdr peniaze,
platby alebo ich ekvivalenty (napr. olardekov6
poukaZky), dary alebo bezplatn'i tovar,
strarvovanie, zdbavu alebo pc,hostenie,
cestovanie alebo preplatenie vfdavkov;
poskytovanie sluZieb; zak,upovanie
nehnutel'nosti alebo sluZieb za urnelo navfSen6
ceny; predpokladan6 zaviazanost' (zadlZenost')
alebo odpustenie zaviazanosti (zacllZenosti);
nehmotn6 vf hody, napriklad zlep5enie
spolodensk6ho alebo obchodn6ho p()stavenia
(napr. poskytovanie darov dc'brodinnej
organrz6crr pooporovaneJ St5tnym
predstavitel'om), alebo poskytovanie v!hod
tretim osob6m so vzt'ahom ku StStnym
predstavitel'om (napr. blizkym pribuzn'im).

Zdravoln6 z1znamv: prirn6rne ::dravotn6
zAznamy subjektu sk(Sania defirrovan€ niZSie,
uchov6van6 zdravotnlckym zariadenim pre
skf5ajUceho, najma zapisy o liedbe, rontgenov€
snfunky, spr6vy z biopsii, snimky
z ultrazvukovyich vySetreni a d'al5ich
zobr azov acich vy5etren i.

Protokol: protokol klinickeho sk0$ania, na ktorf
sa odvol6va tdto zmluva a ktorli mOZe z:ad6vatel'
(definovan! niZSie) priebeZne menit' a dopliat'
dodatkami.

Skf Sanie: klinicke sk(5anie, l<tor6 sa m6
vykonat' podl'a tejto zmluvy a protokolu s ciel'om
zlskat' informdcie o chemickej zl0den ne alebo
zdrilvotnickej pomOcke, uvedenej v pr,ctokole
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conneotjon \r,jth the Study including,
tation, reqorts (e.g CRtrs, data
Inten.m repgrl:s and the final report)
e delivered lo Sponsor purr;uarnt to the

Study Staff: the indivlduaki involved in conducting
the Study under the direction ot the lnvestigyaior.

S-udISUbtu"t: an individgat who participates in rne
UIUOV

REGITALS:

WHEREA-S, Sponsor, togetherwith its afliliates. is aresearch-based pharmaceutical company and isengaged in research and Cevelopnrent of
lf:.?""yli:."t proctucts inctuding [pio<iucUApt]already commercialized by {iponsor unber the trade
name Mavenclad@ in the field of multiple scteiosi..

WH A R|DS Ac ( tOVtA") is providingclinj organ jsaticrn 'servicei 
ti, 

-l;poni,or.

lnq e c;ontraci: between leVlA andSpo serviced irclude .ontiu"iino ,i,,n
clinical research sites and performing prt;"it. onbehalf of the. Sponsor

S1udy_Data: all records and reports, other than
Medir;al R<:cords, collected or created pursuant to or

WHEREAS, Site is willing to conduct the tjtudv andSponsor requests the Site {o unciertake sr;;i;iit;y

NOW T HEREFORE, the following is agreed:
1. Cor.tr:ucr or rue Snrov

r5ania: osoby zapojen6 do
sk0Sania pod vedenim

9ubiekt sk[Sanid: osoba, ktordl sa z0dasthuie
ner sk0Sani.

UVOPruE VYHLASENIA:

Pracovirsko sk0sania ] je ochotn6 vykonat, toto
skUSanie a zaddvatel'piada pracov,.fd .f,Ulanil ovyKonanle tohto skrlilairia.

I

ZMLUVNE STRANy sa dohodli na nasleduj0com:
1. VEQEI,I|E SK0SAN|A 

f

a vyKonavanie platierbiv merne zaddvatel,a

'1 1

zmtuvou, protokolom ai:l-'l'yu,ru .proroKotom al vSel.kfmi platn!mi p,rdvnvmi
preoptsmr a nariadeniami, pracovisko skLr5ania a

!::..?:l?l .k(Sania beiri na vedomier, ze rrfVin
zaddvatel' a v5etky icl"i dc5rske .poloen-rU riu.i"

MerckAlliance_Slovakia_C;TA_1 6lvlarch2020

DOVERNI:

j]l?_.9uft o skf5ania sa zavdzuje, 2e spotu sperson6tom sk0$ahia vykona ,,(LSun,u
v zoravotnicl(om zariadeni v prisnom sulado. s touto

Site-agrees that Site and gtudy Staff shall perform
the Study at Institution in strict b"corOun"* ,iiiit,'if,is
Agreement the proto,:ol, any and all Applicable
!?y-r ?n9 Regutations. S jte and striiv Staffacknowledge that leVlA ancl Sponsol--u,iO tf.'r.ir.respective affrliates, n?ug to adhere 1o theprovisions of (i) the U{S Fo'reign Corrupt practices
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I

Act (ii) the UK Bribery ,Act; and (iii) any other
appllcable anti-corruptlon lqgislation.

I

i

dodrZiavat' ustanovenia (i) ZAkona o zahranidnfch
korupdnf ch praktikdch Spojeniich St6tov
americklich (FCPA), (ii) Protikorupd;n6ho z5kona
Velkej Britdnie a (iii) v5etky d'a15ie platne

published on the webpite of the lrrstitution
www.fntt.sk. i

I

, protikorupdn6 pr6vne predpisy.

1.2. Consent to participate in the Study and 1.2. lStihlas s ridast'ou na skfSani adc,rmecie o
spracIvanl osobnVch Idaiov
Pracovisko sk05ania ziska od kaZd6ho subiektu
skl5ienia predch6dzaj0ci pisomn! sIhlas s ricast'ou
na sk(i;ani. BliZSie informacie subjektom sk05ania
o spracUvanI osobnlch 0dajov na vykon6vanie
skfSiania s! zverejnen6 na webovej str6nke
zdravotnickeho zariadenia: www.fntt. rsk.

1.3. Zdravotn6 z6znamv a Odaie sk0Sania
.1 .3.1 . Zber, uchov6vanie a likvid5cia:
Pracovisko skfSania zabezpe(,i urlTchlen!,
kompletnf a presn! zber, zaznamen6vanie
a triedenie zdravotnfch zAznetnov a ridajov
skUSania.
Povinnost'ou pracoviska sk!5ania je:

vlest' a uchov6vat' zdravotn6 zAznamy a
tidaje sk05ania zabezpedenfm
spOsobom, s fyzicky a ele,ktronicky
obmedzenlm prlstupom (podl'a
potreby), s pouZitim mer:hanizmov na
ochranu Zivotn6ho prostredia.
vhodnych pre danf druh 0dajov a v
sUlade s platnlimi pr5vnymi predpismi,
nariadeniami a normami platnfmi v
tomto priemyselnom odvetvl;
chr6nit' zdravotn6 z.lzniamy a Udaje
qkr'r{ania nrad | 'r.__ ,leopravnenym
pristupom, pouZitim, koplro'vanim a
odovzd6vanim. Ak to zaddvartel' bude
poZadovat', pracovisko skf5ania zaSle
Odaje sk05ania s pouZltim
elektronick6ho syst6mu posl.lytnuteho
zad5vatel'om alebo jeho pclverenfm
z6stupcom a dodrZi pri tom pokyny
zadSvatel'a pre vkladanie (z6pis) Udajov
do elektronick6ho syst6mu. Pracovisko
skUSania zabr1ni neoor6'ynen6mu
pristupu k 0dajom sklilania tak, 2e
bude zachovAvat' fyzickri be,zpe6nost'
elektronick6ho syst6mu a zetbezpeci,
aby person6l sk0Sania uchov5val svoje
pristupov6 hes16 v tajnosti. Sk(r5ajUci sa
zav*zqe zhromaZdit' vSetky 0daje
sk05ania a zdravotn6 zitznamy pred ich
zapisanim do CRF. Pracovisko
sk05ania zabezpedi unj'chlen6
odosielanie CRF;

iii. uchovdvat'zdravotnd zdznamlt a Udaje
sk0Sania na minim6lne dvaclsat' (20)
rokov od n6v5tevy pri u;zatvorenl
pracoviska sk0Sania alebo na obdobie
poZadovan6 platnyimi pr6vnymi

l\4erckAlliance Slovakia CTA'1 6March2020
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Study Data. i

Site shall: i

i. maintain ,and jstore Medical Records
and Study Data in a secure manner with
physical and electronic access
restrictions, las applicable and
environmerntal Icontrols appropriate to
the applicable data type and in
accordanoe with Applicable Laws, and
Regulations ancl industry standards;
and j

ii. protect ther Mef ic;al Records and Stuoy
Data from un{uthorized use, access,
duplication, and disclosure. 11' directed
by Sponsor, Siie wlll submit Sludy Data
using the t,'lectlonic system provided by
Sponsor o,r its dr;signated
representertive land in accordance with
Sponsor's instructions for r:lectronic
data entry. liite shall prevent
unauthoriz:ed access to the Study Data
by maintainingi physical security of the
electronic sysfern and ensuring that
Study Staff maintain the confidentiality
of their passworcls. Investigator agrees
to collect all tStudy Data in Medical
Records prior jto entering it into the
CRF. Siter sh,all ensure ther prompt
submission of CFiFs; and

iii. retain the MeQical Records and Study
Data for a minimum of twenty (20) years
from the Siite'stclose-out visit or for the
duration r,equiqecl by Applicalcle Laws
and Regul,ationls, whichever is longer. In

MerckAlliance-Slovakia-CTA-1 6il/arch2020
CONFIDENTIAL Page 5 of 39
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Agreement for maintaifling the Medical Records
and Study Data. 

i

1.3.2. Ownershid. Institution shall retain
ownershio rrf Medical Records. The
Institution arrd the Investigator hereby
assign to Sp,onsor all of their rights, title
and interest, including intellectual property
rights, to all Corificlential Information (as
defined below). i For the avorrlance of
doubt, the Study Data shall be and remain
the sole an,C e>(clusive properly of the
Sponsor or of such party as the Sponsor
may designate, a! the case may be.

Subject tc, Applicabte Laws and
Regulations Spons;or shall be the sole
owner of any biological samples
("Samples"). Site shall collect, retain,
analyze and usb such Samples solely
according to the pnrtocol and in a manner
consistent 'with I the informed consent
forms. At the comoletion or termination of
the Study, or sodnor at the request of the
Sponsor, Site sh all, as instructed by
Sponsor, either qeturn all Samples to the
Sponsor or destroy the Samples in
accordance witl,i lSponsor's instructions
and Applicalcle Liavrs and Reguliations.

1.3.3. Accerss, I Llse, Monitorinq and
Inspection. lSite shall provide original or
copies (as the cqsr: may be) of all Study
Data to Sponsort for Sponsor's use. Site
shall afford I i3ponsor and its
ronreqenfatirroc ancl daeinnepq

reasonable accQss to Site's facilities to
Medical Recordsj and Study Data as well
as to anv other documents anci
documentati,in sb as to permit Sponsor
and its represenlatives and designees to
monitor the Situdy and compliance with this
Agreement. 

l

l

Site shall afford regulatory eruthorities
reasonable accessj to Site's facilities and to
Medical Records qnd Study Data, and the
right to copy Medical Records and Study
Data to the exlent pursuant to Acl 57612004
Coll on health carg, services related to the
orovision of health bare and on amendments
to certain laws, as antended.

I

I

The Site agrees I to cooperate with the
representatives of1 Siponsor, and the Site
agrees to ensure that the employees, agents
and representatives of the Site do not

MerckAlliance_Slovakia_C-fA_1 6March2020
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povinnosti uchov5vat' zdravotn6 zAz.namy a
Udaje sk0Sania podl'a tejto zmluvy.

_1_32-JleSlntStVS. Vlastn ikom zd ravotnf ch
zeznamov zostdva zdravotn [cke z€lriadenie,
Zdravotnicke zariadenie a skfSajtici t!mto
postupujri zad5vatel'ovl vSetky svoje pr6va,
n6roky a podiely, vr6tane vSetk,ich pr6v
du5evneho vlastnictva, vo v5etkfch
dovern!ch inform6ci6ch (definovan!ch
niZ5ie). V pripade pochybnosti, 0daje
skU5ania zost6vajU jedinym a v!'hradnlm
vlastnictvom zaddvatel'a, alebo strany, ktor6
bude urdend zad5vatel'om.

Ak to pripfSt'aj0 platne pr6vtre ptedpisy a
nariadenia, zad5vatel' je vi,hradnym
vlastnikom vSetklich biologicklich vzoriek
(,,vzorky"). Pracovisko skfSania bude
zhromaZd'ovat', uchov6vat', analyzovat'
a uZival' tieto vzorky vlhradne v s0lade
s protokolom a v rozsahu inforntovan6ho
s0hlasu Po skondenI alebo preddasnom
ukondeni sk05ania, alebo skOr nat z6klade
poZiadavky zadAvatel'a, m6 pracovisko
skUSania podl'a pokynov zarl5va1el'a, bud'
vrdtlt' vSetky vzorky zaddviatel'o'vl, alebo
znehodnotit' vzorky podl'a pokynov
zad6vatel'a v s(lade s platn!mi pr6vnymi
predoismi a nariadeniami

1.3.3.Pristup, pouZitie, mqnitorovanie a
inSpekcia. Pracovisko sk0Sania poskytne
orlgin6ly alebo k6pie (od pripadu k; pripadu)
vSetklch Udajov sk05ania zedfvalel'ovi na
ich pouZitie zad6vatel'om. Pracovisko
sk0Sania poskytne zad6vatel'ovi a jeho
z6stupcom a predstavitel'om primeranf
pristup do priestorov pracoviska sl<USania a

k zdravotnfm z(tznamon a Udajom
skrjSania, aby umoZnilo zad6vatelirvi a jeho
26stupcom a predstavitel'om vykon6vat
monitorovanie sk0Sania a dodrZiav'anie teito
zmluvy.

Pracovisko sk0Sania poskytne krrntrolnym
0radom primeranf prislup do priestorov
pracoviska sk0Sania a k zclravotnf m

zAznamom a Udajom sk0Sania a umoZni im
robit' si z nich k6pie v rozsahu pod'a zdkona
a. 57612004 Z. z. o zdravotnej statostlivosti,
sluZbach s0visiacich s poskytovanim
zdravotnej starostlivosti a o ;1mene a
doplneni niektorfch z6konov v zneni
neskorSich predpisov.

Pracovisko sk0Sania sa zavdzule
spolupracovat' so z6stupcami zad6vatel'a a
zabezpeti, aby ich zantestnanci,
zdstupcovia apredstavitelia pracoviska

MerckAlliance Slovakia CTA 16March2020

DOVERNE
Strana 7 z 39

S2A64581_SVK_sk_Mr:rck Healthcare KgaA MUDr. Krastev__CTA INS comments Trarrslated on 29-Jan-202I-1.



narass, or otherwise create a hostile working
environment I'or such representatives.

sk(Eania neruSili ani inak pre nich
nevytvarali nepriazniv6 praccrvn6 prosiredie.

Pracovisko skri5ania bude
okam2ite informovat' o

zaddvatel'a
v$etkfch

response.

52464581_SVK_sk_Merck He jlthcare KgaA_MUDr

1.3,5. lSurvival. This Section 1.3 ,,Medical 
l-lecords

and S;tudy Data" shall surrvive termination or
expiration of this Agreermerlt.

Investigator agrees to provibe a written declaration
revealirrg Investigator,s pos;ible economic or other

MerckAllirrnce_slovakia_CTA i6March2o2oCoNFtDE:NTtAt- cagl a of rS
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vynaloZi primeranr! 0silie na to, abv oddeliloa neodov;zdalo Ziadne tak6 d6vern6
infof macie, ktor!'ch odovzdanie porlas tVchto
inSpekcii nie je poZadovane. pracovisko
skUSania poskytne zad6vatel'ovi k6piu
t<VZ.le) sprdrvy o in5pekcii tf kaj0cej sa
sjuZieb posky{ovan;ich podl'a tejtr: zmluvy
Pracovisko sk0iania umo2ni zacl6vatei,ovi
vyjadrit' sa rk ak;imkol,vek od;rovediam
\ikajdcim s,a skrjiani zadlviale|a pred ich
odoslanim Stdtnemu alebo koniroln6mu
!radu a ziskat' k<ipiu konednej rrdoslanej
odpovede.

,,Pr6va na publikovanle".

atrie, F'latnost'toirto dl6nku 1.3
zAznarny a 0daje sk0Sania,,
rvedanie alebo vypr5anie tejto

Sk05aj0ci sa z:avazuje poskytn0t' pisomn6
vyhldrsenie, v ktorom odhali ivoje pripadne

MerckAlliance_Slovakia_C:TA_1 6 M arch2o2}



At the end of the Study, ppproximately twelve (i2)
months after the last Study Subject last visit for the
overall Study, Spons,or Will develop a summary of

) h the Study
ll hnical results
It Srronsor will
o ber ofcopies

required and translations.lBased on the information
provided by the Site, Sponsior direcfly or through a
third party vendor will mail theTRS to the Site or
provide the link to the pubiic website where the TRS
will be located. The Sjte or designee will be
responsible to mail tlre TRti or provide the link, to
the Study Subject or provider it to the Study Subject

interests, if any, in c;onndclion with the conduct of
the Study or the Sponsor'p product.

Investigator agrees to provide a written declaration
revealing Investigator's public disclosure
obligations, if any, wth the Institution in connection
with the conduct of the ,Study and the Sponsor's
product.

1.5 Replacement of Investigator

Site agrees to provide pjrompt advance notice to
Sponsor if Investigator wiil be leaving ther Institution
or is otherwise no longer ible to perform the Study.
The appointment of a neyv Investigator must have
the prior approval of rSponsc)r.

1 6 Trial Results Summary ( fRS')

ekonomick6 alebo ine zhujmy v s(rvislosti so
skUSanim alebo produktom zadiivatel'a.

Sk0SajUci sa zavdzuje poskytn0t' pisomn6
vyhl6senie, v ktorom odhali r;voje pripadne
oz:namovacie povinnosti vodi zdrav'otnickemu
zariadeniu v s0vislosti so skl5anim
al:bo produktom zaddvatel'a.

LS. tlanraCenie st<rlS

Pracovisko sklSania sa zat,dzuje v
dostatodnom predstihu pisonrne informovat'
zad6vatel'a, ak bude rsk05aj0ci zo
zdravotnickeho zariadenia odchdrdzat', alebo ak
zinych dOvodov uZ nebude schopnf vykonSvat'
skfSanie. Vymenovanie nov6ho skf5ajriceho
musi vopred schvdlit' zad6vatel'.

l=0. SUnrn vVsteOkov

Na konci skU5ania, pribli2ne dvan6st' (12)
mesiacov od poslednej n5v5tevy posledn6ho
subjektu skUSania pre celkov6 sk05anie,
zad6vatel' vypracuje s0hrn vfslerdkov' sk(Sanra,
kbrf poskytne subjektom sk0Sania. V sUhrne
vfsledkov sk[Sania sa uvedO odborn6 vyisledky
v jednoduchfch a I'ahko zrozumitel'nfch
pojmoch. ZadAvatel' sa poradi s pr,acoviskom
sklSania, aby si potvrdil podet poZadovanfch
k6pii a prekladov. Na z6kliade inform6cii
poskytnutfch pracoviskom skU5ania, zad6vatel'
priamo alebo prostrednictvom extern6ho
dodSvatel'a po5le s0hrn vfsledkov sk0sania
prircovisku skr.l5ania alebo poskytne odkaz na
verejn[ webov0 str6nku, kde sa sUhrn
vlsledkov sku5ania bude nachhdzat.
Pracovisko skUSania alebo jeho zdstupca budrj
zodpovedn6 za zaslanie sUhrnu vysledkov
sk0Sania alebo poskytnutre odkazu subjektu
ski5ania, alebo v pripade potreby poskytnutie
sUhrnu priamo subjektu sk0Sania.

L/. NeZiaduce udalosti
Pracovisko skrl5ania bude neZiaduce udalostr a
zAvaZn6 neZiaduce udalosti hl6r;it' podl'a
poZiadaviek protokolu a platn,i ch prdvnych
predpisov a nariadeni. Pracovisko sk0Sanra
musi vynaloZit' maxim6lnu snarhu, aby
zad6vatel'a podporilo v jeho Usili vdas pre5etrit'
ak6kol'vek neZiaduce udalosti, v pripaoe
zlvaZnych neZiaducich udalosti okiamZite oo
dvadsiatich Styroch (24) hodin. F)racovisko
skfSania bude so zad6vatel'om spolultracovat' v
jeho Usili d'alej sledovat' priebeh v$etkfch
neZiaducich udalosti. Pracovisko skri5anra
dodrZi svoju oznamovaciu povinnost' vodi
ne:zdvislej etickej komisii :zdrav,otnfckeho
zariadenia. Zadfvatel' ako drZitel' rc,zhodnutia
o registrdcii je zodpovedn! zet v5etky
oznamovacie povinnosti vodi zodpovednfm

MerckAlliance_Slovakia_CTA_1 6 Marcn2.O2O
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directly, if applicable

1.7. Adverse Events
The Site shall report adverse events arrd serious
adverse events as directed in the Protor:ol and by
Applicable Laws and Regulations. The {iite has to
undertake all efforts to suppcrt Sponsor in its efforts
to follow-up on any adVerse events in a timely
manner, for serious advgrse events immediately
within twenty-four (24) I hours. The Site shall

ith Sponr;or in its efforts to follow-up on
events. The Site shall comply with its
IRB/lEC of the Institution reporting

The Sprrnso1 is responsible for any
repoding obligations as nrarketing authorization
holder towards national competent authorities, rn
accordance with Applicabie Laws and Regulations.
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n6rodnym 0radom podla platnfch prdvnych
predprsov a nerriadenr.

X!-U_sC_Aft Selrrn of Elqqjpr"nefl[ 'l . 8..PouZitie_ e_vrateni g_yy[ay9n1 ra

2. Pevruerur
a.PLArEly

ln consideration for the propet performance of the Ako protiplnenie za riadne vykonanie skrjsaniaStudy by Sile and site team mr-,mner in 
-oniplian"e 

pracoviskom skUsanra a pr,.rsonelom sktE;ania v

ySfi S ['ili?o if 

|ova kia_crA-_ 1 6 r 
",",]rjn j, o o, r,
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with the terms and condrtiorrs of this Aglreement,
payments shall be made in accordance with the
provisions set forth in Attaphment A of Ag;reement,
with the last payment being nrade after ther Site and
site team members completes all its obligations
hereunder, and Sponsor has; received ali properly
completed CRFs and, if Sponsor requests, all other
Confidential lnformation (as clefined below).

DrugDev will receive Sitd nvoices and process
payments unless otherwise agreed. Any queries
regarding Site invoices or payments should be
directed to DrugDev at the contact details outlined in
Attachment A of the Algreemernt.

The relevant parts of lhe Institution's and
Investigators fees will be pald separately by the
Sponsor to their separate individual bank accounts

Institution and Investi13ator shall not be entitled to
any remuneration or compenrsation other tlran those
specified in this Agreerment or Attachment A of this
Agreement, unless aprprovecl in writing ai advance
by the Sponsor

3. CoNFIDENTIALITY

3.1. Definition
"Confidential Informalion" means the
confidential and proprietary information of
Sponsor and includesi (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator site team member or
other Institution personnel, including without
lirnitation, the Sponsor's product, technical
information relating to ther Sponsor's product, all
Pre-Existing Intellectual Property (as defined in
Section 4) of Sponsor, and the Protocol, and (ii)
Study enrollment information, information
pertaining to tlre status of the Study
communications to and from regulatory
aulhorities and Study Dirta and Inverrtions (as
defined in Section 4).

Confidential lnfc,rmatlon shall not include
information that:

i. can be s;hown by documentation to
have beerr public knowledge prior to or
after disclosurp l>y Sponsor, other than
through rruronQful acts or omissions
attributable to Institution or iany of its
personnel;

ii. can be s;hown by documentation to
have been in the posserssion of
Institution or any of its personnel prior to
disclosurel by Sponsor, from sources

MerckAlliance Slovakia C-fA 16March2020
CONFIDENTIAL Page 11 of 319

sUlade s podmienkami tejto zmluvy sa budLr
poukazovat' platby podl'a ustanoveni uvedenlch v
Prilohe A zmluvy, pricom posledn6 platba sa
pouk6Ze potom eo si pracovisko skf5ania
a person5l sk05ania splni v5etky svoje ;rovinnosti
podl'a tejto zmluvy azadAvalel' dostane vSetky
riadne vyplnene CRF, a ak to bude poZardovat', aj

vSetky ostatn6 d6vern6 inform5cie (dr:flnovane
niZ5ie).

Pokial' sa nedohcldne inak, bude za preberanie
faktlr prracoviska sk05ania a spracovanie platieb
zodpovedat' spolodnost' DrugDev. VSetk,y ot6zky
tf kaj0ce sa faktUr pracoviska sk0Sani;i alebo platieb
sa majI adresovat' spolodnosti DrugDev na
kontakin6 0daje uveden6 v Prflohe A zmluvy.

PrisluSn6 dasti odmien zdravotnickernu zariadeniu a
sk0SajUcemu bud0 zaddvatel'orn 'uyplaten6
oddelene na ich oddelen6 individudlne bankov6
0dty
Zdravotnlcke zariadenie a sk0Sajfci nemajI n6rok
na Ziiadnu in0 odmenu 6i n6hradu okrerm trich, ktor6
s0 uveden6 v tejto zmluve alebo v Prilohe ,A zmluvy,
ibaZe ich vopred plsomne schv6li zad6vatel'.

3. D0vr:nruE TNFoRMAcTE

3.1 . Definicia
,,Dervern6 inform6cie" znamenajI d,3vern6 a
vlastnickymi pr6vami ch16nenri inform5cie
zacl6vatel'a a zahfilI (i) v5etky inform6cie
cldovzdan6 zad6vatel'om alebo jeho zhstupcami
zdravotnickemu zariadeniu, sk0iiaj0cemu,
persondlu skrl5ania alebo in6mu person6lu
zdravotnickeho zariadenia, najmd produkt
zacl6vatel'a, technick6 inform6cier tfl,iaj0ce sa
produktu zad6vatel'a, v5etko dovtedy existuj0ce
du5evn6 vlastnictvo zaddvatel'a (definovand v
dl6nku 4) a protokol; a (ii) informdcie o
zarad'ovani do sk0Sania, infornr5cie o stave
sk(Sania, komunik6ciu s kontrolnfmi 0radmi,
(daje sk0Sania a vynSlezy (definovant! v dldnku
4).

D0vern6 inform6cie nezahfiajU inrform6cie,
kto16:

l. aKo moZno preukdzat'
dokumentdciou, sa stali verejne zndmymi
pred odovzdanim zaddvatel'om alebo po
iom, inak, neZ protiprdvnym konanim alebo
zanedbanim pripisatel'n!m zrlravotnickemu
zariadeniu alebo jeho personiilu;
It. ako moZno preukdzat'
dokument6ciou, zdravotnicke z:ariadenie
alebo jeho person6l mal pred ich
odovzdan[m zad6vatel'om z inych zdrojov,

MerckAlliance Slovakia CTA 16March2020
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iv, is permitted to be disclosed by written
authoriziltion fr()m Sponsor.

3.2. Obliqations

9,it",,rn9 Site's persofrnet, inctucling Study Staff
shall not:

(i) use Oonfide anypUfpr3ss the
performanc,

(ii) disck:se Co n to

Tc' protect Confidential lnformation, Site agrees
to:

(i) lirnit dissemination of

recetve Confjdential
Information of the confidential
narture of such informertion; and

(iii) use rearionable measures to
protect Confidential Information
from disclosure,

Nothing herein shiell limit the right of Inrititutjon

lo,1,r:l:,rg.study Data as, p"rmifted o}/ s"liiii"c t-ubtrcation Rigfrts,,.

kto16 nemali vodi zad6vatel,ovi
zachovania ich utajenia;
lll. ako moZno
oot<umentdciou, nezavisle
zdravotnicke ;:ariadenie
person6l; alebo

povrnnost'

preuk6zat'
vytvorilo

alebo jeho

tv je povolend odovzdrlvat, na zdklade
pisom n6ho povolen ra zadAv alel, a.

3.2. Povinnosti
Pracovisko sk(Sania a jeho personiil, vrdtane
perrson6lu skrj5ania nersm !:

(t) pou2ivat' d6vern6 jnform6cie na ine
Udely, neZ je \/ykonanie r;kisania alebo

(lr) odovzri6vat, d6vern6 lnform6cie
akejkol,vek tretej strane, okrem
pripadov povolenych v tomto dl6nku 3atebo v i;ldnku 5 ,,prdva na
publikovanle,' ak je to pcZadovane
prdvnymi pre,Jpismi alebo krlntrolnVmi
!radmi alebo na zdklade pisomn6fro
povolenia odovzddvajricej zmluvnej
strany.

Aby chr6nilo d0vern6 inform6cie, za,vdzuje sapracovisko skiliiania:

(t) obmedzit' Sirenie" cl6vernVch
informiicii len na ten person6l
sk0Sarria, ktor! ich potrebuie
poznat. pre 0derly v:ykonania
sk0Sania;

(rr) informovat, v5ejnk persondl
ski5ania, ktor! dostane
dOvern6 inform6cie, o dOvernei
povaher tfchto inform6,lii a

(ilt) pouZit' primeran6 opal.renia na
cchranu d6vernych inform6cif
pred odhalenim.

Nid z toho, do je uveden6 v tomto odseku
neobmedzuje pr6vo zdravotnickeho ruri"OLni"
odovzddvat' 0daje sk0sania .pO.onor-povoienym podl'a dlanku 5 ,, 

priiva napukrlikovanie".

9,-3-Vvnilten6 oJJovzdanie
v pripade 2e zdravol.nicke zariircjenie alebo
skUSajici dostane od tn:tej .trrny uyro.rrunil-
ktoni m..sa t6to bude snaZit'vynr:tii s,i'oO-vlOanie
aKeJKot'vek dOvernej inform6cie, prijemca
vyrozumenia burJe o tom zad6vatela okamZite
p9"qrl:. informovat,, aby rnofrol zadavaieipoLiadal' o ochrannf s(dny prikaz 

"f"O"l.lyfo.gny ochrannli prostriedok. V pripadr.,, Ze si
:1y:^:9hl?.n! sudny pr atebo inf vhodnlTocnranny prostriedok zir nepoOari, musiprijernca vyrozumenia poskytnuti len ttj dast,oovernych inform6cii, ktorej odovzdanie iepoZadovan6 podl'a pravnych predpisov , ,r'rl

ys'f s iiili",A i 
I ova k i a_c rA__1 6, 1'",Fjjj,, 
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3.4. Return or Destructiorr
Upon termination of thig Agreement or upon any
earlier written request by Sponsor at any time,
Site shall return to Sponsor, or destroy, at
Sponsor's option, all Confidential Inlbrmation
other than Medical Redords and Studv Data.

3.5. Survival
This Section 3 "Confiderntiality" shall survive
termination or expiration of this Agreerment for
ten (10) years.

4. lNrELLEcruAL PRoPrUl
4.1. Pre-existinq lntellectual Propertv
Ownership of inventions, discoveries, works of
authorship and other developments exlsting as
of the Effectlve Date artd all patents, copyrights,
trade secret rights and other intellectual
propedy rights thereln (collectively, "Pre-
existing Intellectual Property"), is not affected
by this Agreement, anQ no Pady shall have any
claims to or rights in any F)re-existing Intellectual
Property of another,l except as may be
otherwrse expressly pnrvided in any other
written aEreement betuler:n them.

4.2. lnventions
For purposes hereof, tlre term "lnventions"
means all invention:i. discoveries and
developments conceiyed, flrst reduced to
practice or othenvise discovered or developed
by a Party or any of such entity's personnel in
performance of the Study Sponsor (or any
Sponsor affiliate rappointed by Sponsor) shall
own all Inventions that are conceived, first
reduced to practice orlotherwise discovered or
developed by the Institution, the Investigator or
any of their persrrnnel in performanoe of the
Study.

4.3. Assiqnment of lnvbntions
Site shall, and shall cause its personnel to,
disclose all lnventions, promptly and fully to
Sponsor in writing, and Institution, on behalf of
itself and its personnel, hereby assigns to
Sponsor (or a Sponspr afflliate appr:inted by
Sponsor) all of its rightp, litle and interest in and
to Inventions, including all patents, c;opyrights
and other intellectual pioperty rights therein and
all rights of action and claims for damages and
benefits arising due to past and present
infringement of said rights. Site shall oooperate
and assist Spons,cr by4 e,xecuting, anrJ causing
its personnel to exeoute, all documents
reasonably nece$sary frrr Sponsor 1o secure
and maintain Sponsor's (or lSponsor's

MerckAlliance_Slovakia_Cl-A_1 6Merch2020
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prrZadovat', aby sa s tf mito infot mdrciami
zaobch6dzalo ako s dOvern!mi.

3 4 Vr6tenie alebo likvid6cia
Po vypovedani tejto zmluvy alebo po skor5ej
pisomnej poZiadavke zad5vatel'er pracovisko
sk[5ania podl'a rozhodnutia zadilvatel'a vrSti
ziedrivatel'ovi alebo zlikviduje vSetky d6vern6
inform6oie, okrem zdravolnych zAznamov a
0daiov sk05ania.

3.5. Pretrvanie
Platnost' tohto dldrnku 3 ,,D6vern6 inlorm6cie"
pretrv6 desat'(10) rokov po vypovedani alebo
vyprSani tejto zmluq.

4. DuSerurE vlAsrNicrvo

4. 1. Existuif ce du5evn6 vlastnictvp
Vlasitnictvo vynSlezov, objavov, autorskyl'c;h diel
a d'alSieho vfvoja existujUceho k d6tumu
Udirrnosti zmluvy a v5etkyclt patentov,
autorsklch pr6v, pr6v na obchodnri tajomstv6 a
d'al$ich orev duSevn6ho vlastnictvar v nich
obsiahnut!ch (spolodne ako ,,e>ristujf ce
duSevn6 vlastnictvo") nie je ovprlyvnr:n6 touto
zmluvou aZiadna zmluvn6 strana nekrude mat'
Ziaclny nixok ani pr6vo na existt-tjfce du5evn6
vlastnlctvo inej zmluvnej strany, okrem pripadov
vfslovne uvedenfch v infch pisomnii'ch
zmluv6ch medzi ninrr

4.2. YvnAlezv
. Pre 0dely tejto zmluvy pojern ,,vyndlezy"

znamenA v5etky vynllezy, objavy avlvoj
sformulovan6, prvlikr6t uveden6 clo praxe alebo
inak objaven6 alebo vyvinut6 zmluvnou stranou
alebo jej person6lom pri vykon6vanl skUSania.
Zad6v atel' (a I ebo akakol'vek dc6rska s polodnost'
menovan6 zad6vatel'om) je vlastnikom
v5etkfch vyn6lezov, ktor6 sformuluje, prvlkr6t
uvedie do praxe alebo inak objavi alet)o vyvinie
zdravotnicke zariadenie, sk0Saj0r:i alebo niekto
z lch personSlu pri vykondvani skt5ania

4.3. Post0penie vvn5lezov
F'racovisko sk[Sania odovzdil a zabezpedi, aby
aj jeho person6l odovzdal vSetky vyndlezy
zad5vatel'ovi urfchlene, v plnel triere a
v plsomnej forme a zdravotnlcke zariadenie vo
svojom mene a v mene svojho person6lu tlmto
postupuje zad6vatel'ovi (alebo dc6rskej
spolodnosti menovanej zad6vatel'om) vSetky
svoje pr6va, ndroky az6ujmy vo vSetkfch
vyn6lezoch, vr5tane v5etkfcir patentov,
autorsklch prdv alebo inlich priiv du5evn6ho
vlas;tnictva v nich obsiahnutych a v5etky pr6va
na sUdne stlhanle a Zalovanie vSetkfch 5k0d
a visetk6ho prospechu, ktorf vznikne na z6klade
minul6ho alebo s0dasn6ho poruSenia tfchto
or6v. Pracovisko sk05ania bude so
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appointed
lrrventions

ASyeement,

5. PuelrcnrJ.oru Rronn:

YB',i S i:l??^-: 
I ova k i a-c rA

affiliiate's) ownership rights in zad6vatel'om spolupri oodoise a
z3bezpeot, aby'ajjehc !"iis"try
dokumenty prirnerane ad6vatel,a(alebo dr:6rsku nenovanu
zad6vaitel'om) na zaltezpe(enie a urjrZanie si
vlastnickych pr6v na vdetky vyn€rlezy.

{4._Prcy1aocl.t ra n a p,atentov
Pracovlsko sk0sania bude so zaddvatel,om
(alebo dc6rskou spolocnost'ou menovanou
zad6vatelom) na jeho n6klady spolupracovat,
pri pripraver, pod6vilni, s0dnom rstihani a
uclrZiavani vSetklch 2iadosti o patent er patentov
na vyn6lezy.

4.5. Pretrvanie
Platnost' tohto dldnku 4 ,,Du5evn6 vl,astnictvo'
prelrvd vypovr:danie alebo vyprSanie tejto
zmtuvy.

5. PRAVA NA puBLKltvANtE

e-mailovri adresu:
MedicalCommunjcation @merckgroup.com

prezent6ci6ch, ktore srj dOvern!ml inforrn6ciami
(infmi neZ 0<Jajr: sklsrania) aiebo ktorj mOzu

MerckAlliance_Slovakia_OTA_1 6March2020

44. P;rtentProsecuticin
Site shall cooperzlte, dt Siponsor's and erxpense,
w,ith Sponsor's (of Sponsor's appoin teO
alTiliater's) preparation, f,iling, prosecuti;n, ;;;
maintenance of all partent appllcations ernd
patents for Inventions.i

4.5. SUTVLyaL

This [iection 4 "lntdllectual property,,
crrr\ri\r^ +^Fl-;^^+i^-sLrrvjve termination or expiration of

shall
this

email address:
MedicalCom m unicatiorr @merckgroupr. com

_1 6March2020
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Investigator, as applicable, to remove
specifically identified I Confidential Information
(other than Stucly Dpta) and/or to delay the
proposed publicationl or presentation for an
additional sixty (60) dpys to enable Siponsor to
seek patent proterctiofr for Inventions.

5.2. Multi-Center lPublica,tions
lf the Study is a multi-crenter study, Institution
and Investigator agieer that they shall not,
wjthout the Sponsoris prior written consent,
independently prLblislr present or otherwise
disclose any results of or informaiion pertaining

Sponsor's policies, I requirements of the
publisher and generally accepted standards of

the submission requlrements as outlined in
Section 5.1 anrC in accordance with the
provisions of Serctron ll.3 "Confidentiality of
Unpublished Data" .

5.3. Confidentialittr of Unpublished DatA
Institution and In,restigator acknowledges and
agrees that Stud'y Data that is not published,
presented or otherwise disclosed in
accordance with Section 5.1 or Section 5 2
("Unpublished Data") shall be subject to the
provisions on Conf idential Informatjon
according to Secl,ion 3 of this Agreernent, and
Institution and InvestiEator shall not, and shall
require their p,ersonnel not to, disclose
Unpublished Data to any other site parlicipating
in the Study or arry thirol party or disr:lose any
Study Data to any other site participating in the
Study or any thirrl party in greater detail than
the same may be disclgsed in any publications,
presentations or public disclosures made in
accordance with {iection 5.'1 or Section 5.2.

MerckAlliance_Slovakia_CTA_1 6March202O Merckl\lliance_Slovakia_CTA_1 6March2020
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zniZiI' dostupnost' patentovej ochrany
vynalezov Zad1vatel' md pr6vo poZiadat'
zdravotnicke zariadenie alebo skilsajUceho
(podl'a toho o ktorf pripad p6jde) o odstrdnenie
konkr6tne zistenf ch d0vern!clr inform6cii
(infch neZ 0daje sk0Sania) alebo odloZenie
navrhovanej publikacie alebo prezr:nt6cie o
dalSfch Sest'desiat (60) dni, aby mohol
zaddvatel' 2iadat' o patentov0 ochranu
vyn6lezov.

5.2. Multicentrick6 publik5cie
Ak je sk0Sanie multicentrick6, zdravotnicke
zariadenie a sk0Saj[ci sa zavdzqA, 2e
bezpredch6dzaj0ceho pisomndho s0hlasu
zacl6vatel'a nebud0 nezdvisle publikovat'.
prezentbvat' ani inak odovzdSvat' Ziadne
vlisledky ani inform6cie t!kaj(rce rsa aktivit
pracoviska sk0Sania vykonSvanlch podl'a tejto
zmluvy, kVm sa nebude publikovat'
multicentrick6 publik6cla. Ak ;zad6vatel'
koordinuje multicentrickrj publik6ciu, podiel
sklSaj0ceho ako menovandrho iautora sa urdi
v s0lade s intern!mi predpisnri zad6vatel'a,
poZiadavkami vydavatel'a a v:Seobecne
uzndvanlimi normami tfkajfcimi sa autorstva.
Ak sa multicentrickS publikdrcia nebude
publikovat' do 18 (osemndstir:h) mesiacov
od dokondenia sk05ania a uz:amknutia
dalabAzy na v5etklch pracovisk6ch skf5ania
alebo ak6hokol'vek preddasn6ho ukondenia di
zastavenia sk[Sania, majI zdr,avotnicke
zariadenie a sk!Saj0ci pr6vo publikovat' a
prezentovat' v!sledky pracoviska skrjrSania
vyplfvajIce z vlastnf ch aktivit pracoviska
skUSania vykon6vanlch podl'a tejto zmluvy
vr6tane Udajov sk(Sania vlhradne v sflade
s vedeckfmi normami a poZiiadavkami
na predfladanie publik6cii alebo prrrzent6cii,
ako je uveden6 v dl6nku 5. 1, a r;starroveniami
016nku 5.3 ,,Ddvernost' nepublikovanVch
Udarjov".

5 g. D6vernost' nepub 0dasrv
Zdravotnicke zariadenie a skf5ajUci ak,ceptuj0 a
s0hlasia, Ze 0daje sk05ania, ktor6 sa nebudri
publikovat', prezentovat' ani inak odovzd5vat'
v sflade s dl6nkom 5.1 alebo 5.2 (dalej
,,nepublikovand Udaje"), bud0 podliehat'
ustirnoveniam o dOvernlch inforrn5ci€rch podl'a
dl5nku 3 tejto zmluvy a zdravotnicke zariadenie
a sk0Saj[ci nebudri odovzd6vat' a budri
od svojho person5lu vyZadovat', aby
neodovzd6val nepublikovand Ud:rje iiiadnemu
in6rnu pracovir;ku sk05ania z0dastiujilcemu sa
na sk05ani ani Ziadnej tretej strane
v podropnej5ej podobe, ako sa tir-.to |r'torr '" 

"m02u zverejnit' v akfchkol'vek publikdci5ch,



prezentaciach alebo inym spOsobon] v silade s
ctankom 5. 1 alebo 5.ll

5 4. Kontakt s rnedianl
zoravotnicke zariadenre a sktisajUci sa nebud0
ziapajat' a zabezpetia, aby sa ani ic;h p;r*n;l
nezapalal do rozhovorov alebo in11,ch kontaktov
s m6diami, najma s lladou, rozf,tasom,
televiziou alebo intr;rnetom, v s;rivislosii 

-so

sk0Sanim produktom zad6valel'a, uVnai".ri
atebo [dajmi s;kuSania bez predchzidiajUceho
pisomn6ho s0hlasu zaddrvate/'a. ' foto
ustanovenie nezakaz:uje publikovernie alebo
ple-zentovanie ildajov skrisanla v s0l;rde s tfmto
ctilnKom.

Nrr Party heretcr shall use any other party,s
name, or leVlA,s name in connection wlth any
aclvertislng publication or promotion *itf.'ro,jtpnor writbn permibs on, except that rne$ponsor may use thr
pr.rblications ancl
clinical trial websit
Sponsor will regisrer
clinical trials registry
aprplicable laws arid rpgulations and will report
the results of the ;StuO jr irublicly when anO to tfreextent required by applicable laws and
regulation's.

5,6. Sqrvival
This Section 5',publication Rights, shiall survrve
termtnation or exp,iration of thii Agreement,

6. PERTIoNAL DArA

ring the cr)urse of the Sltudv. the
e team rember may be called

ypofl to. provide personal derta ars dr;fineJ rnApplic:rble Data protectron L€Lws.

a nray inc
experienr

lications, r

ormatton r€
Capacity conflict of interrest, a
P-ayee(s) under this Agr:eement. Sponsior, itsaffiliates or r:ollaboratio nd agents working
with.the Sponsor will pr n personert data ofthe, Investigator, the S or other relevantlnstitution personnel ("J ) for the I'ollowirrg
purpos13s:

(r) the conduct of clinical trials;

MerckAlliance_slovakia_CTA_1 6lvlarc.h202OCONFIDI:NTIA| page 16 of 39

rSania
uvnlcir strdn nepou;Zi1e n6zov

E!i_pretryan.1e
Platnost'tohto dldnku €i ,,prdva na publikovanie,,

f5Tiy3 vypoverdanie atebo vynrSanie tejto
ZMIUVV.

e, OsogNE 0pAJE

6.'1. Osobn6 0di{g
Pred zah6jenim skfsrania a v jeho priebehu
rnozu .pyt skusaj0c i a person6l sk[Sanra
v.yz:.vani, aby ltoskyfli svoje osobn15 [daie
9:lilou"!u v piatnyicrr pravnycrr p,lJpir".r.r' ,jocnrane udaiov.

Medzi taketo osobn6 idaje mdZu patnl, mena apriezvisk6, korrtaktn6 thformacib, praclvn6
sk0senostj a oclbornd kvaliflk6cia 

' 
piiOf ,f,j.,"Zivotopisy, 0daje ,o vzdelani, infoimJcie

o moZnofn korrflikte zlujmov spdsoOenomzclvojenoufunkclouaoptaiOa"n
Tlyfu.olunich prijemcovi ptatietr poiiii'l.;to
znltuvy Zadiivartel,, jeho dcersker spolodnosti
alebr:. 

. 
spoluprar:uj0ce strany a zastupcouia

pracujtici so zad6vatel,om Ouhl tat<6to osotne
[d.aje skU5aj0cerho, personatu skfSania atenoin6ho prisluin6ho personatu zOravoinict<etro

MerckAlliance_Slovakia_CTA_1 6 l\4 arch2o2o
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(ii) verification by governrnental or
regulatorylagencies, the SPonsor,
and its agents and affiliates;

(iii) compliance with leEal and
regulatory requirements,

(iv) publicatioq on
wwvv. ri!4ic_lllrlals. qov, other public
websites arrd public Portals for
clinicerl documents of European
Medic:ines Agency (EMA) and other
relevarnt a$encies that inform about
clinicerl tiials and participating
investigatQrs and corresPonding
study results;

(v) storage in da,tabases to facilitate the

in accordanc;e with responsible data
sharing and transParencY
obligations; rand

(vii) anti-corruption compliance.

Investigator and tltudy Staff may use their rights
under local datet protectlon law to withdraw
personal data, however in that case will not be
able to conduct the stLrdv.

Before providing personal data from Personnel
to Sponsor, Instituttlon shall provide its
Personnel with the irlfcrrmatton required about
processing by Spgnsor so that Sponsor
complies with its information requirements
under Applicabler Data [)rotection Laws towards
Personnel. To thls end, Institution can use the
template attacherd as Attachment B.

For purposes of Sectjon 6. 1 (iv), Institution shall
use reasonable effotits to obtain consent from
Personnel that is eligible to be published if
consent is legally required by Applicable Data
Protection Laws. Pers,onnel can provide their
consent by signlng Altachment C. Institution
shall inform Sponsol v'rhich eligible Personnel
did not provide ilts cgnsent and shall provide a

copy of obtain,ed qonsents. Institution shall

MerckAlliance Slovakia CTA 16March2020
Page 17 of 39

zariadenia spracrlvat' (d'alej,,persc,n'el") na

nasleduj0ce 0dely:

(i) vedenie klinickfch sk05ani,
(ii) preverovanie 5t6tnYmi alebo

kontrolnfmi 0radmi, zadiivatel'om,
a jeho z6stupcami a dc6rskYmi
spolodnost'ami,

(iii) plnenie pr5vnych predpisov a
poZiadaviek kontrolnYch 0radov,

(iv) publikovanie na in1:ernetovej
str6nke www.clinicaltllqE;.qov, na

d'alSich verejnych internetovYch
str6nkach a verejnfclr por16loch pre

klinick6 dokumentY l=ur6Pskej
liekovej agentUrY (EMA) a infch
prislu5nfch Uradov, ktor6 poskytuj0
inform6cie o klinicklch skti5aniach
a z0dastnenfch sk0Saj0cich a
zodpovedaj0cich v'i sledkoch
sk05ania,

(v) uloZenle v databdzetch Pre
ul'ahdenie vf beru sk[5a;0cich do
bud0cich sk05ani,

(vi) odovzd6vanie spr6v zo sk05ania a

infch dokumentov sk05anla tretim
stran6m na vlskumn6 leelY v
s(lade s povinnost'arnitf kajUcimi sa
zodpovedn6ho odo'vzddvania
0dajov a transParentrrosti,

(vii) dodrZiavanie protikorup6nych
pr6vnych predPisov.

SkriSajrici a personSl sk0Eanla merZu vyuZit'
svoje pr6vo, ktor6 im poskytuj0 tniestne pr6vne
predpisy na ochranu osobnfch ildajov a sUhlas
s pouZitim svojich osobniich 0dajov odmietnut',
v takom pripade vSak nebudtj m6ct' vykon6vat'
skUSanie.

SkOr neZ sa osobn6 0daje personfrlu poskytnU

zad6vatel'ovi, zdravotnlcke zarladenir> poskytne
personSlu potrebn6 inform5cie o sipracUvanl
osobnlich 0dajov zad6vatel'om, aby zad5vatel'
dodrZal vodi person6lu poZiadavky t\ikajUce sa
informOvania podl'a platnfch prSvnych
predpisov o ochrane osobnych tltdajo'u. Na tento
0del zdravotnlcke zariadenie pouZije vzor
pripojenyi ako Priloha B zmluvy.

Na 0dely uveden6 v dasti 6.1 (iv) (v) a (vi)
zdravotnicke zariadenie vynaloZI prtmeran6
0silie na ziskanie sUhlasu person6lu
spfria1(cefro podmienky na zverejnenie, ak
s0hlas zSkonne poZaduj0 platn6 pr6vne
predpisy. Person6l poskytne svoj s0hlas
podpisanim Prilohy C.
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i]:o"l,l" a copy of provid€)d consents to Sponsor
rupon request of Sponsor.

Zdravotnicke zariaclenie bude informovat,
zad,6vatel'a a o tom, ktorf persondri ,pi;;;;podmienky neposkytol svoj sUtrtas' a-'nlpoztadanre zad6vatel'a poskytne z:acjdvatel,ovi
k6piu poskytnLrtych srihlasov,

a,?.. -Apgf,iaranie prdrvnvch- predzu-sv____q
9-qlle:lte.]fda_o'/_
Zmluvne stranv musia pri sprac|vani osobnVch
uoa1ov v suvrslosti s touto zmluvou za kald,lch
:l:Li::ti dodr;Ziava.r' ptatne pr,ivne p,"op,.'v-"
oohrane osobnf ch [rdaiov.

q++al+elllrdle+-qf_Study_fcern 
tUcm OerP,ercerqlAela

The Sponsor slrall pe the data controller for
Prlrsonn€l persc,nal clata,

_Q4. 
Survival

| 6 ,,personal 
Data,, shall survivete e.xpiration of this ngre,erneni

7,!NaE

The Site shall promprfly not fy Sponsor in rirrritincr of
any ctaim of illness or injury actuiily or. aLtuqfojv "dt;
to treiatment in the StUdy uno' 

"oop"iat!', 
wrtnSponsor in the handting oi tiie ,0u"r."-J*iiil '

Sponsor shall reimburse insititution for the costs ofthe immediate medical trebtrnent of a Stutly SuOl<,ctwho,,srrstains physical illrfesis or in1ury as' , O,iu,"tresult of thr: treatmernt of such SuOle6t in ,".o]Oln..
with the terrns of the protocol urC'tf.,,. ngrllir";t
Sponsrtr..shall indemnify Institution for arrd againstany liability or losr; resultinE frorn lrOgu,n,Jn"t:' or.claims against them ari iing out of tiu pt'lv.i.ur
ittnes.s, injury or death ot a siloy srlj".i"r'u'iiilu.t
result of treatment of sucf sublect ]n i.",uCln,r*with the terms of the protocot ano lris Ag;;emliiorbreaches of personal data protection"oOiig"iion,
under this Agreement excdpt to the exteni if,ii.r,,f,adversr.. event, illness orby: r qersonal injurY is causerd

a) willful misconduct of the Instjtution, tiite,
Investigator or any of study team

Ilru_!_K_uSe_nia
Prev6dzkovatel'om osobnych 0diajov person6lu
Je zadAvatel'.

6.21.. pretrvanie
Platndst'tohto dl5nku 6 ,,Osobn6 (derie,, pretrva
vypovedanie alebo vypr5anie tejto ,mtui*lV.'

7, NAHRADA sKoDY

Pracovisko sktjsilnia bude, zaddvatel,a urlichlenepisomne informovat' o kaZdom vznesenom ndroruna od5kodnenie choroby alebo uimy nu 
'.dirui

:lj:lo^ie^ ite,bo rjdajne sposooerlei ii*too, vsKusarrt..a spoluprac;ovat' s0 zad5vatel,om pri rieSenrtejto nerZiaducej udalosti.

Zaddvatel uhracii zdravotnlckemu ;zariadeniuneodktadn0 medicinsku. tir:dbu subjekt,' rii,ttl"n,uktor! utrpel chorolru alebo ujmu i a .,:iavi-uropriamy 
.d6sledok lierdby v srilade . ,rtu,ioulni]m,protokolu a tejto zmluvv.

Zaditv,atel' od5kodni zdrervotnicke zariadenie zaak[rkol'vek
_ r^_A^a^ alebo stratu vyplfvajrjcu1 | v.t tvwt I foKu proti nennu, ktor6vznil(ne nasmrrisubje ,*l.viiiT.ll:,J::,Xl fl:i;subjektu skriSania v .srjtade s p"ii"]",ii.ri
stanovenfnli v protokole a tejto ,iniruu,- ufJOop 1lkaj0cich sa ocf,rai,y; !''lt,=.T'lJl"i,)'[l*Sla sobi:

a) _ 0myseln6 pochybenie zciravotnickeho
zafladenta, pracoviska sku5ania, sk0llairlceho
alebo kohokol'vel< zo S udijneho iirnL 

-"-'""- '
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b) failure of the StuQy Subject to follow the
reasonable instructicjns; of the Investigator
relating to the requireqnents of the Study.

Institution agrees to indemnify and hold harmless
the Sponsor from and against any liability or loss
resulting from judgmrantslor claims against them
arising out of a breach ef rpt:rsonal data protection
obllgations under this Agrgement and the physical
illness, injury or deatl^r of q S,tudy Subject due to (i)

the failure of Instltution; lprovlded however, that
Institution shall have no obliglation to indemnify and
hold harmless with respec! to judgments and claims
arislng out of the negligence and willful misconduct
of Sponsor, its officersi, agents or employees.

The Soonsor declarres the conclusion of an
insurance contract aglainsf liability of the Institution
for damage that may bb caused to the Study
Subject.

7,1 SURVIVAL

This Section 7 "lndemnif ication" shall survive
termination or expiration of tlris Agreement.

8. CoNSEeUENTIAL DpTMAGES,

Sponsor shall not be resppnsible to the Site for any
lost profits, lost opporlunitips, or other consequential
damages, nor shall Siite be responsible to Sponsor
for any lost profits, lost opportunities, or other
consequential damages.

This Section 8 "Consequ'ential Damages" shall
survive termination or expirertion of this Agreement.

9. DEBARMENT

The Site represents and warrants that neither
Institution nor Investil;ator, nor any of Institution's or
Investigator's employees, agents or othrrr persons
performing the Stutiy qt Institution, have been
debarred, disqualified orl banned from conducting

MerckAlliance_Slovakia-CTA_1 6March2020
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b) nedodrZanie primeranlich pokynov
sk0Sajfceho, tlkaj0cich sa
poZiadaviek sk05ania, zo stranY

subiektu sk05ania.

Zdravotnicke zariadenie sa zavdzr-tje rrdSkodnit'

zad6vatel'a vodi akejkol'vek zodpovednosti alebo
strate, vyplyvaj0cej z rozhodnutl alebo n6rokov vodi
nemu, ktor6 vznikn0 na z6klade poru3enia
povinnostl tfkajlcich sa ochrany osobn!ch 0dajov
podl'a tejto zmluvy a choroby, ujmy na zdravl alebo
smrti subjektu sktl5ania z dOvodov (i) ne,CodrZania
podmienok protokolu a tejto zmluvy;zo strany
zdravotnickeho zariadenia, zdravotnicke
zariiadenie vSak nem6 povinnost' odSkodnit' n6roky
z rozhodnutl a n6roky vypllivaj0ce z nedbanlivosti a

0myseln6ho pochybenia zad6vatel'a, jeho
predstavitel'ov, zdstupcov alebo zamestnancov
a n5rokov kryt!ch poistenlm.

ZadAveftel' m6 uzatvorenU zmluvu o poisteni
zodpovednosti zdravotnickeho zarlaclenia za 5kodu,
ktor6 rnOZe byt'sp0soben6 subjektu sk05ania.

7,1 PRETRVANIE

Platnost tohto dliinku 7 ,,N6hrada Skody" pretrv6

vypovedanie alebo vypr5anie tejto zrnluvy

8. NAsreoruE SxooY

Zadiivatel' nerudi pracovisku sk05ania za 2iadny
uSlf zisk, stratu prileZitosti ani in6 ndrslecln6 5kody,
ani pracovisko sk05ania nerucl ziad6vtatel'ovi za
Ziadny uSlV zisk, stratu prileZitosti ani in6 n6sledn6
5kody.

8.1 Pnernvarute
Platnost' tohto dliinku 8 ,,N6sledn6 Skody" pretrv6
vypovedanle alebo vyprSanie tejto zrnluvy'.

9. Vvr-[eerutE

Pracovisko sk05ania vyhlasuje azarueuie, 2e
zdravotnicke zariadenie, skfSajfci, ani 2iadni ich
zamestnanci, z6stupcovia alebo it16 osoby
vykoniivajUce sk05anie v zdravotnlc;kom zariadeni,
neboli vyl06ene, diskvalifikovand a nebol im udelenf
z6kaz dinnosti pri vykon6vani klinickfch sk05ani, ani
nre s0 predmetom vy5etrovaniet ak:6hokol'vek
Stdtneho alebo kontroln6ho rjradu vcl veci vylldenia
alebo podobn6ho 0radn6ho postihu v akejkol'vek
krajine a pracovisko sk0Sania bude ;zad6vatel'a
okamZite informovat', ak sa takOto vyrSetrovanie,

MerckAlliance-Slovakia-CTA-l 6March2020
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9.1 SLIRV1y_AL

diskvalifikacja, vylUdenie alebo zilk,az dinnosrr
vyskytne,

9J-Pnettluuvrq
This section g 'Debarment" shall survive termination platnost' tohto dl6nku 9 ,Vylrjdenie,, pretrv6or expiration of this .Agreenrent. vypovedanie alebo vyprSanie tejto zmluvy,

ffi#!*[sqldslrne Aruo coNrr-tcr_ oF ru:E IlANe NE pRrZN,qNrA 4 r(ellFltKr zAulruov

agreLrs that Sponsor may
ts and transfers of value to
ble Laws and Regulatiorrs.
ctsclosure by sponsor of

rly payments or transfers of
directly, to Site under flris

f ?)lm 
ent:, daJ". uno 

up#p'3.ff 
ffiffil- inntj::f,l;

lSlur of individuarls) or specific'p"yruntr, 
-Out,o.,

purpos;es, and names of inoividuals.

Upon lSponsor's reqr-rest, Site agrees thart, lor eachlisted <lr identified investigalor oi site mermtrer wnors dire<;tly irrvolved in the treratment or evaluation ofStudy lSubjects, it sherll promptly return to Sponsor afinancial and conflir:t cf interesi ciscrosui<; irim"inar
13: rnd signerj by such irrvestiqator
ur sr r shall diriclose any applidableInter e invgstigator. ot. .it" l,iurO",
or th pendent children.

Spons<lr nray withhold payments if it does not
::"1y,u," compteterd .fprm from each 

-sur:h

Investi0atof and sitel member

Site shall onsure that all gu:h 1,orms are prompuy
updaterJ as needed tc, maintain their accuiercv and

nl.%:1"fi;;,.X;,:?':ii" 
sfudv and tor one iiiv".'

at the cornpleted tbrms may be subiect
governmr-.ntal or regulatory agenci"s,
its agents, apd the Site conlents to

The Site further consentsl to the transfer of rtsfinancierl disr:losure data to ir,iisp"nror;ri"r',nirv 
"rorigin and trr the U.$..

10.1 SqRVtvA

This Section 10 ,,Financial 
Disclosure and Conflict of

liFff Lili'/,,1"u'uu 
term 

i 
n al i on "i'"ir=iii'' "r

XB'f H[iil??xirovakia_crA_r6ri'..]1un"oroo,r,

SZA64SBl._SVK_sk_Merck Heqlthcare KgaA_MUDr. Krastev

Pracovis;ko sk0sania bene na vedomie, Ze ,yyplnen6
finandn6 priznania moZ-r pootietrut;'(oni,j5r'.o
strany.St6tnych a kontrolnlcrr riraoov, irci*"i"ja 

"jeho zdstupcov a s tzrkouto kontrolou !(hlarsi.--- '

Pracovisko skriSaniia d'alej s(hlasi s pfenosomudajov finandnlch priznani Oo ilraiinf'pO""o,
zaddvaterl'a a do Spoienlich St6tov ur.1ii"'f,V,":n. 

'"
10J PRETRVANTE

F,latnost' tohto olarrku 10_ ,,Financne priznanra
a konflikt zaujmov" prerrva vypovedanier alebovyprSanie tejto zmluvv.

MerckA lliance_Slovakia_CiTA_1 6tvlarch2O2O
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11, ANTI-KICKBACK AND ANTi-FRAUD

Site and site member agree tl'at their judgment with
respect to the advice and ca1'e of each Study Subject
will not be affected by ther compensation they
receive from this A$reement, that such
compensation does nol exceed the fair market value
of the services they are providing, and that no
payments are belng prorlided to them for the
purpose of induclng them tg curchase or lrrescribe
any drugs, devices or products.

lf the Sponsor provides any I items
for use in the Study, lnstitt" tigator
agree that they will not bill aqry nsurer
or governmental agency, or at rty, for
such free products or items.

lnstitution and Investigatorr a13ree that they will not
bill any Study Subjed, itlsttrer, or goverrnmental

agency for any vislts, servige{i or expenses; incurred
during the Study for which they have received
compensation from lQ'VIA gn behalf of the Sponsor,
or whlch are not part of the ordinary care they would
normally provide for the ptudy Subject, and that
neither Institution nor lnvestigator will pav another
physician to refer subjr:cts to the Study.

1 2. CoMPLTANCE OBLlciATloNsi

Sponso-r intends to conduct its bus;iness in

accordance with environmental, labor and social
standards and to abid,e by thr: standards set forth in

the Merck Code of Condupt and the Merr;k Humatr

with the provisions of the app icable local bribery and
corruption laws, and shall not take or permit any
action that will either r:onstitLtte a violation under, or

"Compliance Obllgations" (a "Compliance Event"),
Institution or Invest.igator shall promptly notify
Sponsor in writing of such Compliance Event and

MerckAlliance-Slovakia-CTA-l 6March2020
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11, Ustnruovelttn ruettteReNE pnott pnot/lzlAM A

PODVODOM

Pracovisko sku5ania a person6l sk0Sania

potvrdzuj0, Ze odmena, ktoru dostan0 podla tejto
zmluvy, neovplyvnl ich Osudok v s0vislosti s
poradenstvoln a starostlivost'ou ;coskytovanou
kaZd6mu subjektu skfSania, Ze tiilto odmena
rrepresahuje spravodliv0 trhov0 hodnotu sluZieb,

kto16 poskytuj0 a Ze Ziadne platby sa irn neposkytujti
za 0delom nab6dania na n5kup alebo predpisovanie
akychkol'vek liekov, pomOcok alebo produktov.

Ak zad6vatel' bezplatne poskytne akf kol'vel< produkt
alebo poloZku na pouZitie v sk0Sani, zdravotnlcke
zariaclenie a sk05aj0cl sa zavdzuiI ne06tovat'tieto
bezplatrr6 produkty alebo poloZky i:iadnem u

subjektr-r ski5ania, poist'ovni, Stiitner"nu [tradu ani

akejkol'vek inej tretej strane.

Zdravotrtlcke zariadenie a skU5aj0ci sa zavdzuiu
neridtovat' Ziadnemu subjektu sk0Sania, poist'ovni,

St6tnemu 0radu anl akejkol'vek inej tret'ej strane
Ziadne ndv5tevy, sluZby alebo vldavky, ktor6 im
vznlkrrU podas sk0Sania azaklor1 dostali (thradu od

IQVIA v mene zad6vatel'a, alebo ktord nie sI
s0dast'ou beZnej starostlivosti, ktor0 by subjektu
skrl5ania za norm5rlnych okolnosti pc,skytli aZe ani

zdravotnlcke zariadenie ani sk0Saj0ci nebud0 platit'

Ziadnemu in6mu lek6rovi za pouk.azovanle

subjektov do skfSania.

12, PoVINNOSTI ].f KAJUCE SA I]ODIRZIAVANIA

PREDPISiOV

Zadlvatdm6 v Umysle vykon6vat' svoju obchodnO

6innost' v s0lade s environmentdrlnymi, pracovnymi

a soci6lnymi normamt a dodrZiavai'nclrmy uveden6
v Kodexe spr6vania spolodnosli ML5l'ck a Charte
l'udsk!c;h prr5v spolodnosti Merck (k disllozicii na

adrese http:/fururw.merckgroup.com). Pracovisko
sk[Sania bude dodrZiavat' prlmerane porr]vnatel'ne

environmentelne, pracovn6 a sor;i6lnt; normy.

Pracovisko sk0sania d'alej potvrdzu je a zaruduie,2e
ono samo a jeho subdod6vatelia sa obozn6milo s
ustanoveniami platnf ch miestnych prdvnych
predpisov namierenfch proti 0platk6rstvu ir korupcli'
a Ze nepodnikn0 ani nepovolia Ziadne kroky, ktor6
bud' budrir predstavovat' poruSenle, alebo spOsobia'
2e zaddvatel' poruSi ustanovenia ak'i chkol'vek
platnlch pravnych predpisov a nariadeni, K6dex

spr6vania zadlvalel'a alebo Chartu l'udskfch pr5v

zad6vatel'a (d'alej spolodne,,ne4i[elrn6 konanie").

Ak zdravotnicke zariadenie alebo skfSajtlci potom'

ako mali moZnost' zdleZitost' primerane preskUmat'

alebo vySetrlt', zistia, Ze doSlo alebo nedo5lo k

nejakej udalosti, ktor0 moZno opravnene povaZovat'

za pravdepodobn6 zAvaZn6 poruSenie niektorej z
oovinnostl zdravotnickeho zariadenia a

skf5ajriceho podl'a tejto 6astl 12,,,Povinnosti
t!kajOce sa dodrZiavania predpisov" (d'alt>j ,,udalost'

MerckAlliance-Slovakia-CTA-1 6March2020



the measures Instjtutjon and Investigator have and
intencl to take to renredy] such Complianoe Event
and to prevent its recurrericer.

lmproper Conduct for t{e purpose of ensuring
compliance by Site of itb obligations under this
Section 1 2 "Compliance Obligations.,,

Should Sponsor gain sulTicjent evjdernce that

nejledlZania pre,lpisov"), bude zdravotnlcke
zariadenie alebo srkl5aj0ci bezodklaclne pisomne
informovat' zaddvatel'a o takejto urjalosti a
opatreniach, ktore majri v 0mysle prijat' na jej
napravu a zabrdnerrie jej opakovaniu.

Okrem inlch pr6v, l<tore m62e zadlvatel'podl,a tejto
zmluvy, ak bude pracovisko sk0sania irrformovat'
zadAvalel'a, Ze doSlo k nejakemu rrezlrkonn6mu
konaniu, alebo ak na to bude mat, zadd,yatel' inak
od6vodnen6 podozrenie, zaddvatel, mOZe
skontrolovat' alebo nechat' nez6visil6ho auditora

predpisov".

zariadeniu a sk!Sajilcemu.

Zdravotnicke zariadenie, skUSaj0ci a persondl
sk05ania konaj( akrr nezdvisli zmluvni dodavatelia
zad(tvalel'a a nernaj0 sa povaZovat' za
zamestnancov alebo zSstupcov zaddvatel'a.

zot zerriadeniu,
U a persr odpovedS zaestnane( dky, drazov6
dati z Liadne ine

zamestrraneck6 dane a odvody.

,14, DO[]A PLATNoSI.I A VYPCIVEDANIE

'r,L.'l_Dopq pla[rosti
Tdto zmluva nadobrjrcla platnost, od d6tumu

(,ditum (dinnosti") a zoslAva pL;tnii a fcinna
aZ do splnenia itlebo vypovedania porll,a tohto
tllnku 14,,Doba platnosti a vypoveclanie,,,

Investigator

1 4. TErrM !!_TERMtNAnoN

141. Tqrn

1 3. lNrrEPE NlENl3.prvlMcior3g
The Investigator and Institr]rtirtn and Studv {itaff arcr
acting as indepenclent contrar:tors of Sponsor and
shall not be considered the enrployees or aqents of
Spons,rr.

Sponsrrr shall not be respons;ible for any ernployee
benefits, pensions, worl<ers, compensatton,
withholding, or employmerit-related taxes as to the
Investigator or Institutir:n of their staff.

This Agyreement shall enter into force on the
date on which it is last digned by the perrties (the
'Validity Date'') and decx,me'effeciive on'the

14.2 Tg11n15a!ia! rie
Sp,:nsor may terrminatd this Agreement for any --62, t,jto zmluvu vypovedat,
:"^?:^"^r 

effective imiectiately upon written Ovodu s okamZitor: udiirnoifou
I ru.ue. 

ed,ou.
lJprrn receipt of notice of termination, the site Po. prevzati pir;omnel vypovedel pracovisko
shetll ., immediately ce,ase 

._. 
any subject sk,Sania okarnZite zastavi zarad,ovanierecruitment, follow the specified terminaiion subjt:ktov do st<0sania, Joorii 

-portrpv
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procedures, ensure that any required subiect
follow-up procedures bn: completed, and m-ake
all reasonable efforts io minimize furl.her cosrs,
and IQVIA on behalf clf the Sponsor sihall make
a final payment for viiits or milestones properly
performed pursuiant to this Agreement in the
amounts specified in Attachment A. lf a material

Site may terminate thi! ,\greement for material
breach if it provides gponsor written notice of
the breach and the br;each is not cured within
thirty (30) days of Sporhsrrr' receipt of the notice.

1

15. NorcE ]

Any notices required or] permitted to be given
hereunder shall be given in writing and shall be
delivered

a) in person,
b) by cprtified mait, postage

prepaip, return receipt
rerquegted,

c) by e-mail of .pdf/scan or other
non-eQitable format notice with
confirmed transmission report,
or

d) by a commercial overnight
ccluriei that guarantees next
day dglivery and provides a
recetpt,

and such notices shall be 
lddressed 

as follows:

definovan6 pre vypovedanie zmluvy,
zaltezpedi, aby boli dokonden(! v5etr<V
poZadovan6 kontroln6 vySetrernia subjektov
a vynaloZi primeran6 (silie na ntinimalizovanie
d'alSich n6kladov. IQVIA vmene zad6vatera
pouk5Ze poslednO platbu za niiv5tr:vy alebo
vyikony riadne vykonan6 v sr,llade s touto
zmluvou vo vl6ke stanovenej v F'rilohe A.
V pripade podozrenia na podstatn6 poru5enie
tejto zmluvy, ktor6 by vyZadovalo jej
vypovedanie, m62e zaddvatel' diastorjne alepo
0plne pozastavit' plnenie tejto zmluvv, vr6tane
zarad'ovania subjektov skfSania do sl<05ania, s
vlinimkou rozsahu, v ktorom by bola ohrozen6
bezpednost' subjektov.

Pracovisko m62e vypovedat' t0tc, zmluvu
z dOvodu zdvaZn6ho poruSenia, ak poskytne
pisomn6 ozndmenie ZadSvatel'ovi cr poru5enl
a klto poru5enie nebude odstrdrrren6 do 30 dni
od pr1atia ozn6menia Zad6vatelklrn.

15. OzrqAruerun

VSetky ozndmenia poZadovan6 alebo povolen6
podl'a tejto zmluvy budri vyhotoven6 pisomne
a doruden6

a) osobne:
b) doporudenou po5tou s uhradenfm

po5tovnfm a dorudenkou;
c) e-mailom ako .pdf s0bor alebo

skenovanf dokument, alelco v inom
needitovatel'nom formdte s
poZadovan!m
dorudenia;

potvrdenim

D) komerdnou kuri6rsl<<lu sluZbou,
ktor6 zaruduje dorudr;nie na
nasledujtici deri a poskytuje
potvrdenie dorudenia, ia tak6to
ozn6menia bud0 adresovan5
nasledovne:

MerckAlliance_Slovakia_CT,q_1 6Mar ch2O2O
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Name/N5zoV: Merck Healthcare KqaA
Address;/Adresa; Frankfurter Strasise 2SO,
Darmstadt, Germany / Frankfurter Strasse 250,
Darmstadt, Nemecko

Tel: /Tel:
Name/N6zov: Fakultn6 nemocnica Trnava

Neurologick6 oddelenie

Address/Adresa: A. Zarnov a 11, gi7 08
Trnava, Slovensk6 republika

Tel: /Tel: +421 33 593 8450
Name/Meno: MUDr. Georgi Krastev, PhD,
Address/Adresa Such6 nad Parnou 6i22,
Slovensk6 republika

'fel: /Tel: +421 33 5938 450
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16. Fernce_Mrueune

17.rM!.$cEL.!_ANEous

+ of tne.
I n shall upon thePa iuccgs{ igns.
Ihe Site shall rrot assign or transfer ianv riqhts
or obligations under this Agreement witnouitne
written r:onsent of Sponsor.

16. VvtLSre Noc

Zmluvn6 strany :irj osprravedlnene od plnenia
plnit' podl'a tejto zmluvy,
iaru alebo inej Zivelnej
ny, vzbury, vlitrZnosti,
avcov, nemoZnosti ziskat'

zdrojov dod6vok, ::i"TX;:
obmedzenla alebo zabranuje
takemuto plnenlu, lebo in6ho
charakteru, ako
primeranej kontrot ji.,?il3
povinnostou, postihnut6 zmluvn| strana' vlax
vynaloZi primeran6 r.lsllie na to, aby odstrdnira,
napravila alebo pn:konala tak6to okblnosti a do
najricfrlejSie si znovu zadala plnit,svole pwinnostr

1 7, Os rnrNE oo..rEorvaNtn

'1 7.'1. UplnosI zrnluvv
T6to zmluva vr6tane prlloh prerlstavuie iedjn6
a [pln6 ujednanie m rdzi zmluvnf ml itrlnami
v tejto veci a nizhrildz;a vSetky daisie pisomne
alebo lstne dofrody o Lomto skrir";ani.

nky tejto

sa tejto podmierrky. Ak sa ktor6ko,""ntu:rl,i:,l:
zmtuvy uk6Ze ako nevym6hatel'n6, zost6ia
zvy5ok tejto zmluvy plartny a 0dinn!.
4att. lv
--:I ar rd pre zmluvn6 stranv a
ich n6slednikov a ndstuocov

Pracovisko skrjsania nesmte poslupit, anipresunut'Ziadne zo svojich pr6v a povinnosti
podla tejto zrnluvy bez preCcnabzaiUCeho
pi somn 6ho sdhl asLr zad6v aIel, a

Za<lav alel' m OZe slobo<jne post0pit' t0to zm luvu
ktorejkolVek zo svojich dcerskych .pofoeno.ti
atebo tretej strane urdenej zadZrvatel,om azaddvatel' nebude zodpovedat, za 2iadne
povinnosti alebct zAviA;zky podl'a teito zmiuvv
ktore vznikn0 po d6turne tak6hoto',.rt,j$;i;
a pracovisko sk0sania s tak;imto por;t0penim
suhlasi N6stupca bude pracovist<o'st<riSSnia o
ta komto post0 per n f u nj,c;h I ene i nforrn ovat,.

Zmluvn6,strany sa dohodli, Ze svoje vzAlomn6
pohlad6vky z tejto Zmluvy nepost0pia (erni's nimi
nebudL nijako obchodovat) tretej strane Oez

llldclrlf za.i uceho pisom neho s0irtasu drufrejzmtuvne1. strany. pisomn! sOhlas
zoravotnickeho zariadenia je podmienenv

S'f [i ii l?^_i 
| ova k i a_c'i_ 1 6 M u,,,,,5!!!, 

n o, r,
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Republic, otherwise thip consent is invalid. To
avoid any doubt: the lasisignment of a claim
without the writterr consclnt of the other Party

invalidates such an act]

tW
rall be interpreted under the
or $rcrvince and countrY in

ls the $tudy.

The Parties furtl"rer qgtee that all disputes
arising from this Agreeinr:nt will be resolved by
the competent courts o tre Slovak Republic.

This Agreement Is dqavvn up ln Slovak and
English languages, with the Padies considerlng
both language versionp to be equivalernt, but in

the event of any disgrepancies behryeen the
versions, the Parties 1 agree that the Slovak
verslon of the Agrr:emEnt shall prevail.

17.5. Survlval
The terms of tl'ris Sgreement that contain
obligations or rights {hat extend beyond the
completion of the Study shall survive termination
or completion of this lAltrreement, even if not
expressly stated herein.

17.6 Siqnatures
This Agreement shall be, erxecuted by all of its
Parties ln three (3) counterparts, each of which shall
constitute an original.

lf electronic signature is legerlly valid in accordance
with applicable laws and regulations and all Parties
herewith agree to apply it, the Parties accept and
conflrm the electronic signature as the legal binding
equivalent of a handwritten/vret ink signature.

THtS SECTIC'N lq lI{TENTIONAI-LY
LEFT BLANIi

MerckAlliance_Slovakia_CTA-1 6March2020
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predch6dzajrlcim sIhlasom Ministerstva
zdravotnlctva Slovenskej republiky, inal< je tento
sUhlas neplatnf. Pre vyludenie ak;io[161u"10

pochybnosti: post0penie pohlad6vky bez

pisomn6ho s0hlasu druhej strany s;:Osobuje
neplatnosi' tak6hoto Okonu.

12.4. Nadriaden€ BIaVq
T6to zrfiluva sa interpretuje podl'a pr6vnych
predpisov krajiny, v ktorej pracovisko sk0Sania
vykon6va skUSanie.

Zmluvn6 strany sa d'alej dohodli, Ze vSetky
spory vzniknute z tejto zmluvy bud(t rie5en6
vecne a miestne prislu5nlmi s0dmi Slovenskej
republiky.

T6to zmluva je vyhotoven6 v slovens;kom a v
anglickom jazyku, pridom zmluvnti strany
povaZuj0 obe jazykov6 verzte zzt rovnocenn6,
av5ak pre pripad vfkladovych nezrovnalosti
medzi jednotli4imi verziami sa zmluvn6 strany
dohodli, 2e prednost' m6 slovensk.6 verzia
zmluvy.

lZI.ErcTryqLC
Podmienky tejto zmluvy obsahujUce povinnosti
alebo pr6va, kto16 pokradrrjI po dokon6enl
sk06ania, budrj pretrv6vat' aj po qtpovedani
alebo splneni tejto zmluvy, aj ked' to v tejto
zmluve nie je vf slovne uveden6.

17.6 Podpisv
T0to zmluvu podpi5u vSetky zmluvn€r strany v troch
(3) rovnopisoch, z ktorlch kaZdli predstavuje jeden

origin6l.
Ak je elektronick! podpis pr6voplatn! v s0lade s

platnymi p15vnymi predpismi a vSetky zmluvn6
strany sa tfmto dohodn0, Ze ho budtJt uplattiovat',

zmluvn6 strany akceptujri a potvrdzujI elektronick!
podpis ako prdvne zAvdzny ekvivalent
vlastnorudn€ho podpisu.

TATo EASi JE UMYSELNE
PONECHANA PRAZDNA
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ACKNOWL.EDGED,AND AGREED By t\/ERCK Heatthcare t(GaABy IQVIA RDS AG its authorized r."pr"".inlutiuu

ffJi.:ifi"J"tl 
MERCK Hearftrcare kcra )r'lbvrn RDS AG, iej oprdvneny,z6stupca svojim podpisom

By/Meno: __

Title/Funkci:

Sig niature/F,odpis

Date/Dritum: 30 08 2071

ACKNOWLE:DGED AND AGRfifp gr1
Za Fakultnl nemocnicu Trnava (d-oplnte nazov zdravotnickehp zariadr:nia) svojim podpisom potvrdzL4e/confirming by signature to; t'rnava'Uni""iritv'ii*pitar (add the name of Insititution):

Title/Funkcia; \t
( m u s t b e a ufltorizi d6iiFl
(s oprdvnenim podpisovti( ;

I nstitution's behalf) /

ACKNOWLEDGE:D AND ApFIE BY THE INVE$TIGATORSk05aj0ci svojim poclpisom potv uie:n I consent to the publicaii.,n olt #y pers,onal data (title, name, contact details and information regarding$'",:::T::li#:iff';l'li,i':p;ii"ffi:lll",":'ll*g:t,:,,lilrll"ri,, *"o. c porta,s rorcrinicar documents or EMA ,nooin"i;;i;;;iT#fii;il,H,,ililnTJi,"ff,H 
;#:n:1,1"Jinvestigtators, studv pers,nnnt anrt 6eyl.sspspi,*^ ^..._._ results Of nlerc* lGaA for the

zanadenie)

Signatu re/podpis:

Date/Diirtum: 1

UB,.fi [il13*?"^irovakia_.crA,1 
6ru,,,,ffi 

,u o, r,

SZA6 458 1_ SV K_s k_M err: k H eA I th ca re Kga A_M U D r
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The Parties
Agreement
("Payr:r");

Arractrueur A
BuDGE.r & payllerur Scneourte

ltIS700 56S_01 58

A. PAYHR AND P'AYEE DETAILS;

PRiLoHA A
Rozpocer A Rozpts F,LATIEB

MS700568_01 58

A. LIDAJE O PLI\TCOVIA PRIJEMCOVI PLATIEB:

Zmluvne strany sihlasia 
: tiinn 2e platby podl,a teltodoirody bude vyptacat' tento ptatca io;iire1,,,i1"1;;,I

!_Q!'!A RD- tnc.
a820 Emperor Blvd -
Qgtlgm, Nc 27703

Z.dpyqllfcke z aria deni e

Fakultn6 nemoclrica Trnava

t&, 
"pye]-:_-.e_ 

j ? 0 8 Trn a Slovensk,6

91g3er 2021 191084

Statna

Radlins;k

Bratislava

EUR
Account Num lilo rtdtJ
sK54 8180

99r:e that the payments rrnder thiswilt De madrl by the following payer

r Narle/N6rzov pE-ib,

Payer Adclress/Adresa platcu

uanx Namr:/N6zov oankv

details for Institution/ Podrobnosti o
Contract luvn

!le14g!ion/Bankov6

Bank esto ba
qellSlelqtqyDge/S 

t6 t a I e bo bank
Bank Postal Code/pSC: Oariky

Bank Counlrp,Krajina b,ank
Receiving ncc-unt C wre.nfr Mena prrXmalrceho

IBAN/IEAN

&n( xernqlg<ov banky _
Bank StreeVUlrca banlgq

YsfiSlifii'Airovakia-

S2A6,4581__SVK_sk_Merc,k Healthcare KgaA_M UDr

0070 002u 123S

MerckAlliance_slovakia_CiTA_1 
6 M1arch2O2O
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Wellls Fargo Eank NA

'wffiLwe#,f ; ! !f;1,)iii:,p rij e m cu

Payee Address/Adresa pr[jemr;u pfatiun -=-
VAI-/llrx tD-

uvedenf m nAzvom prijemcu pratreb aleboosloborjeniln od danjak sa vzt,ahuie)

II?* I ratch lhe
ll9lg" x exenrpt
{yrslg_ ov6 iderntilqentlt nusi pres

Slovak FRepublic/S lol/ensKa republika



Swift Code (8 or 1'1 Clraracte'rs) /K6d Swift (8 alebo
1 1 znakov)
lf the contracted Payment 

1

does not match your banl< account, you may need to provide an

lntermediary Bank. contact your Financial institution for details. lf an Intermediary bank is, required,
please provide Bank l',lamd, ,\ccount Number if applicable and SWIFT Code of Intermediary Bank along with
all other required Wirer instrur:tions/ Ak mena platieb dohodnut6 v zmluve nezodpovedd metre v65ho
bankov6ho 0dtu, m62r: bytl p,ctrebn6 uviest'sprostredkujrJrcu banku. Pokial'ide o podrobnosti, obr5t'te sa na

svoju finandnU in5titriciu. Ak je potrebn6 sprostredkuj[rca banka, uved'te n6zov banky, clslo (tdtu, ak sa
vzt'ahuje, a SWIFT k6d spforitredkuj0cel rranKy, spolu so v5etkyimt d'alSimi potrebnymi pokynmt na
elektronickri nrevod

Contact Information/Ko
Name of recipient sendingl invoices to DrugDev
/Meno prijemcu, ktor! odosierla faktUry spr:lodnosti

Dev

Phone number & Email eislo a e-mail

e0nos
Name of payment recipient tc receive payment
notification and details /Menrr prijemcu pliatby na

imanie ozn6menia a pcidrobnostl o

Phone number & Email/T ne dislo a e-mail

Lan Preference

details for /Podrobnosti o

Contract P
Payee Name
(Must match name in the contract) /N6zov prijemcu

vedat'nlizvu v z

Pavee Address/Adresa mcu platieb

VAT/Tax lD
(Tax lD must exactly matoh the payee name
indicated above, or terx exenrpt when appllcable)
/e islo DPH alebo daiiov6 idr:ntifikadn6 dislo (Dariove
identifika6ne dislo sa musi presne zhodovat s vyS5ie
uvedenf m n6zvom prijemcu platieb alebo
oslobodenim od dane, ak ser

eb

Fakultn6 nemocnica Trnava

e Preference /U

MUDr. Georoi Krastev. , PhD

Suchd nad Parnou 622,919 01, Slovensk6

Bank Name/N6zov Taira banka a.s.

Bank StreeVUlica ba Hlavn6 9

Bank City/Mesto banl<y Trnavia

Bank State/Province/St6t lak:bo provincia bankv NA

Bank Postal Code/P$e 91701

Bank C Slovak Republic/Slovensk6 republika
Receiving Account Currency /Mena prij intaj0ceho
0dtu EUR

IBAN/IBAN
Acr:ount Number/Cislo tidtu
sK24 1100 0000 0029 1880 0203

Swift Code (8 or 11 Characters) /Kod Swift (8 alebo
1 1 znakov) TATRSKBX

MerckAlliance_Slovakia_CTA_1 6tularch2020
CONFIDENTIAL Page 29 of 39
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l l ffi f."jl!;TF#}[i : :$ff#uj3, 3;,1gy l 
gd v o{-b a nrac cot n t r o u m a y n e e o t <, p r", d 

" " 
nIl"^Ti'9r:"y sanr pre5se contact vour ri""n"iriinrliili,;."ffii:?:ilt/;:,Tg-r:eo to prcu,iG-n--

ptease provide Bank Ndrrre Accnr ,"+ Hr ,-,1., ii.:'^^,,^^", , ^,..,-i. ^ I InJgrmediary bank is required,please provide Bank NArr,e Acc.,,,,i+ Hr,,-5",'i,.:'^':',",l'lil':'l'"i!,9t11t;.1t.1n Intermediary bank is required,
all other required Wire ins .ra :,1 .Y^o9: 

of Intermediary Elank albng withall other required Wire ins .ta lFl Code of Intermediary Elank albng wi
ban,koveho tltdtu rn6Ze by .s mtuve n,ezodpovedd rnene vdsho
svoju finandnd instifiu.'r rn PokiaL ide o podrobnosti, obrdrtte sa na

The Parties acknowledge that the designated peryee
is authorized to rect;ive all of the pryi,uni.'for tf,eservicr-'s performed under this nsr""rfri. '" "

tn case of changes in the pavee,s bank details, Sii:e isobtiged to inform DruqDev rn writing OV-r""iiig 
",email to; support@dru!devgronat.com.

r ts not the payee, then the pavee,s
mDurse the Investigator, il, any, is
_a serparate agreement betweenpayeer, which mly involve Citfer"nr

MerckAlliance_Slovakia_CTr',--1 6Man:h2020CONFIDI:NTIA| page 30 of 39

bankov6ho 0dtu, rn6Ze

Preference

S2A64581_SVK_sk_Merr:k Heatthcare KgaA

V.pripade zmeny v 0deloch opnJemcu platieb je pracovisko
rntormovat o tom spolodnost,zastanim er_mailu
support@drugdevglobal. com

svoju finandnd inStituciu. t r^ roKlal'ide o podrobnosti, obrdrt'te s
vzt'ahuje, a swtFT koo isrroitrecr;,;;;;","i;;;,;-":Xi::i Y'Jlll"l 'Y9dJ"u. 

n6zov banky, disto udtu, ak sa:ffili'.";#il k6d s p ro;tr;d r< ul uc t1 il; ;d . pd ffi ;il[? #ffi : ffi il ffi :l:Sllil i: ii Xl{i; ]

l-ffi"frnffi,t*!#iffi*$*u',J,i::l 
lf l *r cu, ktc,ry o dd ; iet a r"',,i, rv,, o"j"i 

"*,,i
Phonqlgpber a Ernuit lf.+fo*u 

"irl.Lql.nrf-lLe n glr a g€_p re f e re n r:e / Li pred n o st ri 

""* Gru k

|;il:"?Ll.?frTr;]--ilnmffi ffi ;fipujmanie p3nz11sqg_a[1j,"6r6.ii 
" 
pd"r''

Phoner number & EnraiIITef efOntree?Gf-a e.nrart

MlJDr, Krasitev F'hD
+421 903606376t

banko,vom spojeni
skrjSania povinn6

DrgqQgv pisomne
na adresu:

ktor6 sa netfk
zmeny krajiny, v
po2adc>van6 Zia
zmluvy.

Ak r;kti5aj0ci nie ie pri.lemcom platieb, pripaclndnJ{gn1a povinnost, pl1emcu ptatieb vociski5aj(rcemu sa urdi sarnostatnou zmluvou medzi
:l:::jll.lT a prijemcom pratieb kror6 moZeobsahovat' ine splatn6 surny a in6 pt:itobnl int"ruay,

MerckAlliance_Slovakia_0TA_1 6March202o
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payment amounts and different payment intervals neZ platia pre platby poukazovan6 s;polodnosi'ou

itran tlre payments made dy DrugDev to tlre Payee. DrugDev prijemr ovi platieb.

Investigator acknowl€)dgeg that if Investigator is not
the Payee, DrugDev will not pay Investigator even if
the Payee fails to reintburse Investigator.

B. Pnvmerur Tenn
DrugDev, on behalf of lQllA, will administer payment

:rly,lon a com
danie'with the a
le bdsr:d upon
rmeQ by subject

from the Site supporting subject visitation.

: incllrred bY Site in Performing
s no! sPecificallY designated as
)VlA rrr SPonsor under the
g tfiis Budget and Payment

Schedule) is the sole responsibility of the Site.

Payee is responsible for the correct calcttlation of
VAT if applicable, orr all submitted Invoic;es. VAT is

only applicable to Inv'oices that are addressed from
within Switzerland from Payees that are VAT
registered. All other Invoioer; shall be issued without
the addition of VAT.

All government taxes, are lhr: sole responsibility of the
Payee. Local bank charges, bank charges from
intermediate banks and any other local charges are
also covered by the PaYee

Major, disqualifying Piotocol violations are not
payahle under this Agreetnent

C, PAYMENT DII;PUTE

Site wlll have thirty (30) davs from the receipt of final
payment to dispute any ppyment discrepirncies during
the course ofthe Study.

D. DtscoNTtNUt,D oR EianlY TERMINATIoN

Reimbursement for disconlinued or early termination
subjects will be prorated based on the number of
confirmed completed visits.

E. lNvorcEs

MerckAlliance_Slovakia-CTA-il 6March2020
CONFIDENTIAL Page 31 of 39

SkilSaj0ci berie na vedomie, 2e ak nie je pr'tlemcont

platieb, spolodnost DrugDev mu nebuder poukazovat'
Ziadne platby ani v pripade, 2e prijemca platieb si

nesplni svoje platobn6 povinnosti voii skUSajfcemu.

B. PLeroeNE reRttitlv
Spolodnost'DrugDev v mene spolodnosti IQVIA budr-'

platby pre prijemcu platieb spracov6vat' Stvrt'rodne
na z;iklade podtu absolvovanych rr6v5tev na jeden

subjekt v sflade s pripojenlm rozpodtom. Platba sa
p z5klade fdajov o zal
p ce 3 mesiacer,
p z6znamami (CRF) P
p k0Sanla, ktore dokladajU
subjektov

Za ak6kol'vek vfdavky alebo n6klildy, ktor6 vznikn0
pracovisku sk05ania pri plneni tejto zmluvy a ktor6 nie

s0 vlislovne schv6len6 na preplatenie spolodnost'ou
IQVIA alebo zad6vatel'om podl'a tejto zntluvy (vratane
Rozpodtu a rozpisu platieb), zodpovedd vyhradne
oracovisko sk05ania.

Prijemca platieb je zodpovedn! zia spr6vny vfpocet
DPH, ak sa vzt'ahuje, na v5etkircfr odoslanych
fakt[rach: DPH sa vzt'ahuje iba na fakt[ry
adresovan6 v r6mci Svajdiarska od prijermcov platieb,

ktori sri reglstrovani na DPH. V5etky ostatn6 fakt[tty
bud0 vystaven6 bez pripoditiania DPH.

Za vSetky dane zodpoved6 vii'hradne prijemca
platieb. Prijemca platieb hradi aj miestne bankov6
poplatky, bankov6 poplatky sprostredkujticich b6nk a
ak6kol'vek d'alSie miestne poplatky.

ZAva2n6 diskvalifikuj0ce poruSenia protokolu nie
sfr podl'a tejto zmluvY sPlatn6

C" FLnroaNE NEzRovNAL.osrl
Prac;ovisko sk05ania m62e nam ietat' proti akym kol'vek
platobn!,m nezrovnalostiam, kto16 sa vyskytnU

v priebehu skO5ania, do tridsiatich (30) dni od prijatia
poslednej platby

D, PREOCNSTTE VYRADENIE ALEBO \rySTUPENIE

Uhrady za subjekty, ktor6 boli zo s;k0Sania vyraden6
alebo z neho preddasne vysttipili, budU vyplaten6
pomernf m sp6sobom podl'a podtu potvrden!'ch

absolvovanych n5vStev.

E. FarrUnv

MerckAlliance-Slovakia-CTA-1 6March2020
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Payments will be issued by DrugDev based on VisitBudget, payment frequer
described above. Payrler
receipt of corresponding
oocurnentittion, in the
described below. Invoiger
days from the date of receipt by DrugDev of the
11i;re,. ,. llcluoino artv apfticatrt6 back-upoocurnentatron.

l:r,?!.". for any additionat payments tc
In trtis agreement (i.e., erdditlonal reir
must also be sent to DrugDev and
spons,or. All invoicers shall bi raised in
manner:

lnvoices to be billerd to:

j_OVIA carc:e[; qlul
t-<oute de Fallatex 2l
1 162 lSt-Prex
Switzerrlanri

Invoiqes tqle senl! to:

DrugDev payments
IQVIA Sth ftoor.
2'10 Pr:ntonville Rd, l(ing Cross
Loncion N1 9Jy
United Kingdom

o Cornplete IN\/ESTI(}ATOR name, adclress
and phone number
o Invoice Date
o Invoice NumLrer

: ^_ Payee Name (must rnatch payee indicateo
ln CTA)

o payment Amount
o Complete description of services rendere<jo StLldy Number:
o Sponsor Name
o Invoices shouild be printed on site/institutjon
letterhelad

All I ent relatr-.d inquiries sherll beaoo DrugDev payments:rt- --
:!P bal.com, tetephone +1 (973)659 910) sstq_ziai; 

- ' \v' v/

F. Uruscteouleo,vrsrts

MercMlliance_Slovakia CTI\
CONFIDENTIAL

,Emajl: ^ 
gJqpqr!@tuqdevqlqbal.com 

E-rneril:
,::,:,l3llo*inS informertion sl.,outd bffituded on the Fakt(rraInvorco: dileZitosti:

!_OVIA 
De r[k: DruqDev

r<oute de Pallatex 29
1 162 St-Prex
Svajdiarsko

dorudovaeirr ".lrrlT
IQVIA 5th ftoor.
2'10 Pentonvjlle Rri, King Cross
Lortdon N1 gJy
Spojeln6 k16l'ovstv,r

o Cel6 meno, adresa a telef6nne iisloSKUSAJUCEHO
o Ddtum fakt0ry
o Cislo faktlry
o Meno/n6zov
z h od ovat, . p,ij ;;,; ;, 

pJli:,H 
i" jjiffi :,,, :ffJ ""':klinickom sk0sani)

o Suma na Uhradu
o Upln! opis poskytnutlch sluZiebo Cislo skri5irnia
o Niizov zad6vatel'er

Fakt0ry maj! byt' vyfladen6 na hlavickovompapieri pracoviska -sk0Sania/zdrauoin,"r.uf.,o

zariadenia

Y::]ry oyzrl r1iki40ce sa faktrjr a drhr,ad sa majuadresovat' priamo nlatobnemu oddeleniu spolodnostiDrugDev na adrersu. support(rldrugctevglL6at.com,
telefonicky na disto +1 (e73) oi;s_olir_ i,i"[l rurorrrna cislo +01 (6.10) 994_2784'.

F. NrplAruovl,wE tdvsrew

MerckAlliarrce_Slovakia_-OTA_1 6[,larch2O2o
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Payment for unscheduled vi:iits will be reimbursed ln
the amount of One hundred ninety-four euros
(194.00 EUR) [which inoludes overhead]. To be
ellgible for reimbursr:ment ts,
completed CRF pagesi must I ev
along with any additir:nal ln be
requested by DrugDe,v to apl he
unscheduled visit.

G. Patient Travel Eipernses
Reasonable subject trEvr:l expense{} will be
reimbursed upon receipt of original supporting
documentation in accordaqcrawith legal provisions up
to an amount of 28,00 EIIJR through meal vouchers
per vislt/round trip and a'e not included in the
attached Budget. Patient tr,avel expenst;s sha// be
handed to individual Sttldlt subjects by Principal
lnvestigator in compltancq urith instructions provided
by the Sponsor In case elpected actual travel costs
of a subject will excerad the herein approved amount
of 28,00 EUR per visiVround tril the Principal
Investigator agfees to reqQest prior approval of IQVIA
/Sponsor for a reimbursement of such additional costs

CoNDITIoNAL PROCEDURES (\MTH INVOICE)

The following conditional procedure costs will be
reimbursed on a passithrough basis uporr recelpt of
an invoice in the amount indicated in the lable below
(which includes overiread). tiubject number and
orocedure dates must be inc;luded on the invoice for
payment to be issued.

Platbztza nepldnovan6 n6v5tevy sa bude, uhr6dzat'vo
vf5ke sto devlit'desiat Styri eur (194,00 EUR)

[vratane prevddzkovych n6kladov]. Aby tznikol n6rok
na 0hradu za nepl6novanu n6v5tevu, je potrebne
zaslat spolodnosti DrugDev vyplnentl str6nky CRF a

v5etky dal5ie inform6cie, kto16 tnOZe spolodnost'
DrugDev poZadovat', aby nepl6novan0 ndv5tevu
dos;tatocne zdoku mentovala.

G. Crastovn6 n{klady pacienta
Cestovn6 n6klady subjektu bucl0 uhraden6 po

obdrZani podpornej dokumentdcie v s0lade
s pr6vnymi ustanoveniami do vlSlly 28 Eur
prostrednictvom stravnf ch poul<62ok zi)
n6vStevu/cestu tam a spdt' a nie t;U zahrnut6
v pripojenom rozpodte. Cestovn6 n6kliady subjektu
odovzd6 jednotlivfm subjektom sktl5ania skfSajfci
v s0lerde s pokynmi zadanlmi od zadAvatel'a.
V pripade, 2e odak5van6 ndklady subjektu presiahnu
scirvdllen0 sumu 28 Eur za n6v5tevu, sktl5ajUci
s0hlasi poZiadat' o s0hlas IQV|A/zadiivatel'a pred
0hraclou takfchto dodato6nfch ndklador,.

Posrupy wxottAvlttE poDEA PoTREBY

Naslerduj(ce n6klady na postupy vykon5van6 podl'a
potreby sa budti uhr6dzat' priebeZner po prijati fakt!ry
vo vVSke uvedenej v nasledujtjcej tetbul'ke (kto16

zahiha prev6dzkov6 naklady).Na poukiizanie platby
musi byt' na fakt0re uveden6 dislo subje,ktu a d6tumy
postupov.

Procedure/Postup Procedure amount total
(EUR)/Gelkov6 suma za

postup (EUR)

Profit lnstitution (20%)
EUR/Zisk zdravotnicke
zariadenie (20 %) Eur

Pnofit Investigaton
(E0%) EUR/Zisk
skri5ajfci (80 %)

Eur
Adverse events/NeZiiaduc
udalostl

18.00 J.OU 14.40

Serious adverse events
(S AE) I ZAv a2n6 n eZi aL d u ce
udalosti (SAE)

43 00 8.60 34.40

Blood draWOdber Kr/ 12 00 240 9.60

Lab handling and/or shipping
of specimen(s)/Sprac;ovafl ie v
laborat6riu alebo preprava
vzoriek

12 00 2.40 960

G. EARLY DISCIONTII,IUAT|ON VISIT
visit r,vill be reimbursed in ther

l thousand forty euros (EUR
rstitufion (20%) will be 208 euros
ator (80%)will be eigyht hundred

thirty two (832.00 EiUR)li:ited below. To be eligibler
for payment an original invcrice must be submitted tcr

IQVIA along with any addltional infornration which

MerckAlliance Slovakia CTA 16tvlarch2020
CONFIDENTIAL Page 33 of 39

G. NAv5revl po pReocnsruou urontderui
N6v5teva po preddasnom ukonceni sk0rlania sa bude
uhrdrizat' celkovou sumou sumou tisic dvesto
tridsat'devdt'eur (1 040 EUR) (zisk prer zdravotnicke
zariadenie (20 %) bude dvesto osem eur (208 EUR)
a zisk pre sk(t5ajIceho (80 %) bude osermsto tridsat'
dva eur (832 EUR)ako sa uvddza niZ5ir:. Aby vznikol
n6rok na 0hradu, je potrebn6 zaslat' spolodnosti

MerckAlliance Slovakia CTA'16March2020
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11 ?" ,requested ty 
^ 

teVtA to appropriatety
:.o::]r"lt the procedure,, Sublect nunOuiJ'# uutuot procedure must be inoludedon an orig,:nrl inioi."

d upon receipt of an
ent EC/IRE]/tEC of the
ded in the attacneo

to the
n. Any

upon
d upon

L euocET TAI3LE

IQVIA origin6l fakt0rv,a. v5etky d,alsie informdrcie,ktor6 ryroZe spotodnosi, rovrn poiaoo""i uui po.,updostatodne zdokumentovilg 
ry" origindly. ial,turymusia byt' uvedern6 disla subjektou 

" 
oJtrr,pouiupr.

LYM ETICK'iM I<ONISIATVI

klm komlsidm sa bud0

pnamo nez6visJej e
zaradenia. VSeltky
predlZCnla platnosti po schv6leni od levlA
ffi.lff X;l::L 

b u c rr u h 16 dzrt, p,, p|."u1"ti ;;isi;nej

l. RozpclirovA TABUIKA

ruHffit+trtows :/R pzpo6 
er!-1 si er s l e

BASEf J NtE vts trlAKL,\DnA rrrtlrsl
UalILqq VEfrt4vs,revn v
MoNTII 48 VISIT/END I]F STUDY.,,^
1u. 14.stAct/NAvSTEVA po ur(o
ToTAT.PERSuBJEcTTELKo.-;

.Alltnounts 
are inclusrill,f

TL^ n_ .,, Star-up fee
I ne Hartiel; have aoreed on a one_time payment of700 Eur for the Trdministrative unJ 

- r[iii .o.t,,
iqy. I hrs payment shall be

n1; Fee
orr a one_time payment to
ntount 650 Eur as a
archiving expenses for a
entshall be payable in full
c't rhe Instituticrn within 45
r)/ of the invoice to leVlA

NO OTHEIR ADDITIONA-L FIUNDING REQUESl'S
WILL BH CONIJIDERED 

'-----'

These amounts inr:ludej all applicable taxes,

sumy lu vsetky prevaozkovditGd,,,.

MerckAlliance_Slovakia_OTA_1 
O Nt ar ch2O2O

poplatok
jednoraz:ovej odmene
vne ndklady spojene
tatDa bude uhraden6

ridet zol
faktriry
'10 dni
ni od jej

ARCt_[vACNY poptet<lx

Zmluvn6 stra
650 € za arch
rokov, T6to p
0det zdravotn
yl:]3uul9j zdrav,otnicky
splatnosti 45 dni od jej
IQVIA

_.". . .ZrRorue D,ql5te poZtADA!,fly 
NAFtr\tA NcoVA NtE NEB LtDU enervE''oci avenv

f ieto sumy zahihajtt vSetky platne clane.

yS'^?Filllilii^_lovakia_cr/i_16M,,,,F"r#roo,r,

DOVERNE
szA64b81-svr(-sk-Merc;k Healthcare KgaA_MUDr, o'rr,.r_ati',i?ftilo',.lLun.._r,.nsrated 

on 2e_Jan.2021._1

TEVA

Vrsrr Auour,ri
TOTAL

(EUR). /
CelxovA Suvn

zn ruAv5revu
(EUR) *

v Profit FN
Trnava (20%)
EUR/Zisk FN

Trnava (20 %l
Eur

profit
investigator
team (80%)

EUR/Zisk
investigdtorskV

_ lim (80 %) Eur
R436, MESIACI 'r ,u40.00 208

208

500

8321 040.00
832

EUR 2,500.00

IKV sumv zah(i,eift

2000



All payments for this
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V6etky plalby za sk(Sanie podl'a priprojen6ho

rozpodtfr spracuje, spolodnost DrugDev a uhradi
spolodnost IQVIA elektronickY.



A. CAl'EGoRtE{i oF DATA coLLEcrED AND
PURPCTSES Or pnOCt:SStttCl

(l) the conduct of clinical trials;(ii) verifical.ion by governmental or
reg.ulatory agencies, the SponsorLnd itr; agyents anO
affiliaters;

(vl storage in dalabases to facilitate rn<r
setectton of investigators for future clinical trials;

!"]l _^_. sharing,of Stud/ reports and otherStudyqocumrlnts rryiih third parties for research pufposes Inaccordilnce with rersponsible data slrarinq ancl
rransperrency obligations; and

Arrncnruerur B
PRocEssitNG oF F,ERSoNAL Detn or peRsoruruel or

Itqsrrturtoru By St)oNsoR AS pART oF
CLtNtcAL TRTAL AcREEMENT

pRiloun B
Si p necovAve hrte os oeNtVcFt 0oa.lo,,t p E RSoNALU

zoRavorrulcxEHo zARtADENTn zAoAvl,reroM v RAMcI
zMLUVy o KL,tNtcKoM t;xriSiarul

A. Kerecontt= zetrReNVcH 0oa.lov A ucEly
SPRACOVAVANIAl

!) vykon6vaniektinicklchskrisani,
(,ll preverovanie Stdtnymi alebo kontrolnyrni
0radmi, zad6vatel'om a ich 2astupcami a Ocersf<yrni
spolodnost'ami,

(yi) odovzd6vanie spr6v zo skisarria a d,alsiclr
ooKunrentov skuSania tretim sltranam na vVskumn6!dely v srilade povlnnost'ami tyf<i;r:rlimi 

' 
sa

1 Legal batiis for proce oar
provides the leg:il basi rnd tlon with the exception of (iv) whrxe A(. 6 (1) a)
ridajovje d,l. O ods. t p cne Privnvm zakladom spracovavan a osobnlch
bodov v), vi) a vii), v kt rure u iv)' v ktorom sa uplathuje dl, 6 rtds. .1 piim. a), a
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(v) anti-corru ption com pliance.

B. DATA SHARING

Sponsor may share personal data (i) with its service
providers that process personal data on its behalf and
according to its instructipns, (ii) with collaboration
partners, and (iii) with affiliated companies of the
Sponsofs group including collaboration partners and
affiliates established in countries outsidr-. of the EU
("Third Countries") subject to an adequatr: protection,
especially by the use of standard contractual clauses.

In addition, personal data may fu(her bel transferred
to authorities in Third Countries. for examole the U.S
Food and Drug Administration Authority.
C. R.IGHTS oF PT]RSoNNEL

The personnel as the data subjects, are guaranteed
the following rights:

The data subject shiall have the right to obtain from
the controller confirmation as to whether or not
personal data concerniqg him or her are being
processed, and, where thpt is the case, access to the>

oersonal data and th,e inforrnation in accordance with
the Afticle 15 of the GDPR.

The data subject shiall havr: the right to obtain front
the controller without undue delay the rectification of
inaccurate personal data concernlng him or her.
Taking into account the purposes of the processing,
the data subject shall l"ave the right to havt:
incomplete personal data completed, including by
means of providing a suppklmentary statement.

The data subject shall have the right to receive thr:
personal data concerning him or her, which he or she
has provided to a conl:roller, in a structured,
commonly used and machine-readable format and
have the right to transmil those data to another
controller without hindrancre from the controller to
which the personal data have been provlded in
accordance with the Article 20 of the GDPR.
Sponsor will respond to all legitimate requests for
information about pr:rsonal data stored and, where
applicable, to all requests tc correct, update, or delete
personal data.

Personnel can also conterct Sponsor to object to
processing for purlroses of Section A (v) and (vi).

In any of these casies or to request a copy of the
standard contractual c auses (if applicable),
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zodpovedn6ho odovzddvania idajov a

transDarentnosti.
(vii) dodrZiavanie protikorupcnlch pr6vnych
oredoisov.
B. OoovzoAvnrute 0ol..tov

Zaddvatel' m62e odovzddvat' osobn6 Udaje (i)
poskvtovatel'om slu2ieb, ktori spracoviivajf osobn6
idajer v jeho mene a podl'a jeho pokynov, (ii)

spolupracuj0cim partnerom a (iiit dcOrskyrn
sprclodnostiam skupiny spolodrrosti zad6vatel'a,
vr6tane spolupracuj0cich partnerov a dc6rskych
spolodnosti so sldlom v krajin6ch mirno EU (d'alej

'trt.'tie kraiinv"), pod podmienkou primeranej ochrany,
najmd pouZitia Standardnf ch zmluvnfcft doloZiek.

Okrem toho sa osobn6 0daje mOZu odovzd6vat'
rjradom v tretich krajin6ch, napriklari Uradu pre
potraviny a lieky Spojenlch Statov ameticklch.
C. PnAvn prnsoruAlu

Person5l ako dotknut6 osoby rnaj0 garantovan6
naslelduj0ce pr6va:

Dotknut6 osoba m6 pr6vo ziskat'od pre,v6dzkovatel'a
potvrdenie o tom, di sa sprac0vaj0 osobn6 0dajt:,
ktor6 sa jej tf kaj[, a ak tomu tak je, mdt pr6vo zlskat'
pristup k tf mto osobn!'m ldajom v sflade s dl6nkom
15 GDPR.

Dotknutd osoba m6 pr6vo na to, aby ptev6dzkovatel'
bez zbytoin6ho odkladu opravil nespr6vne osobn6
0daje, ktore sa jej tfkaji. So zretel'om na [dely
sprac0vania mdr dotknutd osoba pr6vo na doplnenie
nefplnfch osobnfch 0dajov, a to erj prostrednictvom
poskytnutia doplnkov6ho vyhlSseniia.

Dotknut6 osoba md pr6vo ziskat'osobn6 0daje, ktor6
sa jej tfkajU a ktor6 poskytla prev6d;zkovatel'ovi, v
Strukt0rovanom, beZne pou2ivanom a strojovo
ditatel'nom form6te a m6 pr6vo preniest' tieto 0daie
d'al5iemu prev6dzkovatel'ovi bez toho, aby jej
prev6dzkovatel', ktor6mu sa tieto osobne tidaje
poskytli a to v s0lade s dlSnkom 20 GDIPR

Zad(watel' odpovie na vSetky opriivnern6 Ziadosti o
informdcie o uchov6vanych osobnyich 0dajoch a v
relevantnfch pripadoch na vSetky Ziadosti o opravu,
aktualiz6ciu alebo odstr6nenie osobnfc;h 0dajov

Person6l sa tieZ m6Ze obr6tit' na :zad6vatel'a a
namietat' protfr spracov6vaniu osobnfch fdajov
na ridely uveden6 v bodoch (v) a (vi) 6asti A.

Pc'rson6l sa v kaZdom z tlchto pripadov, alebo ak
bude chciet' poZiadat' o k6piu Standardn!r:h
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zmluvnych doloZiek (v relevantnlch pripadoch), m62e
obr6tit' ha zodpovednri osobu zaddvatel,a na e_
mailovej adrese privacy@merckgroup.com alebo na
adrese uvedenej vysSie. Vo v$eobecnosti mai0
dotknut6 osoby prdvo adresovat' st'aZnost'
prislu5n6mu dozorn6mu 0radu na ochranu osobnVch
[dajov v krajine, kde m6 zaddvatel'sidlo,
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A,rrncgtvrerur C
GoNSENT rq.quBltcAT|gli oF PERSoNAL pArA oN

cltNtcAL TRIA L RectsteRs
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SuHLns q.uveRe.lNeNiru osostlfcH uoa.lov v
REGISTROCH KLINICKfCH SKUSiANi

I consent to the put
information r,egardir

iplex, ktori sa zfdastnili na skrisanri

Pniloun C
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