CLINICAL TRI}AL AGREEMENT
|

The Clinical Trial Agreemi‘ent ("Agreement’) is made
by and between:

|
» Georgi Krastev, MD, {PhD having a place of
business at Fakultna nemoenica Trnava,
. . Slovak  republic,(the
‘Investigator”), and i

» Fakultnd nemocnica Trrava, having a place of
business at A, Zarnova 11, 917 08 Trnava, Slovak
republic, represented by Viadislav Srojta, JD,
director (the “Institution’),

and

e Merck Healthcare KgaA, having a place of
business at Frankfurter| Strasse 250, Darmstadt,
Germany ("Sponsor”)
|
1

Each a "Party” and togetl]‘er' the "Parties”.

ZMLUVA O KLINICKOM SKUSAN

Tito zmluvu o klinickom skusanf (dalej ,zmluva’)
uzatvaraju;

. MUDr. Georgi Krastev, PhD, s adresou
. Slovenska republika
(dalej ,skasajici)
a

¢ Fakultnd nemocnica Trnava, so sidlom A.
Zarnova 11, 917 08 Trnava, Slovenska republika
zastupena JUDr. Viadislav Srojta, riaditelom (dalej
.zdravotnicke zariadenie")

a

* Spolo¢nostou Merck Healthcare KgaA, so
sidlom na adrese Frankfurter Strasse 250,
Darmstadt, Nemecko (dale; .Zadavatel")

kazdy z nich dalej v ako ,zmluvna strana” a spolo¢ne
ako ,zmluvné strany”,

Protocol

|
Number: MS70_O568_0158

Cislo protokolu: | MS700568_0158

|
”2-yeajr follow-up study to assess

Sttidia 2-roéného sledovania s
ciefom posddenia kognitivnych
schopnosti a kvalily Zivota

cognition and  health-related stvisiacej so  zdravim u
.| quality, of life in participants with | Nazov tcastnikov s diagndzou
Protocol Title ‘ ) o
' high/y—}active relapsing multiple | protokolu: vysokoaktivnej  relapsujicej
sclerosis, having participated in sklerézy multiplex, ktori sa
the CLARIFY MS trial” ztcastnili na skasani CLARIFY
f MS
Protocol Date: 19 Aubust 2020 Er?)ttlé)rl?olu 19. augusta 2020
Sponsor; Merck Healthcare KGaA Zadavatel Merck Healthcare KGaA
Country where
Site is . Krajina vedenia ; g
Conducting Slovak Republic skuania Slovenska republika
Study
Investigator: GeorgiKrastev, MD Skasajuci: . MUDr. Georgi Krastev
Location i _ - g
where the Neurological department which | Miesto vedenia %e%rgcljoe?g(i?n Ogggsgﬁic&c}rﬁ
study will be is a division of the Institution skusania; e | deni
conducted: gri=genia
100 Calendar Days after Site ] g
Initiation Visit (being the date by ;gga' Obzg‘.damy‘:h ndénvlétec\)/d
which §i1:e must enrol at least prach)viskaJ sktania (id}e/
Eﬁfo"m - g;‘feg&elsgx’)ed Key Enrollment | \rsovy datum [ odatum. . do  ktoréhe
Date: : zaradovania: pracovisko  sku$ania  musi
' | zaradit najmenej jeden (1)
subjekt, Kluovy  datum

zaradovania” )
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IEthics committee
Fakultnd nemocnica Trnava, so
sidlom A. Zarnova 11, 917 08
Trna\;/a, Slovakia

IEC

Etické komisia
Nezavisla Fakulina hemocnica Trnava,
eticka komisia | so sidlom A. Zarnova 11, 917
zdravotnickeho 0;8 Trnava, Slovenska
zariadenia republika

The following additional c}iefinitions shall apply to this
Agreement; :

The institution and Invést#gator (hereinafter jointly
the "Site") f

Applicable Data Protection Laws: The laws and
regulations conecerning the protection of personal
data that are applicable to Sponsor including
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on
the protection of natural persons with regard to the
processing of personal: data and on the free
movement of such data, and repealing Directive
95/46/EC (“GDPR"), as well as any local laws or
regulations concerning the protection of personal
data that are applicable to the Site.

Applicable Laws and Regulations: the international,
regional, national, and ilocal laws, regulations,
competent authorities’ decisions and guidelines,
professional laws and rQles, and industry codes
governing the conduct of the Study or any other
activity or interaction under this Agreement, which
may include those of the countries where the Parties
are located or where the activity or interaction takes
place, including, without | limitation, (i) Applicable
Data Protection Laws and (i) applicable hational,
regional or international GpF’s (defined below).

Case Report Form or CRF: case report form {paper
or electronic) to be used by Site to record all of the
Protocol-required infc»rmaﬁioww to be reported to
Sponsor on each Study Subject (defined below),

Dual _Capacity: the capacity _of holding a

V tejto zmluve platiajnasledujuoe definicie:

|
Pracovisko ski8ania: zdravotnicke Zariadenie a
skusajuci. |

Platné pravne predpisy o ochrane osohnych
Udajov: pravne predpisy a nariadenia tykajlice
sa ochrany osobnych Gdajov, ktoré sa vztahuju
na zadavatela, vratane Nariadenia Eurépskeho
parlamentu a Rady (EU) 2016/679 2 27 aprila
2016 o ochrane fyzickych oséb pri spractvani
esobnych Udajov a o volnom pohybe takychto
Udajov, ktorym sa Zrusuje smernica 95/46/ES
(dalej ,GDPR"), ako aj v8etky miestne pravne
predpisy alebo hariadenia tykajice sa ochrany

osobnych Udajov, ktoré sa vztahujl na
pracovisko skigania.
Platné.  pravre predpisy a  nariadenia:

medzinarodné, regionalne, narodné a miestne
pravne predpisy, nariadenia, rozhodnutia a
usmernenia kompetentnych Uradov,
profesionalne zakony a pravidla a priemyselné
kédexy upravujlice vykonanie ski$ania alebo
akejkolvek inej &innosti alebo  vzajomného
pésobenia podig tejto zmluvy, ktoré meésy
zahfiiat' pravne predpisy a narladenia krajin, v
ktorych sa nachadzaji zmluvné strany alebo v
ktorych sa ginnost' alebo vzajomné pdsobenie
Uskutodriuje, najma (i) platné pravne predpisy o
ochrane Udajov a (if) platné narodné, ragionalne
alebo medzindrodne zésady spravne klinickej
praxe (SKP) (definované niZsie).

Pacientsky zéznamovy harok (Case Report
Form, ,CRF") pacientsky zaznamovy harok
(papierovy alebo elektronicky), ktory ma
pracovisko skligania pouzivat na
zaznamenavanie v8etkych protokolom
poZadovanych informacil, ktoré sa maju hlasit
zadavatelovi o kazdom subjekte skugania
(definovanom nizgje).

Zdvojena funkcia: sucasné vykonavanie funkcie

Government Official (defined below) position and
being a party to this Agreement.

Good Clinical Practices or GCPs: International
Council  for  Harmonization of  Technical
Requirements for Registration of Pharmaceuticals
for Human Use (ICH) Harmonized Tripartite
Guideline for Good Clinical Practice as amended
from time to time and the principles set out in the

Declaration of Helsinki as revised from time to time.
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$tatneho predstavlitel'a (definovanej nizsie) a
zmluvnej strany tejto zrnluvy.

Spravna __ klinicka  prax: Harmonizovana
trojstranna smernica pre spravnu klinicky prax
Medzinarodnej rady  pre  harmonizaciu
technickych poZiadaviek pre registraciu liekov
Na humanne pougitie (ICH), ktoré sa mose
priebeZne menit a doplfiat a zasady definované
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Government Official: any officer or employee of a
government or of any ministry, department, agency,
or instrumentality of a gfovernment; any person
acting in an official capacity on behalf of a
government or of any ministry, department, agency,
or instrumentality of a government; any officer or
employee of a company of of a business owned in
whole or part by a government; any officer or
employee of a public international organization such
as the World Bank or the United Nations; any officer
or employee of a political parly or any person acting
in an official capacity on behalf of a political party;
and/or any candidate for political office; any doctor,
pharmacist, or other healthcare professional who
works for or in any hospital, pharmacy or other
healthcare facility owne:d or operated by a
government agency, ministry or department.

Item(s) of Value: should be interpreted broadly and
may include, but is not limited to, money or
payments or equivalents, {such as gift certificates;
gifts or free goods;, meals, entertainment, or
hospitality; travel or paymejnt of expenses; provision
of services; purchase ofipr‘oper‘ty or services at
inflated prices; assumption or forgiveness of
indebtedness; intangible] benefits, such as
enhanced social or business standing (e.g., making
donations to government official’s favored charity);
and/or benefits to third persons related to

government officials (e.g., close family members).

Medical Records: the Study Subjects’ (defined
below)__primary medical | records kept by the
Institution on behalf of the Investigator, including,
without limitation, treatmerjt entries, x-rays, biopsy
reports, ultrasound photographs and other
diagnostic images. |

|
|
|
!
|

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

)
!
|
|

|
Study: the clinical trial that is to be performed in
accordance with this Agreement and the Protocol for
purposes of gathering jinformation about the
compound/medical device iidentiﬁed in the Protocol.
|

\
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v Helsinskej deklaracii, ktoré

priebezne revidované.

modzu byt

Statny predstavitel: kazdy funkcioriar alebo
zamestnanec vlady a kaZzdého ministerstva,
odboru, agentiry alebo iného orgénu vlady;
kazda osoba konajica s  oficialnymi
pravomocami v mene vlady alebo ministerstva,
odboru, agentlry alebo iného organu viady;
kazdy  funkcionar alebo  zamestnanec
spolognosti alebo podniku v giastotnom alebo
Uplnom $tatnom vlastnictve; kazdy funkcionar
alebo zamestnanec medzinarodnej verejnej
organizacie, napr. Svetovej banky alebo
Spojenych narodov; kazdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajuca s oficialnou pravomocou v mene
politickej strany; a kandidat na politicku funkciu
a kazdy lekar, lekarnik alebo iny zdravotnik,
ktory pracuje pre nemocnicu, lekareri alebo iné
zdravotnicke zariadenie, ktoré vlastni alebo
prevadzkuje vladdny Orad, ministerstvo alebo
odbor vlady.

Hodnothd vec: tento pojem sa ma interpretovat
v €0 najdirSom zmysle a zahffia najmé peniaze,
platby alebo ich ekvivalenty (napr. daréekové

poukazky), dary alebo bezplatny tovar,
stravovanie, zabavu alebo  pohostenie,
cestovanie alebo preplatenie  vydavkov;
poskytovanie sluZieb; zakupovanie

rehnutelnosti alebo sluZieb za urnelo navysené
ceny; predpokladana zaviazanost' (zadlZenost)
alebo odpustenie zaviazanosti (zadlZenosti);
nehmothé  vyhody, napriklad zlep3enie
spoloCenského alebo obchodného postavenia
(napr.  poskytovanie darov  dobrodinnej
organizaci podporovanej 8tatnym
predstavitelom), alebo poskytovanie vyhod
tretim osobdm so vztahom ku 3tatnym
predstavitelom (napr. blizkym pribuznym).

Zdravotné zaznamy: primarne zdravotné
zaznamy subjektu skusania definované nizsie,
uchevavané zdravotnickym zariadenim pre
skusajliceho, najma zapisy o liecbe, réntgenové
snimky, spravy z biopsii, snimky
z ultrazvukovych vy8etreni a dalsich
zobrazovacich vy$etreni.

Protokol: protokol klinického skugania, na ktory
sa odvolava tato zmluva a ktory moze zadavatel
(definovany niZsie) priebezne menit a doplhat
dodatkami.

Skusanie: klinické sk(8anie, ktoré sa ma
vykonat podla tejto zmluvy a protokolu, s ciefom

ziskat informacie o chemickej zltéenine alebo
zdravotnickej pomocke, uvedenej v protokole.
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Study_Data: all records and reports, other than
Medical Records, collected or created pursuant to or
prepared in connection| with the Study including,
without  limitation, regorts (e.g., CRFs, data
summaries, interim reports and the final report)
required to be delivered to Sponsor pursuant to the
Protocal, !

Study _Staff: the individujals involved in conducting
the Study under the direction of the Investigator.

Study Subject: an individ;ual who participates in the
Study. |

|
)
|
i

RECITALS:

WHEREAS, Sponsor, together with its affiliates, is a
research-based pharmacf:eutical company and is
engaged in research | and development of
pharmacedutical products, including [product/API]
already commercialized by Sponsor under the trade
name Mavenclad® in the field of multiple sclerosis,

WHEREAS, IQVIA RDS AG ("IQVIAY) is providing
clinical research organisation services to Sponsor
under a separate c:ontr$c1: between IQVIA and
Sponsor. 1QVIA's services include contracting with
clinical research sites and performing payments on
behalf of the Sponsor. |

WHEREAS, DrugDev. an |QVIA affiliate,  will
administer payments from an [QVIA RDS Inc. bank
account to the Payee (as defined below) on this
Study.

WHEREAS, Site is willing fo conduct the Study and
Sponsor requests the Site to undertake such Study.

NOW THEREFORE, the fo!lowing is agreed:
1. CONDUCT OF THE STUDY |

1.1. Compliance with Laws, Regulations, and Good

Udaje_skugania: vsetky zaznamy a spravy,
okrem zdravotnych Zaznamov, zozbierané
alebo vytvorené podlia poZiadaviek skagania
alebo vypracovang v spojitosti so skuganim,
hajmé spravy (napr. CRF, suhry Udajov,
predbeZné spravy a zaveredna sprava z

klinického  skugania), ktorych  odovzdanie
zadavatelovi je poZadované podla protokolu,
Personal _skisania:  osoby zapojené  do
vykonavania  skd%ania  pod  vedenim
skuajlceho.
Subjekt skugania: osoba, ktora sa zUdastriuje
na skdsani. ‘

UVODNE VYHLASENIA:

Zadavatel je spolu so svojimi deérskymi

spoloénostami vyskurnnou farmaceutickou
spolo¢nostou a zaobera sa vyskumom a vyvojom
farmaceutickych produktov vratane
[preduktu/idinnej farmaceutickej  latky], ktory
zadavatel uz komeréne pontka pod obchodhym
nézvom Mavenclad® v oblasti lieCby sklerézy
multiplex.

Spolognost' |QVIA RDS AG (LIQVIA") poskytuje
zadavatelovi sluzby klinickej vyskumnej organizacie
podla samostatnej zmluvy  medzi 1QVIA &
zadavatefom, Medzi sluzby poskytované IQVIA patri

Uzatvaranie zmldv = s pracoviskami  skusania
a vykonavanie platieb v mene zadavatela.
DrugDev, dcérska | spolodnost IQVIA, _ bude

spravovat’ poukazovanie platieb z bankového Gty
spoloénosti IQVIA RDS |ne. prifemcoviplatieb
(definovanému nizsie) za toto skuganie.

Pracovisko skdgania| je ochotné vykonat' toto
sku8anie a zadavatel :?iada pracovisko skusania o
vykonariie tohto skuééaria.

|

|
ZMLUVNE STRANY sé dohodli na nasledujicom:
1. VEDENIE SKUSANIA

1.1. DodrZiavanie pravnvch predpisov, nariadeni a

Clinical Practices
Site agrees that Site and Study Staff shall perform
the Study at Institution in strict accordance with this
Agreement, the Protocol, any and all Applicable
Laws and Regulations. Site and Study Staff
acknowledge that IQVIA and Sponsor, and their
respective  affiliates, need to adhere fo the
provisions of (i} the US Fo;reign Corrupt Practices
|

|
MerckAlliance__SIovakia_CTA._16Mar(:h2020
CONFIDENTIAL Page 4 of 39

SZA64581_SVK_sk_Merck Hehltheare Kgah_MUDY. Krastey.
N |

gpravne klinickej praxe

Pracovisko sku$ania |sa zavazuje, Ze spolu s
personalom skU8anhia vykona skusdanie
v zdravotnickom zariadeni v prisnom stlade s touto
zmluvou, protokolom aj vsetkymi platnymi pravnymi
predpismi a nariadeniami. Pracovisko skudania a
persondl skUSania befu na vedomie, Ze IQVIA,
zadavatel a vietky icH deérske spoloénosti musia
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|
Act (i} the UK Bribery Act; and (iii} any other

dodrZiavat’ ustanovenia (i) Zakona o zahrani¢nych

applicable anti-corruption legislation. korup&nych praktikach Spojenych Statov
! americkych (FCPA), (i} Protikorup&ného zakona
' Velkej Britanie a (i) vSetky dalSie platné
i protikorup&né pravne predpisy.
1.2. Consent o participate in the Study and 1.2. Suhlas s udastou na skusani a informacie o

information on the processing of personal data

spracuvani osobnych Udajov

The Site shall obtain from each Study Subject prior
written consent to participate in the Study. Further
information to the Study Subject on the processing
of personal data for the conduct of the Study Is
published on the webS|te of the Institution:
www.fntt.sk. i

|

1.3. Medical Records and Study Data
1.3.1. Collection, Storage and Destruction:

Site shall ensure the prompt, complete, and

accurate collection, recording and
classification of the Medical Records and
Study Data. ‘
Site shall: i

i.  maintain and |store Medical Records
and Study Data in a secure manner with
physical and electronic  access
restrictions, ‘a= applicable  and
environmental ‘controls appropriate to
the applicable data type and in
accordance W|{h Applicable Laws, and
Regulations ancl industry standards
and {

!

ii. protect the Mefdic:al Records and Study
Data from unauthorized use, access,
duplication, anfd disclosure. If directed
by Sponsor, Site will submit Study Data
using the electronic system provided by
Sponsor o]‘r its designated
representative jand in accordance with
Sponsor's instructions for electronic
data entry. | Site shall prevent
unauthorized access to the Study Data
by malntamlng' physical security of the
electronic system and ensuring that
Study Staff maintain the confidentiality
of their passworcls Investigator agrees
to collect all Study Data in Medical
Records priorito entering it into the
CRF. Site shaII ensure the prompt
submission ofCF’Fs and

I
i
|
I
!
\
|

iii. retain the Medical Records and Study
Data for a minimum of twenty (20) years
from the Site'siclose-out visit or for the
duration requited by Applicable Laws
and Regulations, whichever is longer. In

|

1
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Pracovisko sklSania ziska od kaZdého subjektu
skuSania predchadzajuci pisomny sthlas s Ucastou
na skd$ani. BlizSie informacie subjektom skugania
o spracUvani osobnych Udajov na vykonavanie
skuSania suU zverejnené na webove] stranke
zdravotnickeho zariadenia: www.fntt.sk,

1.3. Zdravotné zédznamy a Udaje ski$ania
1.3.1. Zber, uchovavanie a likvidacia:
Pracovisko ski$ania zabezpedi urychleny,
kompletny a presny zber, zaznamenavanie
a triedenie zdravotnych zaznamov a Udajov
skusania.

Povinnostou pracoviska skugania je:

I. viest auchovavat zdravoiné zéaznamy a
Udaje skusania zabezpelenym
spbsobom, s fyzicky a elektronicky
obmedzenym pristupom (podla
potreby), s pouZitim mechanizmov na
ochranu Zivotného prostredia,
vhodnych pre dany druh Udajov a v
sulade s plathymi pravnymi predpismi,
nariadeniami a normami platnymi v
tomto priemyselnom odvetvi;

Il chranit zdravotné zaznamy a udaje
skudania pred neopravnenym
pristupom, pouzitim, kopirovanim a
odovzdavanim. Ak to zadavatel bude
pozadovat, pracovisko skuSania zasle
Udaje skusania S pouZitim
elektronického systému poskytnutého
zadavatelom alebo jeho poverenym
zastupcom a dodrzi pri tom pokyny
zadavatela pre vkladanie (zapis) udajov
do elektronického systému. Pracovisko
ski8ania  zabrani neopravnenému
pristupu k UOdajom ski$ania tak, Ze
bude zachovavat fyzicki bezpetnost
elektronického systému a zabezpedi,
aby personal skusania uchovéval svoje
pristupové hesla v tajnosti. Skui$ajlci sa
zavdzuje zhromazdit vSetky Gdaje
skusania a zdravotné zaznamy pred ich
zapisanim do CRF. Pracovisko
skusania zabezpedi urychlené
odosielanie CRF,

ii. uchovavat zdravotné zaznamy a Udaje
skuSania na minimalne dvadsat’ (20)
rokov od navStevy pri uzatvoreni
pracoviska sku$ania alebo na obdobie
poZadované platnymi pravnymi
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compliance with Sponsor's obligations
under ICH GCP, Sponsor shall notify
the Institution in writing if the Medical
Records and Study Data are no longer
needed before the completion of the
minimum  retention period agreed
herewith. If the minimum retention -
period is completed and Institution has
not been notified by Sponsor otherwise,
Institution ~ shall  contact Sponsor
through the email address
archive@merckgroup.com and comply
with any instruction from Sponsor to
transfer the Medical Records and Study
Data, duly sealed, to a third party
appointed by Sponsor at Sponsor's
expense. If Institution does not receive
aresponse from Sponsor after sixty (60)
days from the date the email was sent,
Institution is allowed to destroy the
Medical Records and Study Data. In
case Institution will be closed or no
longer available for record retention for
any reason, |Insfitution must notify
Sponsor in writing at least sixty (60)
days in advance and perform any
instruction to transfer the Medical
Records and Study Data as provided by
Sponsor.  Any inquiries or requests
regarding record retention can be sent
at any time during the retention period
to the email address
archive@merckgroup.com, but in no
circumstance  shall Institution be
allowed to destroy or the Medical
Records and Study Data before the
minimum  retention period  unless
Institution  receives express written
instruction from Sponsor in this regard
or does not receive a response from
Sponsor within the meaning of this
article 1.3.1 (i),

If the Investigator leaves the Institution, then
responsibility for maintaining Medical Records
and Study Data shall be determined in
accordance with  Applicable Laws and
Regulations but Institution will not in any case
be relieved of its obligations under this
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predpismi a nariadeniami, podia toho,
€o potrva dihdie. V silade s
povinnostami zadavatela podla ICH
GCP  zadavatel pisomne oznam
zdravotnickemu zariadeniu, ak
zdravotné zaznamy a (daje skiigania uz
nie s potrebné pred ukondéenim
minimélneho  obdobia  uchovavania
dohodnutom  vitejto  zmluve. Ak
minimalna doba uchovavania Udajov
uplynula. a zadavatel neoznamil
zdravotnickemu  zariadeniu inak,
zdravotnicke zariadenie sa skontaktuje
80 zad3gvatelom prostrednictvom e-
mailovej adresy
archive@merckgroup.com a  dodrif
v&etky pokyny od zadavatelz na prenocs
zdravolnych  zédznamov a Udajov
skudania, riadne Zapelatenych, na
tretiu stranu vymenovant zadavatelom
na naklady zadavatela, Ak zdravotnicke
zariadenie nedostane odpoved od
zadavatela po $estdesiatich (80) ditoch
odo diva odoslania e-mailu,
zdravotnicke zariadenie moZe
zdravotné zaznamy a Udaje skusania
zlikvidovat. V pripade, Ze zdravotnicke
zariadenie bude z akéhokolvek dévodu
zatvorené alebo uz nebude k dispozicii
na uchovavanie Udajov, musi pisomne
informovat'  zadavatela najmene;j
Sestdesiat (60) dni vopred a spinit
vetky pokyny poskytnuté zadavatelom
na prencs zdravotnych zaznamov a
Udajov skusania. Akékolvek otazky
alebo Ziadosti tykajlice sa uchovavania
zaznamov sa mézu zaslat kedykolvek
pocas obdobia uchovavania na e-
mailovd adresy
archive@merckgroup.com,

zdravotnicke  zariadenie vsak za
Ziadnych (okolnostl nesmie zdravotné
zaznamy a Udaje skudania zlikvidovat
pred uplynutim minimalneho obdobia
uchovavania,  pokial zdravotnicke
zariadenie v tejto suvislosti nedostane
vyslovny pisomny pokyn od zadavatela,
alebo  nedostane odpoved  od
zadavatela v zmysle tohto &lanku 1.3.1

(i),

Ak ski8ajuci zo zdravotnickeho zariadenia
odide,  zodpovednost  za uchovévanie
zdravotnych zéznamov a Udajov skudania sa
urci v stlade s platnymi pravnymi predpismi a
nariadeniami, v Ziadnom pripade to vsak
zdravotnicke  zariadenie nezbavuje jeho
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and Study Data. ;

Agreement for maintaining the Medical Records

1.3.2. Owne[§mg'. Institution shall retain
ownership of Medical Records. The
Institution and t|her Investigator hereby
assign to Sponsor all of their rights, title
and interest, inclu'ding intellectual property
rights, to all Confrclentlal Information (as
defined below). fFor the avoidance of
doubt, the Study Data shall be and remain
the sole and ex‘ciusrve property of the
Sponsor or of such party as the Sponsor

may designate, as the case may be.

Subject to Applicable Laws and
Regulations Spcjmssor shall be the sole
owner of any biological samples
("Samples"). Slte shall collect, retain,
analyze and use such Samples solely
according to the Protocol and in a manner
consistent with | the informed consent
forms. At the completion or termination of
the Study, or sooner at the request of the
Sponsor, Site sha|| as instructed by
Sponsor, either return all Samples to the
Sponsor or destroy the Samples in
accordance with Sponsor's instructions
and Applicable Liaws and Regulations.

1.3.3. Access, “ Use, Monitoring and
Inspection. Site %shall provide original or
copies (as the case may be) of all Study
Data to Sponsor| for Sponsor’s use. Site
shall  afford | Sponsor  and its
representatives r; and designees
reasonable access to Site's facilities to
Medical Records' and Study Data as well
as to any other documents  and
documentation so as to permit Sponsor
and its representatlves and designees to
monitor the Study and compliance with this
Agreement. <
|
Site shall afford1 regulatory authorities
reasonable access, to Site's facilities and to
Medical Records e';md Study Data, and the
right to copy Medical Records and Study
Data to the extent pursuant to Act 576/2004
Coll. on health carte, services related to the
provision of health care and on amendments
to certain laws, as amended.
|
The Site agreesjto cooperate with the
representatives ofr Sponsor, and the Site
agrees to ensure that the employees, agents
and representatlves of the Site do not

povinnosti uchovavat zdravotné zaznamy a
Udaje skusania podia tejto zmluvy.

1.3.2. Vlastnictvo. Viastnikom zdravotnych

zaznamov zostava zdravotnicke zariadenie.
Zdravotnicke zariadenie a sku$ajici tymto
postupuju zadavatelovi vietky svoje prava,
naroky a podiely, vratane vsetkych prav
dusevného vlastnictva, vo  vetkych
dévernych informaciach  (definovanych
nizsie). Vpripade pochybnosti, udaje
skudania zostavaju jedinym a vyhradnym
vlastnictvom zadavatela, alebo strany, ktora
bude uréena zadavatelom.

Ak to pripustaju platné pravne predpisy a
nariadenia, zadavatel je vyhradnym
vlastnikom v8etkych biclogickych vzoriek
(.vzorky"). Pracovisko skuSania bude
zhromazdovat, uchovavat, analyzovat
a uzivat tieto vzorky vyhradne v sulade
s protokolom a v rozsahu informovaného
sthlasu. Po skoncéeni alebo pred&asnom
ukongeni skugania, alebo skor na zaklade
pozZiadavky zadavatela, ma pracovisko
skusania podla pokynov zadavatela, bud
vratit véetky vzorky zadavatelovi, alebo
znehodnotit  vzorky  podfa  pokynov
zadavatela v suUlade s platnymi pravnymi
predpismi a nariadeniami.

1.3.3.Pristup, pouZitie, _monitorovanie a
in§pekcia. Pracovisko skuSania poskytne
originaly alebo kopie (od pripadu k pripadu)
vSetkych Udajov skusania zadavatelovi na
ich pouzitie zadavatelom. Pracovisko
skisania poskytne zadavatelovi a jeho
zastupcom a predstavitelom primerany
pristup do priestorov pracoviska ski$ania a
k  zdravotnym  zaznamom  a Udajom
skU8ania, aby umoznilo zadavatelovi a jeho
zastupcom a predstavitelom vykonavat
monitorovanie sku$ania a dodrziavanie tejto
zmluvy.

Pracovisko skusania poskytne kontrolnym
Uradom primerany pristup do priestorov
pracoviska sklU3ania a k zdravotnym
zdznamom a Udajom sku$ania a umozni im
robit’ si z nich kdpie v rozsahu podfa zakona
¢. 576/2004 Z. z. o zdravotnej starostlivosti,
sluzbach sUvisiacich s  poskytovanim
zdravotnej starostlivosti a o zmene a
doplneni  niektorych zakonov v zneni
neskorsich predpisov.

Pracovisko  skiSania sa  zavazuje
spolupracovat’ so zastupcami zadavatela a
zabezped!, aby ich zamestnanci,
zastupcovia  a predstavitelia pracoviska

MerckAlliance_Slovakia_CTA_ 18Mdrch2020
CONFIDENTIAL r Page 7 of 39

MerckAlliance_Slovakia_CTA_16March2020

DOVERNE
Strana 7 z 39

SZA64581_SVK_sk_Merck Hezlthcare KgaA_MUDr. Krastev_CTA INS comments_Translated on 29-Jan-2021-1
I



harass, or otherwi;se create a hostile working

environment for sgch representatives.
The Site shall immediately notify Sponsor of, and
provide Sponsor copies of, any inguiries,
correspondence or commurications to or from any
governmental or regulatory authority relating to the
Study, including, but not limited to, requests for
inspection of the Site's facilities, and the Site shall
permit Sponsor to attend any such inspections. The
Site will make reasonable efforts to separate, and
not disclose, all Confidential Information that is not
required to be disclosed during such inspections,
The Site shall provide Sponsor with a copy of any
inspection report pertaining to the services provided
under this Agreement, Site shall allow Sponsor the
opportunity to comment on any responses
concerning  Sponsor's  studies prior to  their
submission fo the governmental or regulatory
authority and to receive a copy of the final submitted
response.

1.3.4. License. Sponsor hereby grants to Institution
a perpetual, non-exclusive, nontransferable, paid-up
license, without right to sublicense, to use Study
Data (i) subject to the obligations set forth in Section
3 "Confidentiality”, for internal, non-commercial
research and for educational purposes, and (i) for
preparation of publications in accordance with
Section 5 "Publication Rights".

1.3.5._3urvival, This Section 1.3 "Medical Records
and Study Data” shall survive termination or
expiration of this Agreement.

|

1.4. Duties of Investigator
Investigator is responsible for the conduct of the
Study at Institution. In perticular, but without
limitation, it is the Investigator's duty to comply with
the local product label of use or other approved
documents in accordarice with Applicable Laws and
Regulations, to ensure that all informed consent
requirements are met, to ensure that all required
reviews and approvals by applicable regulatory
authorities and IRBs or IECs are obtained. and to
review all CRFs to ensure their accuracy and
completeness.

Investigator agrees to provi(:je a written declaration
revealing Investigator's pos;sible economic or other

\
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ski8ania nerusili  ani  inak pre nich
nevytvarali nepriaznivé pracovné prostredie.

zadavatela
v3etkych

Pracovisko sk(sania bude
okamzite informovat o
poziadavkach, koredpondencii a
komunikacii tykajice] sa  skuSania (a
poskytne z nich zadavatelovi kopie) so
vaetkymi tatnymi alebo kontrolnymi tradmi,
najmé o poZiadavkach na in&pekeiu
priestorov pracoviska skiSania, a umoznl
zastupcom zadavatela, aby sa takychto
inSpekeil zUéastnili. Pracovisko skudania
vynaloZi primerané Usilie na to, aby oddelilo
a neodovzdalo Ziadne také ddverné
informacie, ktorych odovzdanie po&as tychto
indpekcii nie je poZadované. Pracovisko
ski8ania poskytne zadavatelovi képiu
kazdej spravy o ingpekcii tykajucej sa
sluzieb poskytovanych podla tejto zmluvy.
Pracovisko skuSania umozni zadavatelovi
vyjadrit sa k akymkolvek odpovediam
tykajlicim sa skusani zadavatela pred ich
odoslanim &tatnemu alebo kontrolnému
Uradu a zfskat képiu konecnej odoslanej
odpovede.

1.3.4. Licencia. Zadavatel tymto udeluje
zdravothickemu zariadeniu trvald,
nevyhradnu, neprenosnu, vyplatenu
licenciu, bez prava udelovat sublicencie, na
pouZzitie Udajov sktigania (i) pod podmienkou
splihenia povinnosti uvedenych v &lanku 3
,Dovernost”, | na interny, nekomerény
vyskum a na vzdelavacie Uéely a (i) na
pripravu publikécil v sulade s &lankom 5
.Prava na publikovanie”.

1.3.5_Pretrvariie. Platnost tohto &lanku 1.3
Zdravotné  zaznamy a Udaje skisania®
pretrva vypovedanie alebo vyprsanie tejto
Zmiuvy, f

1.4. Povinnosti skisajlceho

Skusajuci zodpovedad za vedenie skidania v
zdravotnickom zariadeni, To zahifia najma
povinnost' skusajuceho dodrziavat miestny
navod na pouzitie produktu alebo iné schvalené
dokumenty v sllade s platnymi  pravnymi
predpismi anariadeniami, zabezpetit, aby
informovany sdhlas spifial vietky poZiadavky,
zabezpedit' ziskanie véetkych pozadovanych
posudkov  aschvaleni  od prislugnych
kontrolnych (radov a nezavislych etickych
komisil a skontrolovat' vietky CRF, aby zaistil
ich spravnost a Upinost.

Skusajlci sa zavazuje poskytndt  pisomné
vyhlasenie, v ktorom odhali svoje pripadné
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interests, if any, in c;onnéct:ion with the conduct of
the Study or the Sponsor's product.

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

1.5 Replacement of Investigator

Site agrees to provide prompt advance notice to
Sponsor if Investigator WI|‘| be leaving the Institution
or is otherwise no longer able to perform the Study.
The appointment of a new Investigator must have

the prior approval of 3poqsc>r
1.6 Trial Results Summary ('TRS”)

At the end of the Study, appro><|mate|y twelve (12)
months after the last Study Subject last visit for the
overall Study, Sponsor will develop a summary of
the Study results to be shared with the Study
Subjects. The TRS will translate the technical results
into easy to understand language. Sponsor will
consult with the Site to confirm the number of copies
required and translations.|Based on the information
provided by the Site, Sponsor directly or through a
third party vendor will mail theTRS to the Site or
provide the link to the publlc website where the TRS
will be located. The Slte or designee will be
responsible to mail the TR or provide the link, to
the Study Subject or provlde it to the Study Subject
directly, if applicable. ‘

1.7. Adverse Events

The Site shall report adverse events and serious
adverse events as dlrected in the Protocol and by
Applicable Laws and Regulatlons The Site has to
undertake all efforts to support Sponsor in its efforts
to follow-up on any adverse events in a timely
manner, for serious adver:e events immediately
within - twenty-four (24) | hours. The Site shalll
cooperate with Sponsor |q its efforts to follow-up on
any adverse events. The Site shall comply with its
independent IRB/IEC oft the Institution reporting
obligations. The Sponsor is responsible for any
reporting obligations as| marketing authorization
holder towards national competent authorities, in
accordance with Appllcable Laws and Regulatlons

i
i
I
|
)
|
|
i
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ekonomické alebo iné zaujmy v slvislosti so
skiiganim alebo produktom zadavatela.

SkuSajlci sa zavézuje poskytnut
vyhlasenie, v ktorom odhali
oznamovacie povinnosti vodi zdravotnickemu
zariadeniu v slvislosti 50 skudanim
alebo produktom zadavatela.

pisomné
svoje pripadné

1.5. Nahradenie skugajuceho

Pracovisko  skuSania sa  zavazuje v
dostato€nom predstihu pisomne informovat
zadavatela, ak bude skusajuci  zo
zdravotnickeho zariadenia odchadzat, alebo ak
z inych dovodov uz nebude schopny vykonavat‘
skuganie. Vymenovanie nového skusajuceho
musi vopred schvalit zadavatel.

1.6. Suhrn vysledkov skagania

Na konci skU8ania, priblizne dvanast (12)
mesiacov od poslednej navétevy posledného
subjektu skiSania pre celkové skUganie,
zadavatel vypracuje suhrn vysledkov sku3ania,
ktory poskytne subjektom sku$ania. V suhrne
vysledkov skudania sa uvedu odborné vysledky
v jednoduchych alahko zrozumitelnych
pojmoch. Zadavatel sa poradi s pracoviskom
skusania, aby si potvrdil podet pozadovanych
képii a prekladov. Na zaklade informacii
poskytnutych pracoviskom skusania, zadavatel
priamo alebo prostrednictvom  externého
dodavatela posle sthrn vysledkov sk(3ania
pracovisku skuSania alebo poskytne odkaz na
verejnl  webovl  stranku, kde sa suhrn
vysledkov  skusania bude  nachadzat.
Pracovisko sku8ania alebo jeho zastupca budi
zodpovedné za zaslanie suhrnu vysledkov
ski3ania alebo poskytnutie odkazu subjektu
sklSania, alebo v pripade potreby poskytnutie
suhrnu priamo subjektu skigania.

1.7. NeZiaduce udalosti

Pracovisko sku$ania bude neziaduce udalosti a
zavazné neziaduce udalosti hlasit podia
poZiadaviek protokolu a platnych pravnych
predpisov a nariadeni. Pracovisko skuSania
musi  vynaloZit maximalnu snahu, aby
zadéavatela podporile v jeho Usill v&as presetrit
akékolvek nezZiaduce udalosti, v pripade
zavaznych neziaducich udalosti okamzZite do
dvadsiatich 8tyroch (24) hodin. Pracovisko
skiSania bude so zadavatelom spolupracovat v
jeho usili dalej sledovat priebeh v&etkych
neziaducich udalosti. Pracovisko skusania
dodrzi svoju oznamovaciu povinnost vodi
nezavislej etickej komisii zdravotnickeho
zariadenia. Zadavatel ako drzitel rczhodnutia
oregistraci je zodpovedny za  vietky
oznamovacie povinnosti vodi zodpovednym
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Sponsor will promptly report to the Site, the
independent IRB/JIEC of the Institution, any
finding that could affect the safety of participants
or their willingness to continue participation in
the Study, influence the conduct of the Study, or
alter the independent IRB/IEC of the Institution
approval to continue the Study.

1.8. Use and Return of Equipment

Any equipment and material shall remain the
sole and exclusive property of Sponsor, The
Site shall return, discard, or donate any
equipment or materials provided by Sponsor for
use in the Study upon Sponsor's instruction.

1.9. Key Enrollment Date

The Site understands and agrees that if
Investigator has not enrolled at least one (1)
Study Subject by the Key Enrollment Date then
Sponsor may terminate this Agreement in
accordance with Section 14 “Term &
Termination” Sponsor has the right to limit
enrollment at any time,

1.10 Report of Serious Breaches

Site acknowledges that the European Medicines
Agency ~ EMA Guideline for the notification of
serious breaches of the clinical trial protocol sets
an obligation for Sponsor to report serious
breaches to European authorities within seven
(7) days of Sponsor or its contractor's
awareness of such serious breach. For the
purposes of such Guidelines, a "serious breach”
means a breach likely to affect to a significant
degree the safety and rights of a subject or the
reliability and robustness of the data generated
in the Study.

To enable Sponsor to comply with its legal
obligations, Site agrees to report any serious
breach to Sponsor as scon as practically
possible, but in any circumstance no later than
within forty-eight (48) hours of its awareness that
a serfous breach has occurred, Site also agrees
to provide any follow up infarmation to the initial
report which might be requested from Sponsor,

narodnym Uradom podla platnych pravnych
predpisov a nariadeni.

Zadavatel  bude  pracovisko  skifania
anezavisll etickd komisiu  zdravotnickeho
zariadenia Urychlene informovat o kazdom
zisteni, ktoré by mohlo mat dopad na
bezpecnost' Utastnikov alebo na ich ochotu
pokradovat v (&asti na skugani, ovplyvnit
priebeh  skiania alebo zmenit sthlas
nezavisle] eficke] komisie zdravotnickeho
zariadenia s pokracovanim skUgania.

1.8. PouZitie a vratenie vybavenia

Vietko vybavenie a material ostava vyhradnym
a vyluénym vlastnictvom zadavatela. Na pokyn
zadavatela pracovisko skusania vrati, zlikviduje
alebo daruje vetko vybavenie a vSetky
materialy poskytnuté zadavatelom na pougitie
v skUsani.

1.8, KlG€ovy détum zaradovania

Pracovisko skusania berie na vedomie a
stihlasl, Ze ak skugajlici do kiucového datumu
zaradovania nezaradi do skugania aspofi jeden
(1) subjekt, zadavatel méze tuto zmiuvu
vypovedat' podfa &lanku 14 ,Doba platnosti a
vypovedanie’, Zadavatel ma prave kedykolvek
obmedzit' zaradovanie pacientoy.

1.10. Hlasenie zavaZnych poruseni

Pracovisko sku$ania berie na vedomie, Ze
usmernenie Eurdpskej liekovej agentiry(EMA)
tykajlice sa oznamovania zavaznych poruseni
kiinického  sktiSania  uklada zadavatelovi
povinnost  nahlasovat zavazné porugenia
eurépskym Uradom do sledmich (7) dnl od
zistenia  takéhoto  zavazného porusenia
zadavatelom alabo jeho dodavatelom. Na Ucely
tychto  usmerneni  ,zavasneé porusenie"
znamena také porudenie, ktoré moze vyznamne
ovplyvnit bezpecnost a prava subjektu alebo
spolahlivost a preukaznost Udajov ziskanych v
skogani,

Aby si zadavatel mohol splnit svoje zakonné
povinnosti, pracovisko skigania suhlasi s tym,
Ze oznami akékolvek zavaineé porusenie
zadavatefovi najskor, ako to bude prakticky
mozné, za kazdych okolnosti véak najheskdr do
Styridsatosem (48) hodin od zistenia, Ze doglo k
zavaZnému poruSeniu. Pracovisko skU&ania
tieZz sihlasl s tym, ze poskytne akékolvek
nasledné informacie k pévodnej sprave, ktoré
by maohli byt pozadované od zadavatels,

2. PAYMENT 2, PLATRY

In consideration for the proper performance of the Ako protipinenie za riadne vykonanie skdsania
Study by Site and site team member in compliance  pracoviskom ‘skugania’ a personalom skugania v
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with the terms and conditions of this Agreement,
payments shall be made lin accordance with the
provisions set forth in Attachment A of Agreement,
with the last payment being made after the Site and
site team members completes all its obligations
hereunder, and Sponsor has received all properly
completed CRFs and, if Sponsor requests, all other
Confidential Information (ag cefined below).

DrugDev will receive Sité invoices 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 Aggreemeent.

|

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

Institution and Investigator shall not be entitled to
any remuneration or compensation other than those
specified in this Agreement or Attachment A of this
Agreement, unless approvecl in writing ai advance
by the Sponsor

3. CONFIDENTIALITY

3.1. Definition ;

"Confidential  Information"  means  the
confidential and proprietary information of
Sponsor and includes (i) all information

disclosed by or on; behalf of Sponsor to
Institution, Investigator site team member or
other Institution personnel including without
limitation, the Sponsor's product, technical
information relating to the Sponsor’s product, all
Pre-Existing Intellectual Property (as defined in
Section 4) of Sponsor,iand the Protocol; and (ii)

Study enrollment information, information
pertaining to the status of the Study,
communications to i and from regulatory

authorities and Study ;Data and Inventions (as
defined in Section 4).

Confidential Information shall not include

information that: i

i. can be shown by documentation to
have been pubh(, knowledge prior to or
after dlsclosure by Sponsor, other than
through Wrongful acts or omissions
attributable toj Institution or any of its
personnel;

ii. can be shown by documentation to
have been in the possession of
Institution or any of its personnel prior to
disclosure by;Sponsor, from sources

MerckAlliance_Slovakia_CTA_16March2020
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sllade s podmienkami tejto zmluvy sa budud
poukazovat platby podla ustanoveni uvedenych v
Prilohe A zmluvy, priCom posledna platba sa
poukaze potom, Co si pracovisko skuSania
a personal skdsania splni vSetky svoje povinnosti
podla tejto zmluvy azadavatel dostane vSetky
riadne vyplnene CRF, a ak to bude poZadovat, aj
v8etky ostatné dbverné informacie (definované
nizie).

Pokial sa nedohodne inak, bude za preberanie
faktur pracoviska skUSania a spracovanie platieb
zodpovedat' spolo¢nost DrugDev. V3etky otazky
tykajuce sa faktur pracoviska skigania alebo platieb
sa maji adresovat spoloc¢nosti DrugDev na
kontaktné Udaje uvedené v Prilohe A zmluvy.

Prislusné ¢asti odmien zdravotnickemu zariadeniu a
skugajucemu  budu  zadavatelorn  vyplatené
oddelene na ich oddelené individuélne bankové
Gcty.

Zdravotnicke zariadenie a skU$ajuci nemaju narok
na Ziadnu ind odmenu &i hahradu okrem tych, ktoré
sl uvedené v tejto zmluve alebo v Prilohe A zmiuvy,
ibaZe ich vopred pisomne schvali zadavatel.

3. DOVERNE INFORMACIE

3.1. Definicia
,Déverné informacie” znamenaji dbverné a
vlastnickymi pravami chranené informécie

zadavatela a zahffigju (i) v8etky informécie
odovzdané zadavatelom alebo jeho zéstupcami
zdravotnickemu  zariadeniu,  sku&ajucemu,
personalu sku$ania alebo inému personalu
zdravotnickeho zariadenia, najma produkt
zadavatela, technické informécie tykajuce sa
produktu zadavatela, vetko dovtedy existujlce
dudevné vlastnictvo zadavatela (definované v
¢lanku 4) a protokol, a (i) informéacie o
zaradovani do sku8ania, informacie o stave
ski§ania, komunikaciu s kontrolnymi Gradmi,
Gdaje sku§ania a vynalezy (definované v &lanku
4).

Doverné
ktore:

informacie nezahffiaju informacie,

I ako mozno preukazat
dokumentaciou, sa stali verejne znamymi
pred odovzdanim zadavatelom alebo po
fiom, inak, neZ protipravnym konanim alebo
zanéedbanim pripisatelnym zdravotnickemu
zariadeniu alebo jeho personalu;

Il ako mozZno preukazat
dokumentéaciou, zdravotnicke zariadenie
alebojeho personal mal pred ich

odovzdanim zadavatelom z inych zdrojov,
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other than Sponsor that did not have an
obligation of confidentiality to Sponsor:
iil. can be shown by documentation to
have been independently developed by
Institution or ary of its personnel: or

iv. is permitted {o be disclosed by written
authorization%from Sponsor,

3.2. Obligations !
Site and Site's persohnel, including Study Staff
shall not: ‘

(i) use Confidential Information for any
purpose = other  than the
performance of the Study or

(if) disclose Confidential Information to

any third party, except ag permitted
by this Section 3 or by Section 5
‘Publication Rights”, or as required
by law or by a regulatory authority
or as authorized in writing by the
disclosing party.

To protect Confidential Information, Site agrees
to: i

() limit ©  dissemination of
Confidential Information to only
those Study Staff having a need
to know for purposes of
performing the Study;

(i) advise all Study Staff who
receive Confidential
Information of the confidential
nature}of such information; and

(i) use reasonable measures to
protect Confidential Information
from disclosure,

Nothing herein shall limit the right of Institution
to disclose Study Data'as permitted by Section
5 "Publication Rights”, :

3.3. Compelled Disclosure

In the event that Institution or Investigator
receives notice from & third party seeking to
compel disclosure of any  Confidential
Information, the notice recipient shall provide
Sponsor with prompt notice so that Sponsor
may seek a protective order or other appropriate
remedy. In the event that such protective order
or other remedy is not obtained, the notice
recipient shall furnish only that portion of the
Confidential Information  which is legally
required to be disclosed, and shall request
confidential treatment for the Confidential
Information,

ktoré nemali vodi zadavatelovi povinnost'
zachovania ich utajenia;

. ako mozZno preukazat
dokumentaciou, nezavisle vytvorilo
zdravotnicke zariadenie alebo jeho

personal; alebo
Iv. je povolené odovzdavat na zaklade
pisomného povolenia zadavatela,

3.2. Povinnosti

Pracovisko skugania a jeho persondl, vratane
personalu skigania nesmu:

() pouzivat déverné informacie na iné
Ucely, neZ je vykonanie sksania alebo

() odovzdavat  déverné informacie
akejkolvek tretej strane, okrem
pripadov povolenych v tomto &lanky 3
alebo v ¢&lanku 5 Prava na
publikovanie”, ak je to pcZadované
pravnymi predpismi alebo kontrolnymi
Uradmi alebo na zaklade pisomného
povolenia odovzdavajlicej zmluvnej
strany.

Aby chréanilo déverné informécie, zavazuje sa
pracovisko skt&ania:

() obmedzit Sirenie dovernych
informécii len na ten personal
sKu8aria, ktory ich potrebuje
poznat pre ugely vykonania

skt$ania;
() informovat  vgetok personal
skugania, ktory dostane

ddverné informacie, o ddvernej
povahe tychto informécii a
() pouZit primerané opairenia na
ochranu dévernych informacit
pred odhalenim.
Ni¢ z toho, &o je uvedené v tomto odseku
neobmedzuje pravo zdravotnickeho zariadenia
odovzdavat  (daje  skusania spdsobom,
povolenym podla &lankuy 5 .Prédva na
publikovanie",

3.3. Vynutené odovzdanie

V pripade, Ze zdravotnicke zariadenie alebo
skusajlicl dostane od tretej strany vyrozumenie,
ktorym sa tato bude snait vynatit si odovzdanie
akejkolvek  doverne; informéacie, prijemca
vyrozumenia bude o tom zadavatela okamzite
pisomne informovat, aby mohol zadavatel
poziadat o ochranny sUudny prikaz alebo iny
vhodny ochranny prostriedok. V pripade, 2e sa
takyto ochranny stdny prikaz alebo iny vhodny
ochranny prostriedok ziskat nepodari, musi
prijemeca vyrozumenia poskytndt' len -t Zast
dovernych informacir, ktorej odovzdanie je
poZadované podla pravnych predpisov a musf
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3.4. Return or Destruction

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 Canfidential Information
other than Medical Reqords and Study Data.

!
3.5. Survival !
This Section 3 “Confi‘dentiality” shall survive
termination or explratlon of this Agreement for
ten (10) years. ‘

4. INTELLECTUAL PROPLRTY\

4.1. Pre-existing Intellectual Property
Ownership of inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date and all patents, copyrights,
trade secret rights :and other intellectual
property rights therem (collectively, “Pre-
existing Intellectual Property ), is not affected
by this Agreement, and no Party shall have any
claims to or rights in any Pre-existing Intellectual
Property of another; except as may be
otherwise expressly prowded in any other
written agreement betvyem them.
|

4.2. Inventions 1

For purposes herecof,| the term “Inventions’
means  all inventidns;, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or developed
by a Party or any of slich entity's personnel in
performance of the Study. Sponsor (or any
Sponsor affiliate appointed by Sponsor) shall
own all Inventions that are conceived, first
reduced to practice or: ‘otherwise discovered or
developed by the Instltut\on the Investigator or
any of their personne‘l in performance of the
Study. |

4.3. Assignment of Inventlons

Site shall, and shall cause its personnel to,
disclose all lnventlons promptly and fully to
Sponsor in writing, and Institution, on behalf of
itself and its personhel, hereby assigns to
Sponsor (or a Sponsor affiliate appointed by
Sponsor) all of its rights, title and interest in and
to Inventions, including all patents, copyrights
and other intellectual property rights therein and
all rights of action and claims for damages and
benefits arising due to past and present
infringement of said rlghts Site shall cooperate
and assist Sponsor by executing, and causing
its personnel to execute, all documents
reasonably neces ,sary for Sponsor to secure
and maintain  Sponsor's (or Sponsor's

pozadovat, aby sa s tymito informaciami
zaohchadzalo ako s dévernymi.

3.4. Vratenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skordej
pisomnej poZiadavke zadavatela pracovisko
skusania podla rozhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje vSetky déverné
informacie, okrem zdravotnych zaznamov a
Udajov skusania.

3.5. Prefrvanie

Platnost tohto ¢lanku 3 ,Déverné informacie”
pretrva desat' (10) rokov po vypovedani alebo
vyprian( tejto zmluvy.

4. DUSEVNE VLASTNICTVO

4.1. Existujice dudevne vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel
a dalSieho vyvoja existujuceho k datumu
Uginnosti  zmluvy a  v8etkych  patentov,
autorskych prav, prav na obchodné tajomstva a
dal§ich prav dusevného vlastnictva v nich
obsiahnutych  (spoloéne ako ,existujlice
dusevné vlastnictvo”) nie je ovplyvnené touto
zmluvou a Ziadna zmluvna strana nebude mat'
Ziadny narok ani pravo na existujice dusevné
vlastnictvo inej zmluvnej strany, okrem pripadov
vyslovne uvedenych vinych pisomnych
zmluvach medzi nimi.

4.2. Vynalezy

Pre Ucely tejto zmluvy pojern ,vynalezy”
znamena vSetky vynalezy, objavy avyvoj
sformulované, prvykrat uvedené do praxe alebo
inak objavené alebo vyvinuté zmluvnou stranou
alebo jej personalom pri vykonavani skdsania.
Zadavatel (alebo akékolvek dcérska spolo¢nost’
menovana zadavatelom) je  vlastnikom
v8etkych vynalezov, ktoré sformuluje, prvykrat
uvedie do praxe alebo inak objavi alebo vyvinie
zdravotnicke zariadenie, skusajici alebo niekto
z ich personadlu pri vykonavani skusania.

4.3._Postlpenie vynalezov

Pracovisko sku$ania odovzda a zabezpedi, aby
aj jeho personal odovzdal v3etky vynalezy
zadavatelovi urychlene, vplnej miere a
v plsomnej forme a zdravotnicke zariadenie vo
svojom mene a v mene svojho personalu tymto
postupuje  zadavatelovi (alebo  dcérskej
spolo¢nosti menovanej zadavatelom) vSetky
svoje prava, naroky azaujmy vo vdetkych
vynalezoch, vratane vsetkych patentov,
autorskych prav alebo inych prav dusevného
vlastnictva v nich obsiahnutych a v8etky prava
na sudne stihanie a Zalovanie véetkych 5kéd
a vietkého prospechu, ktory vznikne na zaklade
minulého alebo su€asného porudenia tychto
prav.  Pracovisko  sku8ania bude so
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appointed  affiliate’s) ownership rights in
Inventions. ‘

4.4. Patent Prosecution
Site shall cooperate, at Sponsor's and axpense,
with  Sponsor's  (off  Sponsor's appointed
affiliate's) preparation, filing, prosecution, and
maintenance of all patent applications and
patents for Inventions!

4.5. Survival

This Section 4 “Intn?llectual Property” shall
survive termination ' or expiration of this
Agreement.

5. PUBLICATION RIGHTS

5.1. Publication and Public Disclosure

In accordance with the requirements of this
Section 5 (including but not limited to the time-
restrictions  for “Multi-Center Publications”
(Section 5.2), "Confidentiality of Unpublished
Data" (Section 5.3)), Institution and Investigator
shall have the right to publish or present their
Site Study results following from Site's own
activities conducted urder this Agreement,.
Any proposed publication or presentation of the
Site shall be consistent with scientific standards
by (i) applying the highest industry standards,
including but not limited to the Good Publication
Practice and the Recommendations for
Conduct, Reporting, Editing, and Publication of
Scholarly Work in Medical Journals of the
International Committee of Medical Journal
Editors (ICMJE) in their current version and (i)
publishing Site Study Data first after the primary
saurce publication of the Sponsor is made
public. In addition, Institution and Investigator
agree to submit any proposed publication or
presentation to Spcnsgr's

|
|
email address:
MedicalCommunicati‘on@merckgroup.com

for review at least sixty (60) days prior to
submitting any such proposed publication to a
publisher or proceeding with such proposed
presentation. Within sixty (60) days of its
receipt, Sponsor shall advise Institution and/or
Investigator, as the case may be, in writing of
any information contained therein which is
Confidential Information (other than Stucly
Data) or which may impair the availability of
patent protection for Inventions. Sponsor shall
have the right to require Institution and/or

zadavatelom spolupracovat tym, #e podpise a
zabezpet, aby aj jeho personal podpisal v8etky
dokumenty primerane potrebné pre zadavatela
(alebo  dcérsku  spoloénost  menovanu
zadavatelom) na zabezpe&enie a udrzanie s
vlastnickych prav na vietky vynalezy.

4.4. Pravna ochrana patentov

Pracovisko skU8ania bude so zadavatelom
(alebo dcérskou spoloénostou menovanou
zadavatelom) na jeho néklady spolupracovat'
pri priprave, podavani, sudnom stihani a
udrziavani véetkych Ziadosti o patent a patentov
ha vynalezy.

4.5. Pretrvanie

Platnost' tohto &lanku 4 ,Dugevné vlastnictvo®
pretrvé vypovedanie alebo vypranie tejto
zmluvy.

5. PRAVA NA PUBLIKDVANIE

5.1. Publikovanie a zvereijnenie

V stlade s podmienkami tohto &lanku 5 (najma
casovymi obmecdzeniami uvedenymi
v &lankoch 5.2 Multicentricke publikacie" a 5.3
.Dovernost’ nepublikovanych Udajov') maju
zdravotnicke zariadenie a skisajuci pravo
publikovat a prezentovat vysledky svojho
pracoviska skusania vyplyvajlice z vlastnych
aktivit pracoviska skl&ania vykonavanych
podla tejto  zmluvy. VSetky navrhovang
publikacie alebo prezentacie pracoviska
skl8ania budy v stlade s vedeckymi normami
(i) uplatnenim najvyasich standardov odvetvia,
najma smernic Spravna publikaéna prax a
Odporti¢ania na  realizéciu, vykazovanie,
Upravu a publikovanie vedeckych préc
vlekarskych  casopisoch  Medzindrodného
vyboru vydavatelov lekarskych Sasopisov
(ICMJE) v platnom zneni a (i} prvym
publikovanim Udajov pracoviska skigania a
po zverejneni primarnej zdrojove] publikacie
zadavatela. Okrem toho sa zdravotnicke
zariadenie a skusajlci zavazuj predlozit
akukolvek navrhovant publikdciu  alebo
prezentaciu zadavatelovi na

e-mailovi adresu:
MedicalCommunication @merckgroup.com

na postdenie najmenej 0 (Sest'desiat) dni pred
predloZzenim takejto navrhovanej publikacie
vydavatelovi  alebo  zadiatkomn takejto
navrhovanej prezentacie. Do Sestdesiatich (B0)
dni od ich prevzatia zadavatel pisomne
upovedom! zdravotnicke =zariadenie alebo
skusajluceho  (podfa  okolnostf) 0 vSetkych
informaciach v tychto publikdciach alebo
prezentaciach, ktoré st dévernymi informaciami
(inymi nez Gdaje skidania) alebo ktors mézu
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Investigator, as applicable, to remove
specifically identified! Confidential Information
(other than Study Data) and/or to delay the
proposed publication or presentation for an
additional sixty (60) days to enable Sponsor to
seek patent protection for Inventions.

5.2. Multi-Center Publications

If the Study is a muItj-c:enter study, Institution
and Investigator agree that they shall not,
without the Sponsor's prior written consent,
independently publlsh present or otherwise
disclose any results ofor information pertaining
to Site's own activities conducted under this
Agreement until a multi-center publication is
published. In the| event the Sponsor
coordinates the multi-center publication, the
participation of the Investigator as a named
author shall be determined in accerdance with
Sponsor's  policies, § requirements of the
publisher and generally accepted standards of
authorship. If a multi-center publication is not
published within eighteen (18) months after
completion of the Study and lock of the
database at all research sites or any earlier
termination or abandonment of the Study,
Institution and Investigator shall have the right
to publish and present the Site Study results
following from Site's own activities conducted
under this Agreement, including Study Data,
solely consistent with scientific standards and
the submission requirements as outlined in
Section 5.1 and in accordance with the
provisions of Sectlon 5.3 “Confidentiality of
Unpublished Data" . i

\
|
|
i
|

5.3. Confidentiality of Unpublished Data

Institution and Investlgator acknowledges and
agrees that Study Data that is not published,
presented or othervwse disclosed in
accordance with Section 5.1 or Section 5.2
("Unpublished Data") Ishall be subject to the
provisions  on Confidential Information
according to Section 3 of this Agreement, and
Institution and Invest|ga1or shall not, and shall
require their p@rsomnral not to, disclose
Unpublished Data to any other site participating
in the Study or any third party or disclose any
Study Data to any other site participating in the
Study or any third party in greater detail than
the same may be disclosed in any publications,
presentations or public disclosures made in

accordance with Section 5.1 or Section 5.2.

zniZitt  dostupnost  patentovej  ochrany
vynalezov. Zadévatel méa pravo poZiadat
zdravotnicke zariadenie alebo skU$ajuceho
{(podfa toho, o ktory pripad pojde) o odstranenie
konkrétne zistenych dévernych informacii
(inych nez Udaje sk($ania) alebo odloZenie
navrhovanej publikacie alebo prezentacie o
dalSich Sestdesiat (60) dni, aby mohol
zadavate!' Ziadat o patentovl ochranu
vynalezov.

5.2. Multicentrické publikacie

Ak je 'sku8anie multicentrické, zdravotnicke
zariadenie a skUSajuci sa zavazujl, ze
bez predchadzajuceho pisomného suhlasu
zadavatela nebudd nezavisle publikovat,
prezentovat ani inak odovzdaval' Ziadne
vysledky ani informacie tykajlice sa aktivit
pracoviska skusania vykonavanych podla tejto
zmluvy, kym sa nebude  publikovat
multicentrické  publikacia. Ak  zadavatel
koordinuje multicentrick  publikaciu, podiel
sku$ajuceho ako menovaného autora sa urdf
vsulade s internymi predpismi zadavatela,
poZiadavkami  vydavatela a vieobecne
uznavanymi normami tykajlcimi sa autorstva.
Ak sa multicentrickd publikacia nebude
publikovat do 18 (osemnastich) mesiacov
od dokongenia  ski$ania a  uzamknutia
databazy na vSetkych pracoviskach skusania
alebo akéhokolvek predgasného ukondenia &
zastavenia skUSania, majl  zdravotnicke
zariadenie a skU$ajuci pravo publikovat a
prezentovat vysledky pracoviska skuSania
vyplyvajuce z vlastnych aktivit pracoviska
skusania vykonavanych podla tejto zmluvy
vratane Udajov sk(8ania vyhradne v sulade
s vedeckymi  normami a  poziadavkami
na predkladanie publikacil alebo prezentacii,
ako je uvedené v ¢&lanku 5.1, a ustanoveniami
Clanku 5.3 ,Dévernost  nepublikovanych
udajov”.

5.3. Dévernost nepublikovanych Gdajov

Zdravotnicke zariadenie a ski$ajlici akceptuju a
suhlasia, Zze Udaje skl$ania, ktoré sa nebudd
publikovat’, prezentovat ani inak odovzdavat
vsllade s £&lankom 5.1 alebo 5.2 (dalej
.nepublikované  udaje”), budd  podliehat
ustanoveniam o ddvernych informaciéch podla
¢lanku 3 tejto zmluvy a zdravotnicke zariadenie
a skudajlci nebudl odovzdavat a buduy
d svojho personalu vyZadovat', aby
neodovzdaval nepublikované Udaje Ziadnemu
inému pracovisku skisania zugastriujlicemu sa
askdsani ani  Ziadne] ftretej strane
v podrobnejdej podobe, ako sa tisto informacie
moézu zverejnit v akychkolvek publikaciach,
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5.4. Media Contacts

Institution and Investigator shall not, and shall
ensure that its personnel do not engage in
interviews or other contacts with the media,
including but net limited to newspapers, radio,
television and the Internat, related to the Study,
the Sponsor's product, Inventions, or Study
Data without the prior written consent of
Sponsor. This provision does not prohibit
publication or presentation of Study Data in
accordance with this Section.

5.5. Use of Name, Registry and Reporting

No Party hereto shall use any other Party’s
name, or IQVIA’s name, in connection with any
advertising, publicatipn or promotion without
prior written  permission, except that the
Sponsor may use the Site's name in Study
publications and communications. including
clinical trial websites zind Study newsletters,
Sponsor will register%the Study with a public
clinical trials registry in accordance with
applicable laws and regulations and will report
the results of the Study publicly when and to the
extent required byl applicable laws and
regulations. 1

5.8. Survival

This Section 5 "Public#tion Rights" shall survive
termination or expiratiqn of this Agreement.

6. PERSONAL DATA

6.1. Persopal Data §

Both prior to and during the; course of the Study, the
Investigator and site team: member may be called
upon to provide personal data as defined in

Applicable Data Protection Laws.

This personal data may include names, contact
information, work experience and professional
qualifications, publications, resumes, educational
background and information related to potential Dual
Capacity conflict of interest, and payments rnade to
Payee(s) under this Agreement. Sponsor, its
affiliates or collaboration parties and agents working
with the Sponsor will process such personal data of
the Investigator, the Study Staff or other relevant
Institution personnel ("Personnel") for the following
purpossas:

(i) the conductiof clinical trials;
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prezentaciach alebo inym spdsobom v stlade S
¢ldnkom 5.1 alebo 5.2,

5.4. Kontakt s médiami

Zdravotnicke zariadenie a skdsajuci sa nebudy
zapajat' a zabezpedia, aby sa ani ich personal
nezapajal do rozhovorov alebo inych kontaktoy
s mediami, najma s tladou, rozhlasom,
televiziou alebo internetom, v slvislosti so
ski8anim, produktom zadavatela, vynalezmi
alebo :Gdajmi skusania bez predchadzajuceho
pisomného sUhlasu zadavatela, Toto
ustanovenie nezakazuje publikovanie alebo
prezentovanie lidajov skdsania v stlade s tymto
¢lankom.

5.5, PouZitie _mien a nézvov. reqistracia
aspravy zo skiiania

Ziadna zo Zmluvnych stran nepoutije nazov
druhej zmluvnej strany ani nazov |IQVIA
v stvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajuceho pisomného
povolenia; zadavatel vsak moze pouzivat'
nazov pracoviska sk(gania v publikaciach zo
skisania av medidlnej komunikacii, vratane
webovych  stranok venovanych  klinickym
skuganiam atlaCovych ozndmen! o skisani

Zadavatel zaregistruje skianie vo vergjnom

registri klinickych skugani v stlade s platnymi
pravnymi  predpismi @ a zverginl  spravu
zvysledkov  sktSania v takom termine

arozsahu, v akom to pozaduj( platné pravne
predpisy,

5.6. Pretrvanie

Platnost tohto &lanku & , Prava na publikovanie”
pretrva  vypovedanie alebo vypréanie tejto
zmluvy.

6. OSOBNE UDAJE

6.1. Osobné udaje

Pred zahajenim skugania a v jeho priebehu
méZu byt skisajuci a personal skusania
vyzvani, aby poskytli SVOje  0s0bné Udaje,
definované v platnych pravnych predpisoch o
ochrane ldajov.

Medzi takéto osobné Udaje méZu patrit' mend a

priezviska, Kkontaking informacie, pracovné
sklsenosti a odborna kvalifikacia, publikacie,
Zivotopisy, Udaje o vzdelani, informacie

o0 moznom  Kkoriflikte zaujmov  spdsobenom
zdvojenou funkciou a o platbach
poukazovanych prijemcovi platieh podia tejto
zmluvy. Zadavatel, jeho dcérske spaolognosti
alebo  spolupracuijtice strany a zastupcovia
pracujlci: so zadavatelom budy takéto 0sobné
Udaje skusajuceho, personaly skiiSania alebo
iného  prislusného personalu zdravotnickeho
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(i) verification by governmental or
regulatory'iagencies, the Sponsor,
and its agents and affiliates;

(iii) compllance with  legal and
regulatory requwements

(iv) publlcatlon on
www.clinicaltrials.gov , other public
websites jand public portals for
clinical documents of European
Medlcmes‘Agency (EMA) and other
relevant agencies that inform about
clinical tﬁials and participating
investigators and corresponding
study results;

|

(v) storagein ]databases to facilitate the
selection of investigators for future
clinical trials:

(vi) sharing of Study reports
and other $tudy documents with
third parties for research purposes
in accordance with responsible data

sharing 1 and transparency

obligations; and
(vii) anti-corruption compliance.

\
investigator and Study Staff may use their rights
under local data prOtect|on law to withdraw
personal data, however in that case will not be
able to conduct the study

|
Before providing per$or1al data from Personnel
to Sponsor, Instltut|on shall provide its
Personnel with the |nf0rmat|on required about
processing by Sponsor so that Sponsor
complies with its information requirements
under Applicable Date Protection Laws towards
Personnel. To this end, Institution can use the
template attached as Attachment B.

|
For purposes of Section 6.1(iv), Institution shall
use reasonable efforts to obtain consent from
Personnel that is eligible to be published if
consent is legally required by Applicable Data
Protection Laws. Personnel can provide their
consent by signing \A1tachment C. Institution
shall inform Sponsor which eligible Personnel
did not provide its consent and shall provide a
copy of obtained consents Institution shall

MerckAlliance_Slovakia_CTA_ 1‘6March2020
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zariadenia spracUvat (dalej ,personal’) na
nasledujice ucely:

(i) vedenie Kklinickych skasant,

(i) preverovanie Statnymi alebo
kontrolnymi Uradmi, zadavatelom,
ajeho zastupcami a dcérskymi
spolo¢nostami,

(i) plnenie pravnych predpisov a
poziadaviek kontrolnych Gradov,

(iv) publikovanie na internetovej
stranke www.clinicaltrials.gov, na
dalsich verejnych internetovych
strankach a verejnych portaloch pre
Klinické  dokumenty  Eurépskej
liekovej agentury (EMA) a inych
prisiusnych aradov, ktoré poskytujd
informacie o klinickych skadaniach
a zUCastnenych skuSajucich a
zodpovedajucich vysledkoch
skusania,

(v) ulozenie v  databazach pre
ulah&enie vyberu skudajucich do
buducich skasani,

(vi) odovzdavanie sprav zo skuSania a
inych dokumentov skli8ania tretim
stranam na vyskumné UGcely v
stlade s povinnostami tykajucimi sa

zodpovedného odovzdavania
Udajov a transparentriosti,
(vii) dodrziavanie protikorup&nych

pravnych predpisov.

Skasajuci a personal skGgania mézu vyuZit
svoje pravo, ktoré im poskytuju miestne pravne
predpisy na ochranu osobnych tdajov a suhlas
s pouzitim svojich osobnych Gdajov odmietnut,
v takom pripade v8ak nebudu moct vykonavat
skusanie.

Skor nez sa osobné Udaje personalu poskytnu
zadavatelovi, zdravotnicke zariadenie poskytne
personalu potrebné informacie o spracuvani
osobnych (dajov zadavatelom, aby zadavatel
dodrzal voti persondlu poZiadavky tykajlce sa
informovania  podfa  platnych  pravnych
predpisov o ochrane osobnych ldajov. Na tento
Gel zdravotnicke zariadenie pouZije vzor
pripojeny ako Priloha B zmluvy.

Na Glely uvedené v Gasti 8.1 (iv), (v) a (vi)
zdravotnicke zariadenie vynaloZ{ primerané
Usilie na ziskanie suhlasu  personalu
spifiajiiceho podmienky na zverejnenie, ak
sthlas' zakonne pozaduju platné pravne
predpisy. Personal poskytne svoj suhlas
podpisanim Prilohy C.
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provide a copy of pr-}ovidezd consents to Sponsor
upon request of Sponsor,
|

$.2. Compliance with Data Protection Laws
Contracting parties shall at all imes comply with
Applicable Data  Protection Laws when
processing personal data in connection with this
Agreement,

6.3. Data Controller of Study Team Member
Personal Data '1

The Sponsor shall be the data controller for
Personnel perscnal qata.

6.4. Survival 1
This Section 6 “Pefsonal Datg” shall survive

termination or e:xpira;tion of this Agreement,

7. INDEMNIFICATION

The Site shali promptly notify Sponsor in writing of
any claim of illness or injufy actually or allegedly due
to treatment in the Study and cooperate  with
Sponsor in the handling of the adverse event,

Sponsor shall reimburse ins;titution for the costs of
the immediate medical treatment of a Study Subject
who sustains physical illnjess or injury as a direct
result of the treatment of such Subject in accordance
with the terms of the Protoicol and this Agreement,

Sponsor shall indemnify Institution for and against
any liability or loss resultjng from judgements or
claims against them arising out of the physical
iliness, injury or death of a }Study Subject as a direct
result of treatment of such subject in accordance
with the terms of the Protocol and this Agreement or
breaches of personal datia protection obligations
under this Agreement E6Xcept to the extent that such
adverse event, illness or personal injury is caused
by: ;

a)  willful misconduct df the Institution, Site,
Investigator or any pf study team

|
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Zdravotnicke zariadenie bude informovat'
zadavatela a o tom, ktory personal splhajuci
podmienky neposkytol svoj suhlas a na
poZiadanie zadavatela poskytne zadavatelovi
képiu poskythutych sihlasoy.

6.2. _Dodriavanie
ochrane udajoy
Zmluvné strany musia pri spractvan osobnych
tdajov v stivislosti s touto zmluvou za kazdych
okolnosti dodrziavat platné pravne predpisy o
ochrane osobnych tdajov.

pravnych predpisov o

6.3. Prevadzkovatel osobnych tdaioy clena
timu skugania

Prevadzkovatelom osobnych Udajov personaly
je zadavatel,

8.4. Pretrvanie
Platnhost' tohto &lanku 6 ,Osobné daje” pretrva
vypovedanie alebo vyprianie tejto zmiuvy.

7. NAHRADA $KODY

Pracovisko sklgania bude zadavatela urychlene
pisomne informovat' o kaZdom vznesenom naroku
na od$kodnenie choroby alebo uimy na zdravi
skutogne alebo Udajne spbésobenej liechou v
skusani a spolupracovat so zadavatelfom pri riegeni
tejto neZiaducej udalosti.

Zadavatel'  uhradi zdravotnickemu  zariadeniy
neodkladny medicinsku lie&by subjektu skusania,
ktory utrpel chorobu alebo umu na zdravi ako
priamy désledok liecby v stlade s ustanoveniami
protokolu a tejto zmluvy.

Zadavatel odskodni zdravotnicke zariadenie za
akukolvek zodpovednost' alebo stratu vyplyvajicu
z rozhodnutia, alebo naroky proti nemu, ktora
vznikne na zaklade choroby, uimy na zdravi alebo
smrti subjektu skisania ako priamy désledok liecby
subjekiu skdsania v sllade s podmienkami
stanovenymi v protokole a tejto zmluve, alebo
porudenia  povinnosti tykajlucich sa ochrany
osobnych Udajov podla tejto zmiuvy, s vynimkou
pripadov, kedy takito nesiaducy udalost, chorobu
alebo ujmu na zdravi sposobf:

a)  Umyselné pochybenie  zdravotnickeho
zariadenia, pracoviska skusania, skugajiceho
alebo kohokolvek zo studijného timu
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b) failure of the Study Subject to follow the
reasonable mstructlons, of the Investigator
relating to the requwements of the Study.

Institution agrees to |ndemn|fy and hold harmless
the Sponsor from and agalnst any liability or loss
resulting from judgments lor claims against them
arising out of a breach of ipersonal data protection
obligations under this Agrgement and the physical
iliness, injury or death of a Study Subject due to (i)
the failure of Institution, J‘provided however, that
Institution shall have no obligation to indemnify and
hold harmless with respect to judgments and claims
arising out of the negligenbe and willful misconduct
of Sponsor, its officers, agents or employees.

The Sponsor declares 'the conclusion of an
insurance contract aqalnst liability of the Institution
for damage that may be caused to the Study
Subject.

7.1 SURVIVAL

This Section 7 "Indemnification” shall
termination or expiration of this Agreement.

survive

8. CONSEQUENTIAL DAMAGES
I

Sponsor shall not be respbnsible to the Site for any
lost profits, lost opportunitiFs, or other consequential
damages, nor shall Site be responsible to Sponsor
for any lost profits, lost opportunities, or other

consequential damages. |

8.1 SURVIVAL

This Section 8 "Consequential Damages” shall
survive termination or expiration of this Agreement.

9. DEBARMENT |

I

The Site represents add warrants that neither
Institution nor Investigator, nor any of Institution’s or
Investigator's employees, agents or other persons
performing the Study qt Institution, have been
debarred, disqualified or;banned from conducting
clinical trials or are under investigation by any
regulatory authority for debarment or any similar
regulatory action in any country, and the Site shall
notify Sponsor immediately if any such investigation,
disqualification, debarment, or ban occurs.

MerckAlliance_Slovakia_CTA_16March2020
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b) nedodrzanie primeranych pokynov
skus$ajuceho, tykajucich sa
poziadaviek skuSania, zo strany
subjektu skdsania.

Zdravotnicke zariadenie sa zavazuje odSkodnit
zadavatela voci akejkolvek zodpovednosti alebo
strate, vyplyvajlce] z rozhodnuti alebo narokov voci
nemu, ktoré vzniknd na zaklade porusenia
povinnosti tykajucich sa ochrany osobnych tdajov
podla tejto zmluvy a choroby, ujmy na zdravi alebo
smrti subjektu skiania z dévodov (i) nedodrzania
podmienok protokolu a tejto zmluvy zo strany
zdravotnickeho zariadenia, zdravotnicke
zariadenie véak nema povinnost odskodnit naroky
z rozhodnuti a naroky vyplyvajuce z nedbanlivosti a
Umyselného  pochybenia  zadavatela,  jeho
predstavitefov, zastupcov alebo zamestnancov
a narokov krytych poistenim.

Zadavatel ma uzatvorenl zmiuvu o poisteni
zodpovednosti zdravotnickeho zariadenia za $kodu,
ktora moze byt spdsobena subjektu skdsania.

7.1 PRETRVANIE

Platnost' tohto ¢lanku 7 ,Nahrada &kody” pretrva
vypovedanie alebo vypr8anie tejto zmluvy.

8. NASLEDNE SKODY

Zadavatel neru¢i pracovisku skuania za Ziadny
usly zisk, stratu prilezitosti ani iné nasledné skody,
ani pracovisko sku$ania neruci zadavatefovi za
Ziadny usly zisk, stratu prileZitosti ani iné nasledne
Skody.

8.1 PRETRVANIE
Platnost tohto &lanku 8 ,Nasledné &kocly” pretrva
vypovedanie alebo vypréanie tejto zmluvy.

9. VYLUCENIE

Pracovisko sku$ania vyhlasuje azaruCuje, ze
zdravotnicke zariadenie, skusajlci, ani Ziadni ich
zamestnanci, zastupcovia alebo iné osoby
vykonavajlce skusanie v zdravotnickom zariadent,
neboli vyluc¢ené, diskvalifikované a nebol im udeleny
zakaz ¢innosti pri vykonavani klinickych skugani, ani
nie st predmetom vy$etrovania akéhokolvek
§tatneho alebo kontrolného Uradu vo veci vylicenia
alebo podobného Uradného postihu v akejkolvek
krajine a pracovisko skU$ania bude zadavatela
okamZite informovat, ak sa takéto vySetrovanie,
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8.1 SURVIVAL

|
This Section 9 ‘Debarment” shall survive termination
or expiration of thig Agreement.

10. _FINANCIAL DISCLOSYRE AND _CONFLICT OF

diskvalifikacia, vyludenie alebo zékaz ¢innosti
vyskytne.

9.1 PRETRVANIE

Platnost tohto &lanku 9 Myliéenie”
vypovedanie alebo vyprianie tejto zmluvy.

pretrva

10. FINANGNE PRIZNANIA A KONFLIKT ZAUJMOV

INTEREST |

Site acknowledges and ‘agrees that Sponsor may
publicly disclose payments and transfers of value to
Site if required by Applicable Laws and Regulations.
Site agrees to the public disclosure by Sponsor of
information concerning any payments or transfers of
value made, directly or indirectly, to Site under this
Agreement. Disclosure mey consist of aggregate
payments, dates, and purposes (without disclosing
names of individuals) or\speoiﬁc payments, dates,
purposes, and names of individuals.

Upon Sponsor’s re

quest, iSite agrees that, for each
listed or identifie

d investigator or site member who
is directly involved in the treatment or evaluation of
Study Subjects, it shall promptly return to Sponsor a
financial and conflict of interest disclosure form that
has been completed and signed by such investigator
or site member, which shall disclose any applicable
interests held by those investigators or site member
or their spouses or dependent children,

J

Sponsor may withhold dayments if it does not
receive a completed form from each such
investigator and site member.

Site shall ensure that all $uch
updated as needed to
completeness durin
after Study complet

forms are promptly
maintain their accuracy and
g the Study and for one (1) year
ion. |

Site agrees that the comple{
to review by governmental
Sponsor and its agent
such review.,

ed forms may be subject
or regulatory agencies,
s, a‘Pd the Site consents to

The Site further cons;entssi to the transfer of its
financial disclosure data to the Sponsor's country of
origin and to the U.S.. i

10.1 SURVIVAL

I Disclosure and Conflict of
rmination or expiration of
|

This Section 10 “Financia
Interest” shall survive te
this Agreement.
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Pracovisko skiigania potvrdzuje a akceptuje, ze
zadavatel moze zverejnit' platby a prevody aktiv
uréené pre pracovisko skugania, ak to pozadujl
platné pravne predpisy a nariadenia, Pracovisko
sktSania akeceptuje, ze zadavatel moze zveregjnit
infermacie tykajlce sa vietkych platieb alebo
prevodov  aktiv, priamo alebo nepriamo
poukézanych pracovisku skiania podla tejto
Zmluvy. Zverejnenie méze obsahovat' (hrnné
platby, datumy a platobneé UCely (bez zverejnenia
mien oséb) alebo Konkrétne platby, datumy,
platobné udely a mena osab,

Na poZiadanie zadavatela sa pracovisko skugania
zavdzuje urychlene odovzdat' zadavatelovi finanéné
priznanie a prehlasenie o konflikte z&ujmov za
kaZdeho uvedensho aleho identifikovaného
skisajiceho alebo personal skidania, priamo
zapojeneho do liedby alebo vyhodnocovania
subjektov skugania, vyplnené a podplsané tymito
skusajucimi alebo personal sku$ania, kde budy
uvedené vsetky relevantné finanéne zaujmy tychto
skuSajucich alebo personal skl8ania ako aj ich
manzelskych partnerov a vyZivavanych deti,

Ak zadavatel nedostane
priznania za kazdého sk
skUania, méze odmietnu
skiiSanie.

wplnené  finanéné
Usajlceho a personal
t poukédzat platby za

Pracovisko skugania zabezpedi, aby boli takéto

finantné  priznania podla  potreby  vias
aktualizované tak aby bola zachovand ich
spravnost' a Uplnost pocas celého skusania a jeden

(1) rok pe jeho dokon&en.

Pracovisko skisania berie n
finanéné priznania m
strany &tatnych a kont
jeho zdstupcov a s tak

a vedomie, Ze vyplnené
6Zu podliehat’ kontrolam zo
rolnych Uradov, zadavatela a
outo kontrolou sGhlasi.

Pracovisko sktgania dalej sthlasi s
udajov finanénych priznani do kraj
zadavatela a.do Spojenych &tatov ame

prenosom
iny pévodu
rickych.

10.1 PRETRVANIE

Platnost' tohto &lanku 10
a konflikt  zaujmov”
vypréanie tejto zmluvy

Finanéné priznania
pretrvéd  vypovedanie alebo
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11. ANTI-KICKBACK AND ANTI-FRAUD

1
|
I

Site and site member agree} that their judgment with
respect to the advice and care of each Study Subject
will not be affected by the compensation they
receive from this Agreement that such
compensation does not exceed the fair market value
of the services they are jproviding, and that no
payments are being provided to them for the
purpose of inducing them to purchase or prescribe
any drugs, devices or proncts.

If the Sponsor provides an‘y free products or items
for use in the Study, Instltut|0n and lnvestigator
agree that they will not bill any Study Subject, insurer
or governmental agency; or. any other third party, for
such free products or i ems,

Institution and Investlc;ator‘ agree that they will not
bill any Study Subject, |nsurer or governmental
agency for any visits, services or expenses incurred
during the Study for WhICh they have received
compensation from [QVIA on behalf of the Sponsor,
or which are not part ofthe‘ordlnary care they would
normally provide for the Study Subject, and that
neither Institution nor lnve{stigator will pay another
physician to refer subjects to the Study.

12. COMPLIANCE OBLIGATIONS

|
Sponsor intends  to conduct its business in
accordance with enwronmental labor and social
standards and to abide by the standards set forth in
the Merck Code of Conduct and the Merck Human
Rights Charter (available at
http://www.merckgroup.com). Site shall comply, and
shall ensure that its subcontractors comply, with
reasonably comparable environmental, labor and
social standards. Site further acknowledges and
ensures that Site and its subcontractors are familiar
with the provisions of the applicable local bribery and
corruption laws, and shall not take or permit any
action that will either constitute a violation under, or
cause Sponsor to be in violation of any Applicable
Laws and Regulations, or the Sponsor's Code of
Conduct or the Sponsor's Human Rights Charter
(collectively, “Improper Conduct’). If Institution or
Investigator  discovers, | after a reasonable
opportunity to conduct an appropriate review or
investigation, the occurrence or nen-occurrence of
any event that a reasonable person would consider
a probable material breach of any of Institution and
Investigator's obligations under this Section 12
“Compliance Obligations’| (a “Compliance Event'),
Institution or Investigator shall promptly notify
Sponsor in writing of suc“h Compliance Event and

|
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11. USTANOVENIA NAMIERENE PROTI PROVIZIAM A
PODVODOM

Pracovisko  skuSania  apersondl  skiSania
potvrdzujl, Ze odmena, ktort dostanu podia tejto
zmluvy, neovplyvni ich Usudok v suvislosti s
poradenstvoin a starostlivostou  poskytovanou
kazdému subjektu skuSania, Ze tato odmena
nepresahuje spravodlivi trhovi hodnotu sluzieb,
itoré poskytuju a Ze Ziadne platby sa im neposkytuju
za U¢elom nabadania na nakup alebo predpisovanie
akychkolvek liekov, pomocok alebo produktov.

Ak zadavate! bezplatne poskytne akykolvek produkt
alebo poloZku na pouzitie v skusani, zdravotnicke
zariadenie a skusajuci sa zavazuju neldtovat' tieto
bezplatné produkty alebo polozky ziadnemu
subjektu skUsania, poistovni, Statnemu Uradu ani
akejkolvek iqej tretej strane.

Zdravotnicke zariadenie a skU$ajuci sa zavazuju
neuctovat Ziadnemu subjektu skigania, poistovni,
gtatnemu Gradu ani akejkolvek inej tretej strane
siadne navstevy, sluzby alebo vydavky, ktoré im
vznikn( poéas sku$ania a za ktoré dostali tihradu od
IQVIA v mene zadavatela, alebo ktoré nie su
sudastou beZnej starostlivosti, kiori by subjektu
skugania za: hormalnych okolnosti poskytli a Ze ani
zdravotnicke zariadenie ani ski$ajuci nebudd platit
ziadnemu inému lekarovi za poukazovanie
subjektov do skusania.

12. POVINNOSTI _TYKAJUCE _ SA DODRZIAVANIA

PREDPISOV

Zadavatel ma v umysle vykonavat' svoju obchodnu
ginnost' v sUlade s environmentalnymi, pracovnymi
a socidlnymi normami a dodrZiavat normy uvedené
v Kodexe spravania spolo¢nosti Merck a Charte
fudskych prav spolognosti Merck (k dispozicii na
adrese http://iwww.merckgroup.com). Pracovisko
skusania bude dodrziavat primerane porovnate/né
environmentéine, pracovné a socidlne normy.
Pracovisko skusania dale] potvrdzuje a zaruCuje, ze
ono samo a jeho subdodavatelia sa oboznamilo s
ustanoveniami  platnych  miestnych  pravnych
predpisov namierenych proti Uplatkarstvu a korupcii,
a Ze nepodniknd ani nepovolia Ziadne kroky, ktoré
bud budtl predstavovat porusenie, alebo spbsobia,
se zadavatel porusi ustanovenia akychkolvek
platnych pravnych predpisov a nariadeni, Koédex
spravania zadavatela alebo Chartu ludskych prav
zadavatela (dalej spoloéne ,nezakonné konanie®).
Ak zdravotnicke zariadenie alebo sku8ajuici potom,
ako mali moznost zalezitost' primerane preskimat
alebo vysetrit, zistia, Ze doSlo alebo nedoslo k
nejakej udalosti, ktorli mozno opravnene povazovat
za pravdepodobné zavazné porusenie niektorej z
povinnosti zdravotnickeho zariadenia a
skusajuceho podla tejto Casti 12, ,Povinnosti
tykajlice sa dodrziavania predpisov" (dalej udalost
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the measures Institution and Investigator have and
intend to take to remedy] such Compliance Event
and to prevent its recurrence.

\

|
In addition to any other rights Sponsor may have
under this Agreement, if Site notifies Sponsor of, or
Sponsor otherwise has a reasonable suspicion of,
the occurrence of Improper Conduct, Sponsor may
inspect or have inspected by an independent auditor
the premises, books and records of Site relevant to
Improper Conduct for the purpose of ensuring
compliance by Site of ité obligations under this
Section 12 "Compliance Obligations.”

Should Sponsor gain sufficient evidence that
Investigator or his/her subcontractors are in breach
of the foregoing, Sponsor, in addition to any other
rights Sponsor may have under this Agreement, at
law, or in equity, may terminate this Agreement
immediately by written notice to Institution and
Investigator

13. INDEPENDENT CONTRACTORS

|
The Investigator and Instityition and Study Staff are
acting as independent corjwtrzactors of Sponsor and
shall not be considered the employees or agents of
Sponsor, |

Sponsor shall not be respansible for any employee
benefits,  pensions, Wbrkers' compensation,
withholding, or employmenit-related taxes as to the
Investigator or Institution orvi their staff.

14. TERM & TERMINATION

141 Term

This Agreement shall jenter into force on the
date on which it is last sjigned by the parties (the
“Validity Date") and become effective on the
day following the day of its publication in the
Central Register of Contracts of the Office of the
Gevernment of the Slovak Republic. The
Agreerment shall be published by Institution (the
“Effective Date") and shall remain valid and
effective until completion or until terminated in
accordance with this| Section 14 “Term &
Termination”.

14.2. Termination

Sponsor may terminate this Agreement for any
reason effective imr'q‘ediately upon written
notice. ;

|
Upon receipt of notice iof termination, the Site
shall  immediately cease any  subject

recruitment, follow thé specified termination

i

|
MerckAIIi-ance__SIovakia_CTA_1GMar(JhZOZO
CONFIDENTIAL ‘ Page 22 of 39

\

|

|

|
SZA64581_SVK_sk_Merck He}althcare KgaA_MUDr. Krastev_
|

nededrZzania __ pregpisov'), bude  zdravotnicke
zariadenie alebo ski8ajuci bezodkladne pisomne
informovat  zadavatela o takejto udalosti a
Opatreniach, ktoré majti v Umysle prijat na jej
napravu a zabranenie jej opakovaniu.

Okrem inych prav, ktoré méze zadavate! podla tejto
zmluvy, ak bude pracovisko skiania informovat
zadavatela, ?e dodlo k nejakému nezakonnému
konaniu, alebo ak na to bude mat zadavatel inak
oddvodnené podozrenie, zadavatel mozZe
skontrolovat' alebo nechat nezavislého auditora
skontrolovat' priestory, U&tovné knihy a zéznamy
pracoviska skuSania, sUvisiace s nezakonnym
konanim, s cielom zabezpeCil, aby pracovisko
skisania dodrziavalo svoje povinnosti podla tejto
gasti 12, ,Povinnosti tykajlice sa dodrziavania
predpisov".

Ak zadavatel ziska dostatoéné dbkazy o tom, Ze
skusajuci alebo jeho subdodavatelia porusili vyssie
uvedene, zadavatel moze okrem akychkolvek inych
prav, ktoré moze mat' podia tejto zmluvy, prava
alebo spravodlivosti, okamZite vypovedat' tuto
zmluvu - pisomnou  vypovedou zdravetnickemu
zariadeniu a skugajlicemu.

13, NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke zariadenie, sku$ajuci a personal
skusania konaju ako nezavisli zmluvni dodavatelia

zadavatela  anemajl sa povazovat za
zamestnancov alebo zastupcov zadavatela.
Zadavatel zdravotnickemu Zariadeniu,

skddajucemu a personalu skligania nezodpoveda za
Ziadne zamestnanecké vyhody, déchodky, Urazove
poistenie, dafi zprijmu ani za Ziadne iné
zamestrnanecké dane a odvody.

14. DOBA PLATNOSTI A VYPCVEDANIE

14.1. Doba platnosti

Tato zmluva nadoblda platnost od datumu
posledného padpisu zmluvnych strén (,datum
platnosti’) a Uginnost' diom nasledujlicim po
dni jej zverejnenia v Centralnom registri zmlay
Uradu viady Slevenskej republiky. Zverejnenie
zmluvy  zabezpedi zdravotnicke zariadenie
(.,datum Géinnosti') a zostava platna a Géinna
aZ do splnenia alebo vypovedania podla tohto
clanku 14 ,Doba platnosti a vypovedanie”,

14.2. Vlypovedanie

Zmluvné strany mézu tuto zmluvu vypovedat
z akehokolvek dovodu s okamzZitou U&innostou
pisomnou vypovedou.

Po prevzati pisomnej vypovede pracovisko
skusania.  okamZite zastavi zaradovanie
subjektov  do  sklSania, dodrzi postupy
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15. NOTICE

procedures, ensure that any required subject
follow-up procedures ére completed, and make
all reasonable efforts to minimize further costs,
and IQVIA on behalf of the Sponsor shall make
a final payment for vis"its or milestones properly
performed pursuant to this Agreement in the
amounts specified in Attachment A. If a material
breach of this Agreement appears to have
occurred and terminatior may be required, then,
except to the extent that Study Subject safety
may be jeopardized, Sponsor may suspend
performance of all or part of this Agreement,
including, but not limited to, subject enroliment.
|
Site may terminate thifs Agreement for material
breach if it provides Sponsor written notice of
the breach and the breach is not cured within

thirty (30) days of Spon‘]sor’ receipt of the notice.

|

|

Any notices required or“ permitted to be given

hereunder shall be given| in writing and shall be

delivered |

a) inperson,

b) by c“ertified mail, postage
prepaid, return receipt
requested,

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

d) by ai commercial overnight
couriet that guarantees next
day delivery and provides a
receipt,

and such notices shall be addressed as follows:

definované pre vypovedanie zmluvy,
zabezpeCi, aby boli dokon&ené vsetky
poZadované kontrolné vysetrenia subjektov
a vynalozi primerané Usilie na minimalizovanie
dalSich nakladov. IQVIA v mene zadavatela
poukaZe poslednu platbu za navstevy alebo
vykony riadne vykonané v silade s touto
zmluvou vo vyske stanovenej v Prilohe A.
V pripade podozrenia ha podstatné porusenie
tejto  zmluvy, ktoré by vyZadovalo je
vypovedanie, mdZe zadavatel Siastodne alebo
Uplne pozastavit' pinenie tejto zmluvy, vratane
zaradovania subjektov skii$ania do skusania, s
vynimkou rozsahu, v ktorom by bola ohrozena
bezped&nost subjektov.

Pracovisko méze vypovedat' tato zmluvu
z dbvodu zavazného porudenia, ak poskytne
pisomné oznamenie Zadavatelovi c poruseni
a toto poru8enie nebude odstranené do 30 dni
od prijatia oznamenia Zadavatelom.

15. OZNAMENIA

Vsetky oznamenia pozadované alebo povolené
podfa tejto zmiuvy budl vyhotovené pisomne
a dorucené
a) osobne;
b) doporu€enou postou s uhradenym
postovnym a dorucenkou;
¢) e-mailom ako .pdf subor alebo
skenovany dokument, alebo v inom

needitovatelnom forméate S
pozadovanym potvrdenim
doruéenia;

D) komergnou kuriérskou sluzbou,
ktord zaruduje doruéenie na
nasledujici deft a poskytuje
potvrdenie doruCenia, a takéto
oznamenia  budl  adresované
nasledovne:

To Sponsor;
Pre za?évatel’a:

Name/Nazov: Merck Healthcare KgaA
Address/Adresa:  Frankfurter Strasse 250,
Darmstadt, Germany / Frankfurter Strasse 250,
Darmstadt, Nemecko

Tel: [Tel:

To Institution;
Pre zdravotnicke zariadenie:

Name/Nazov: Fakultna nemocnica Trnava
Neurologické oddelenie

Address/Adresa: A. Zarnova 11, 917 08
Trnava, Slovenska republika

Tel: [Tel:

To Investigator
Pre skuszjliceho

Name/Meno: MUDT. Georai Krastev, PhD,
Address/Adresa
Slovenska republika

Tel: /Tel:

MerckAIIiance_SIovakia_CTA__16March2020
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16. FORCE MAJEURE

The performance by any Party of any obligation on
its part to be performed hereunder shall be excused
by floods, fires or any other Act of God, accidents,
wars, riots, embargoes, delay of carriers, inability to
obtain materials, failure of power or natural sources
of supply, acts, injunctions, or restraints of
government or other force majeure preventing such
performance, whether similar or dissimilar to the
foregoing, beyond the reasonable control of the
Party bound by such obligation, provided, however,
that the Party affected shall exert its reasonable
efforts to eliminate or cure ¢r overcome any of such
causes and to resume performance of its obligations
with all possible speed,

17. MISCELLANEOUS

17.1. Entire Agreement

This Agreement, including its attachment(s),
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agresments relating to the
Study.

17.2. No Waiver/Enforceability

Failure to enforce any term of this Agreement
shall not constitute a waiver of such term. If any
part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect,

17.3. Assignment of the Agreement
This Agreement shall be binding upon the
Parties and their successors and assigns.

The Site shall not assigrm or transfer any rights
or obligations under this Agreement without the
written consent of Sponsor,

Sponsor shall be free to assign this Agreement
to any of its affiliates or to a third party
designated by Sponsor, and Sponsor shall not
he responsible for any cbligations or liabilities
under this Agreement that arise after the date of
the assignment, and the Site hereby consents
to such an assignment, Site will be given prompt
notice of such assignment by the assignee.

The Parties agree not to assign their mutual
claims to (or trade them in any way with) a third
party without the prior written consent of the
other Party. The written consent of Trnava
University Hospital is subject to the prior
consent of the Ministry of Health of the Slovak

MerckAlIiance__SIovakiaﬂCTAJ6March2020
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16. VyS$$ia moc

Zmluvné strany s0 ospravedinené od plnenia
povinnostl, ktoré si majt pinit podla tejto zmluvy,
v pripade povodne, poZiaru alebo inegj Zivelng;
pohromy, havarie, vojny, vzbury,  vytrznosti,
embarga, medkania prepravcov, nemoznost] Ziskat'
materialy, vypadku elektriny alebo prirodnych
zdrojov dodavok, Statneho (konu, vynosu alebo
obmedzenla alebo ingj vy88ej moci, ktora zabrarfiuje
takémuto plneniu, &i uz je podobného, alebo iného
charakteru, ako wvys$ie uvedené a je mimo
primeranej, kontroly zmluvnej strany viazanej touto
povinnostou, postihnutda  zmluvna strana  véak
vynaloZi primerané Usilie na to, aby odstranila,
napravila alebo prekonala takéto okolnosti a ¢o
najrychlejSie si znovu zagala pinit svoje povinnosti.

17. OSTATNE DOJEDNANIA

17.1. Uplnost zmluvy

Tato zmluva vratane priloh predstavuje jeding
a uplné ujednanie medzi zmluvnymi stranami
v tejto veci a nahradza v8etky dalsie pisomné
alebo Ustne dohiody o tomto skigani,

17.2. Nezrieknutie sa/\ymozitelnost
Nevymahanie akejkolvek podmienky tejto
zmluvy nemé byt interpretované ako zrieknutie
sa tejtopodmienky. Ak sa ktorakolvek ast tejto
zmluvy ukaze ako nevymahatelna, zostava
zvysok tejto zmluvy platny a aginny.

17.3. Posttpeniz zmluyy
Tato zmluva je zavézna pre zmluvné strany a
ich naslednikov a nastupcov.

Pracovisko skugania nesmie postupit’  ani
presuntt’ Ziadne zo svojich prév a povinnosti
podia tejto zmluvy bez predchadzajluceho
pisomného sthlasu zadavatela.

Zadavatel méZe slobodne postlpit’ tito zmiuvu
ktorejkolvek zo svojich dcérskych spolodnosti
alebo trete] strane uréenej zadavatelom a
zadavatel nebude zodpovedat za Ziadne
povinnosti alebo zavazky podla tejto zmiuvy,
ktoré vzniknt po datume takéhoto postUpenia
a pracovisko ski$ania s takymto postupenim
suhlasi. Nastupca bude pracovisko skugania o
takomto postupeni urychlene informovat.

Zmluvné strany sa dohodli, 3e svoje vzajomné
pohladavky z tejto Zmluvy nepostipia (ani s nimi
nebudu nijako obchodovat) tretej strane bez
predchadzajuceho pisomného suhlasy druhe;
zmluvne; strany. Pisomny suhlas
Zdravotnickeho  zariadenia je podmieneny
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Republic, otherwise thi]ls consent is invalid. To
avoid any doubt: the lassignment of a claim
without the written consent of the other Party

invalidates such an act.‘
|
|

17.4. Governing Law

This Agreement shall be interpreted under the

laws of the state or province and country in
which Site conducts thé Study.

The Parties further agree that all disputes
arising from this Agreem<=nt will be resolved by
the competent courts of the Slovak Republic.

This Agreement is drawn up in Slovak and
English languages, Wlth the Parties considering
both language versions to be equivalent, but in
the event of any discrepancies between the
versions, the Partleswagree that the Slovak
version of the Agrt=emen1 shall prevail.

|
17.5. Survival |
The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Stud;{ shall survive termination
or completion of this |[Agreement, even if not
expressly stated herein.

17.6_Signatures ‘
This Agreement shall bej executed by all of its
Parties in three (3) counter‘Farts each of which shall
constitute an original.

If electronic signature is Ie‘gcally valid in accordance
with applicable laws and regulatlons and all Parties
herewith agree to apply it, the Parties accept and
confirm the electronic S|gnéture as the legal binding

equivalent of a handwritter/wet ink signature.

|
|

|
THIS SECTION IS INTENTIONALLY
LEFT BLANK |
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predchadzajucim sUhlasom Ministerstva
zdravotnictva Slovenskej republiky, inak je tento
sthlas neplatny. Pre vyli¢enie akychkolvek
pochybnosti:  postlpenie pohladavky bez
pisomného suhlasu druhej strany sposobuje
neplatnost' takéhoto Ukonu.

17.4. Nadriadené pravo

Tato zmluva sa interpretuje podla pravnych
predpisov krajiny, v ktorej pracovisko skusania
vykonava skusanie.

Zmluvné strany sa dalej dohodli, Ze vSetky
spory vzniknuté z tejto zmluvy budu rieSene
vecne a miestne prislu§nymi sidmi Slovenskej
republiky.

Tato zmluva je vyhotovena v slovenskom a v
anglickom jazyku, pricom zmluvné strany
povazujlu obe jazykové verzie za rovhocenné,
avéak pre pripad vykladovych nezrovnalosti
medzi jednotlivymi verziami sa zmluvne strany
dohodli, 2e prednost ma slovenska verzia
zmluvy.

17.5. Pretrvanie

Podmienky tejto zmluvy obsahujice povinnosti
alebo prava, ktoré pokracuju po dokon&eni
skigania, budl( pretrvavat aj po vypovedani
alebo spineni tejtc zmluvy, aj ked to v tejto
zmluve nie je vyslovne uvedené.

17.6_Podpisy

Tdto zmluvu podpisu vietky zmluvné strany v troch
(3) rovnopisoch, z ktorych kazdy predstavuje jeden
original.

Ak je elektronicky podpis pravoplatny v sulade s
platnymi pravnymi predpismi a vetky zmluvné
strany sa tymto dohodnd, Zze ho budl uplatiovat,
zmluvné strany akceptuju a potvrdzujil elektronicky
podpis ako pravne  zavazny  ekvivalent
vlastnoruéného podpisu.

TATO CAST JE UMYSELNE
PONECHANA PRAZDNA
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ACKNOWLEDGED AND}AGREED BY MERCK Healthcare KGaA

By IQVIA RDS AG its authorized representative

Za spolognost MERCK Hpalthcare KGaA za IQVIA RDS AG, jej opravneny zastupca svojim podpisom
potvrdzuje: i

Grytin gyt Szediay
By/Meno:

DIRECTOR

Title/Funkcia:
Signature/Podpis; .

Date/Datum:

|
ACKNOWLEDGED AND AGREED BY .
Za Fakultnd nemocnicu Trnava (dopliite nazov zdravotnickeho zariadenia) svojim podpisom potvrdzuje/
Confirming by signhature for Trnava University Hospital (add the name of Institution):

By!Meno:\N\JDh \JQQ\“&,\%\U\\J %\ﬁ\\.o\

Title / Funkcia: X \Cb\é*%&\
(must be authorized to sigr ‘nstitution's behalf) /
(s oprévnenim podpisovat <dravotnicke zatiadenie)

Signature/Podpis: _

Date/Détum:

ACKNOWLEDGED AND AGF{E‘ BY THE INVESTIGATOR:

Skasajdci svojim podpisom petvr  Jje:

Ol consent to the publication o ny personal data (title, name, contact details and information regarding
my professional qualiificatio‘ns) - www.clinicaltrials.gov, other public websites and public portals for
clinical documents of EMA and other relevant agencies that inform about clinical trials and participating
investigators, study personnel and corresponding stidy results by Merck Healthcare KGaa for the
clinical trial “2-year follow-up study to assess cognition and héalth-related quality of life in participants
with highly-active relapsing multiple sclerosis, having participated in the CLARIFY MS trial”. | am entitled
to withclraw this consent at any time with future effect./

O Suhlasim so zverejnenim mojich oscbnych udajov (titul, meno a priezvisko, kontaktné tdaje a
informécie tykajice sa mojej odbornej kvalifikacie) na www. clinicaltrials.gov, in veh verejnych webovych
strankach a verejnych portaloch pre klinické dokumenty EMA a inych prislugnych Uradov, ktoré
poskytuju informacie o klinickych skuganiach a 2ucastnenych skusajucich, persondle skisania a
zodpovedajticich vysledkoch skusania spolocnosti Merck Healthcare KGaA pre kiinické sklisanie ,,2-
rocné sledovanie na vyhodnotenie kognitivnych funkcii a zdravotnej kvality Zivota u ucastnikov s
vysokoaktivinou relapsujicouy sklerézou multiplex, ktorf sa zucastnili na skiisani CLARIFY MS”. Som
opravneny kedykolvek odbroj'at' tento suhlas s budicim tuéinkom.
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' i®)
Name/Meno: MUT)R (if)\é\\\ \L\&S{Q\s -\\\\f}\%

Signature/Podpis: __
Date/Datum: = T
? 7
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ATTACHMENT A PRILOHA A

BubGeT & HAYMENT SCHEDULE Rozrodet A ROZPIS PLATIER
MS700568_0158 MS700568_0158
A. PAYER AND PAYEE DETAILS: A. UDAJE O PLATCOVI A PRIJEMCOVI PLATIER:

The Parties agree that the payments under this Zmluvné strany sthlasia s tym, Ze platby podra tejto
Agreement will be made by the following payer dohody bude vyplacat tento platca (dalej ,platca):
(“Payer"): ‘

Payer Name/Nazov platcu
Payer Address/Adresa platcu

[1QVIA RDS Tnc.
4820 Ermperor Blvd
——— | Durham, NC 27703

Bank Name/Nazov banky - | Wells Fargo Bank NA_— e

Bank Address/Adresa banky gi?n Eg:fg;g?j%ftgm 04-1298

Bankﬁr:c_olﬁt_{Baniqu_ﬂggt__ 4070441159

SWIFT Code/Kod SWIFT WFBIUSES
The Parties agree that the payee designated belowis Zmiuvné strany potvrdzujl, Ze niZsie uvedeny
the proper payee for this Agreement, and that prijemca platieb je riadnym prijemeom platieb pre tuto
payments under this Agreement will be made only to  zmluvu a3 e platby podla tejto zmluvy sa budy
the following payee ("Payee) and will not violate any poukazovat' jha nasledujucemu prijemcovi platieb
rules or policies of the Site, will not violate applicable  (dalej JPrijemea platieb”) a nebudy porusovat' Ziadne
national, state, or local laws or regulations. pravidia alebo zasady pracoviska skUSania, platné
vhitrodtatne, &tatne ani miestne pravne predpisy

alebo nariadenia.

Payee details for Institution/ Podrobnosti o prijemcovi platby Zdravotnicke zariadenie
Contract Payee/Zmluvny rijemca platieh
ict Pay Yy prijemca p ==

Payee Name ;
(Must match name in the contract) INaz. v prijemcu

_—

latieb (Musi zodpovedatnazvy v zmluve) Fakultna nemocnica Trnava
Payee Address/Adresa prijemcu platieh . A. Zarnova 11, 917 08 Trnava, Slovenska republika
VAT/Tax ID |

(Tax ID) must exactly match the payee name
indicated above, or tax exempt when applicable)
/Cislo DPH alebo dariové identifikagné Gislo (Danove
identifikagné &islo sa musi presne zhodovat' s vy4sie
uvedenym nazvom prijemeu platieb alebo

oslobodenim og dane, ak sa vztahuie 610381/2021191084
—————=dl=, aksavziahuje) B e e S

Banking_l_n_fbl‘rx_atiﬂ/Bankové spojenie:

Bank Name/Nazov banky |
Bank Street/Ulica banky | _

| Bank City/Mesto banky ]
| Bank State/Province/Stat alebo provincia banky

| Bank Postal Code/PSC banky

| Bank Country/Krajina banky

_ Slovak Republic/Slovenska republika
Receiving Account Currency /Mena prijimajticeho

| Uctu . _ EUR e
Account Number/Cislo ucty
IBAN@& R _ . SK54 8180 0000 0070 0028 1238

MerckAIliance__SIovakia_CTA_1 8March2020 MerckAlIiance_S[ovakia_CtTA_j6March2020
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Swift Code (8 or 11 Characters) /Kod Swift (8 alebo
11 znakov)

SPSRSKBA

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial institution for details. If an Intermediary bank is required,
please provide Bank Name, Account Number if applicable and SWIFT Code of intermediary Bank along with
all other required Wire instructions/ Ak mena platieb dohodnuté v zmluve nezodpoveda mene vasho
bankového Gdtu, méze byt potrebné uviest sprostredkujicu banku. Pokial ide o podrobnosti, obratte sa na
svoju finanénu indtittciu. Ak je potrebna sprostredkujlica banka, uvedte nazov banky, &islo (ctu, ak sa

vztahuje, a SWIFT kod sprostredkujlice] banky, spolu so véetkymi dalsimi potrebnymi pokynmi na

elektronicky prevod. i

Contact Information/Kontaktné tdaje

Name of recipient sendinglinvoices to DrugDev
/Meno prijemcu, ktory od05|e=la faktury spolonosti
DrugDev

Fakultna nemocnica Trnava

Phone number & Email /Telefénne Cislo a e-mail

mailto:

Language Preference /Uprednostiiovany jazyk

Slovak/slovensky

Name of payment recipien‘t to receive payment
notification and details /Meno prijemcu platby na

prijimanie ozndmenia a podrobnosti o platbe

Phone number & Email/Telefénne &islo a e-mail

mailto: -

Language Preference /Uprednostihovany jazyk

Slovak/slovensky

Payee details for Investigator/Podrobnosti o prijemcovi

platby sklsajuci

Contract Payee.’Zquvny prijemca platieb

Payee Name
(Must match name in the comtract) /Nazov prijemcu
platieb (Musl zodpovedat'ndzvu v zmluve)

MUDr. Georgi Krastev, ,

PhD

Payee Address/Adresa prijemcu platieb

VAT/Tax ID \

(Tax ID must exactly mato‘h the payee name
indicated above, or tax exempt when applicable)
ICislo DPH alebo danové udentlflkacne Cislo (Dafové
identifika&né &islo sa musi presne zhodovat s vy$sie
uvedenym nazvom prijemcu platieb alebo
oslobodenim od dane, ak!sa vztahuje)

NA

Banking Information/Bankové spojenie:

Bank Name/Nazov banky

Bank Street/Ulica banky

Bank City/Mesto banky

Bank State/Province/Stat alebo provincia banky

Bank Postal Code/PSC banky

Bank Country/Krajina banky

Receiving Account Currency /Mena prijimajuceho
uctu !

IBAN/IBAN ‘

Swift Code (8 or 11 C,haracters) /Kdd Swift (8 alebo

11 znakov)
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Fl?the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. F’Ieése contact your Financial institution for.details. If an Intermediary bank is required,
please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary Bank along with

all other required Wire i:nstructfons} Ak mena platieb dohodnuts v zmluve nezodpoveda mene vagho
hankového Gtu, méze byt potrebné uviest sprostredkujicu banku, Pokial ide o podrobnosti, obrat'te sa na
8voju finanéna instituciy. Ak je potrebna sprostredkujlca barka, uvedte nazov banky, &islo Géty, ak sa
vztahuje, a SWIFT kod ;sprostredkujucej banky, spolu so v8etkymi dalsimi potrebnymi pokynmi na
elektronicky prevod,

_— -_— - 1

Contact Information/Kontaktné Gdaje
Name of recipient sending invoices to DrugDev
/Menao prijemcu, ktory odosiela faktlry spolo&nosti
| DrugDev | | MUDr. Georgi Krastev, , PhD

Phone number & Email /Telefénne ¢islo a e-mail

- —_—

Language Preference /Ujgrednostﬁovan'[jgzyk ] Slovaklslovensky__ o
Name of payment recipient to receive payment
notification and details /Meno prijemcu platby na

prijimanie oznamenia a podrobnosti o platbe

Phone number & Email/Telefénne &islo a e-mail
L one numoer & En SOHNE CIslo a e-mail

MUDr. Georgi Krastev, . PhD
- =

Language Preference fUErednostﬁovangjgzyk Srova}gs!ovensgy_ ) 7 =

The Parties acknowledgé that the designated Payee Zmluvné strany uznavaju, ze uréeny prijemea platieh
is authorized to receive all of the payments for the je opravneny prijimat vietky platby za sluzby
services performed under this Agreement. vykonané podia tejto zmluvy,

In case of changes in the Payee's address or bank pripade zmeny adresy alebo &isla bankového Uity
account number, Site is obliged to inform DruaDev in prifemeu  platieb je pracovisko skugania povinné
writing, The parties agree that in case of changes in informovat o tom spoloénost' DrugDev pisomne,
address which do not involve a change of Payee, tax Zmluvné strany sa dohodli, e v pripade zmeny
numbers, or tax-exempt status, no further adresy, ktord sa netyka zmeny prijemeu platieb,
amendments are required. dafiovych é&isel alebo oslobodenia od dane, nie s

i potrebné Ziadne dalsie pisomné dodatky tejto zmiuvy,
In case of changes in the Payee's bank details, Site is Vv Pripade zmeny v Udajoch o bankovom spojeni
obliged to inform DrugDeV in writing by sending an  prijemcu platieb je pracovisko skUdania povinné
email to; support@drugde\:/global.com. informovat o tom spolo¢nost’ DrugDev pisomne

‘ zaslanim e-maily na adresu;

suppart@drugdevglobal.com

Site shall contact its 1QVIA study team member to  Pracovisko skd8ania bude kontaktovat svojho dlena
provide signed documentation of changes to payee's  timu skiSania zo spolognosti IQVIA a poskytne
bank details. Parties agree that in case of changes in podpisanti dokumentaciu o Zmenach  bankovych
bank details which do not involve a change of payee Udajov prijemcu platieb. Zmluvné strany sa dohodli,
or change of country location of bank account, no Ze v pripade Zmeny v Udajoch o bankovom spojeni,
further amendments are required, ktoré sa netykaju zmeny prijemeu platieb alebo
i zmeny krajiny, v ktorej je vedeny bankovy ticet, nie st
| poZadované Zadne dalsie pisomné dodatky tejto
zmiuvy,

obligation to reimburse the Investigator, if any, is platobna  povinnost prijemcu  platieb  vogi
determined by a separate agreement between skUsajlicemu sa urg samostatnou zmluvou medzi
Investigator and Payes, which may involve different skudajliicim g prijlemcom  platieb, ktora mdze

| obsahovat ing splatné sumy aine platobné intervaly,

If the Investigator is not the Payee, then the Payee's Ak skusajuci nie je prijemcom platieb, pripadna

MerckAIIiance_SIovakia_CTA__1GMan:hZOZO MerckAlIiance_Slovakia_CTA_16March2020
CONFIDENTIAL ( Page 30 of 39

DOVERNE
a Strana 30 z 39
SZA64581¥SVK_sk_Mer(:k Healthcare KgaA_MUDr, Krastev_CTA INS comments_Translated on 29-Jan-2021-1



payment amounts and d;ifferent payment intervals
than the payments made Qy DrugDeyv to the Payee.

Investigator acknowledgeé that if Investigator is not
the Payee, DrugDev will not pay Investigator even if
the Payee fails to relmburse Investigator.

|
i

B. PAYMENT TERM |

DrugDev, on behalf of IQ\(IA, will administer payment
to the Payee Quarterly,| on a completed visit per
subject basis in accordande with the attached budget.
Payment will be made based upon prior 3 months’
enroliment data confrmed by subject CRFs received
from the Site supporting subject visitation.

1
Any expense or cost |ncurred by Site in performing
this Agreement that is not specifically designated as
reimbursable by lQVIA‘ or Sponsor under the
Agreement (including this Budget and Payment
Schedule) is the sole responsibility of the Site.

Payee is responsible for the correct calculation of
VAT, if applicable, on all submltted Invoices. VAT is
only applicable to Invoices that are addressed from
within Switzerland from Payees that are VAT
registered. All other Invoices shall be issued without
the addition of VAT. |

All government taxes are the 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 Protocol violations are not
payable under this Agreement

C. PAYMENT DISPUTE
Site will have thirty (30) days from the receipt of final
payment to dispute any payment discrepancies during
the course of the Study. i

|
D. DISCONTINUED OR; EARLY TERMINATION
Reimbursement for discontinued or early termination
subjects will be prorated based on the number of

confirmed completed visits.

E. INVOICES
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nez platia pre platby poukazované
DrugDev prijemcovi platieb.

spolognostou

Skugajlci berie na vedomie, Ze ak nie je prijemcom
platieb, spolognost DrugDev mu nebude poukazovat
Ziadne platby ani v pripade, Ze prijemca platieb si
nesplni svoje platobné povinnosti voci skusajicemu.

B. PLATOBNE TERMINY

Spolognost DrugDev v mene spolo¢nosti IQVIA bude
platby pre prijemcu platieb spracovavat $tvrtrocne
na zaklade po&tu absolvovanych névstev na jeden
subjekt v stlade s pripojenym rozpoctom. Platba sa
poukadze na zaklade udajov o zaradovani za
predchadzajuce 3 mesiace, potvrdenych
pacientskymi  zdznamami (CRF) prijatymi od
pracoviska skUsania, ktoré dokladaju navstevnost
subjektov

Za akékolvek vydavky alebo naklady, ktoré vzniknu
pracovisku skugania pri pineni tejto zmluvy a ktoré nie
st vyslovne schvalené na preplatenie spoloénostou
IQVIA alebo zadavatelom podla tejto zmluvy (vratane
Rozpodtu arozpisu platieb), zodpoveda vyhradne
pracovisko skusania.

Prijemca platieb je zodpovedny za spravny vypocet
DPH, ak sa vztahuje, na vsetkych odoslanych
faktirach. DPH sa vztahuje iba na faktary
adresované v ramci Svajéiarska od prijemcov platieb,
ktorf sG registrovani na DPH. VSetky ostatné faktury
budu vystavené bez pripogitania DPH.

Za vsetky dane zodpoveda vyhradne prijemca
platieb. Prijemca platieb hradi aj miestne bankové
poplatky, bankové poplatky sprostredkujlcich bank a
akékolvek dalsie miestne poplatky.

Zavazné diskvalifikujice porusenia protokolu nie
su podra tejto zmluvy splatne

C. PLATOBNE NEZROVNALOSTI

Pracovisko sku$ania méze namietat’ proti akymkolvek
platobnym nezrovnalostiam, ktoré sa vyskyind
v priebehu skasania, do tridsiatich (30) dni od prijatia
poslednej platby

D. PREDGASNE VYRADENIE ALEBO VYSTUPENIE
Uhrady za subjekty, ktoré boli zo skisania vyradene
alebo z neho predasne vystupili, budd vyplatene
pomernym spbsobom podfa poctu potvrdenych
absolvovanych navstev.

E. FAKTURY
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Payments will be issued by DrugDev based on Visit
Budget, payment frequency and payment terms as
described above, Payments will be made only upan
receipt of corresponding invoices, including back-up
documentation,  in the specified currency, as
described below, Invoices will be payable within 30
days from the date of receipt by DrugDev of the
invoice,  including arny applicable  back-up
docurentation. §

Invoices for any additional payments to those stated
in this agreement (i.e.,i additional reimbursements)
must also be sent to \DrugDev and approved by
spansor. All invoices shall be raised in the following

manner:

Invoices to be billed to?:

|
IQVIA Care of: DrugDev
Route de Pallatex 29
1162 St-Prex
Switzerland

Invoices to be sent to: |

DrugDev Payments

IQVIA. 5th floor,

210 Pentonville R, King Cross
London N1 9JY i
United Kingdom

Email: support@druqdévqlobal.com
The following information should be included on the
invoice: i

o Complete INVESTIGATOR name, address
and phone number !

o Invoice Date

o Invoice Number

o Payee Name (must match Payee indicated
in CTA) |

o Payment Amount |

o Complete description of services rendered

o Study Number: !

) Sponsor Name

o Invoices should be printed on site/institution
letterhe:ad 1

All invoice and payment related inquiries shall be
addressed directly to DrugDev Payments at
support@drugdeuglobal.com telephone +1 (973)
659-6722, or fax +01 (810)1994-2784.”

F. UNSCHEDULED VisiTs
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Spolo¢nost’ DrugDev bude poukazovat platby na
zaklade rozpoéty navstev, platobnych termfinov a
platobnych podmienak uvedenych vyssie, Platby sa
poukazu az po prevzati zodpovedajlcich faktur,
vratane sprievodnej dokumentacie, v urenej mene,
ako je uvedené nizsie. Faktury budy splatné do 30 dni
od prevzatia faktdry spoloénostou DrugDev, vratane
v8etke] prislusnej sprievodnej dokumentacie.

Faktury na véetky dalgie platby okrem platieb
uvedenych v tejto zmiuve (t. J. dalsie (hrady) sa tiez
musia odoslat’ spolognosti DrugDev a musi ich
schvalit zadavatel, Vetky faktiry sa musia vystavit'
nasledujicim spdsobom:

Faktury sa maji vystavit' na nasledujiicu

fakturaénu adresu:

IQVIA Do ruk: DrugDev
Route de Pallatex 29
1162 St-Prex
Svajiarsko

Faktary sa maji_ odoslat na__nasledujigu
doruéavaciu adresu;

DrugDev Payments

IQVIA, 5th floor,

210 Pentonville Rd, King Cross

London N1 9JY

Spojené kralovstvn

E-mail: support@@drugdevalobal.com
Faktira musi obsahovat nasledujlce naleitosti:

o Celé meno, adresa a telefénne  &islo
SKUSAJUCEHO

o Datum faktary

o Cislo faktury

o Meno/mazov prijemecu  platieb (musi  sa

zhodovat' s prijemcom platieb uvedenym v zmiuve o
klinickom skugani)

o Suma na Uhradu

o Uplny opis poskytnutych sluzieb

o Cislo skusania

o Nazov zadavatels

o Faktary maja byt vytlatené na hlavickovom
papieri pracoviska skU$ania/zdravotnickeho
zariadenia

Vsetky otazky tykajlce sa faktlr & Ohrad sa maju
adresovat' priamo platobnému oddeleniu spolodnosti
DrugDev na adresu support@drugdevglobal.com,
telefonicky :na &islo +1 (973) 659-6722 alebo faxom
na ¢islo +01 (610) 994-2784.

F. NEPLANOVANE NAVETEVY
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Payment for unscheduled visits will be reimbursed in
the amount of One hundred ninety-four euros
(194.00 EUR) [which includes overhead]. To be
eligible for relmbursement for unscheduled visits,
completed CRF pages must be submitted to DrugDev
along with any additional 1|nformailor1 which may be
requested by DrugDev to appropriately document the
unscheduled visit, 1
G. Patient Travel Expenses

Reasonable subject travel expenses will be
reimbursed upon receip}t of original supporting
documentation in accordance with legal provisions up
to an amount of 28,00 EUR through meal vouchers
per visit/round trip and rare not included in the
attached Budget. Patient |travel expenses shall be
handed fo individual Studv subjects by Principal
Investigator in compliance with instructions provided
by the Sponsor In case expected actual travel costs
of a subject will excead the herein approved amount
of 28,00 EUR per visit/round tril the Principal
Investigator agrees to request prior approval of IQVIA

/Sponsor for a rermburserr{ent of such additional costs

|

|
CONDITIONAL PROCEDUREé {WITH INVOICE)
The following conditional procedure costs will be
reimbursed on a pass -throuqh basis upon receipt of
an invoice in the amount |ndrcated in the table below
(which includes overhead) subject number and
procedure dates must be rncluded on the invoice for

payment to be issued. |

Platba za neplanované navstevy sa bude uhradzat vo
vyske sto devitdesiat Styri eur (194,00 EUR)
[vratane prevadzkovych nakladov]. Aby vznikol narok
na Ghradu za neplanovanu navdtevu, je potrebné
zaslat' spoloénosti DrugDev vyplnené stranky CRF a
véetky daldie informécie, ktoré méZe spoloCnost
DrugDev pozadovat, aby neplanovant navétevu
dostatoéne zdokumentovala.

G. Cestovné naklady pacienta

Cestovné naklady subjektu budd uhradeneé po
obdrzani  podpornej  dokumentacie v sulade
s pravnymi ustanoveniami do vy8ky 28 Eur
prostrednictvom stravnych poukazok za
navétevu/cestu tam aspat anie sU zahrnuté
v pripojenom rozpocte. Cestovné naklady subjektu
odovzda jednotlivym subjektom skuSania sku3ajlci
vsllade s pokynmi zadanymi od zadavatela.
V pripade, Ze otakavané naklady subjektu presiahnu
schvalend sumu 28 Eur za navstevu, skusajuci
stihlasi pozZiadat o sUhlas IQVIA/zadavatela pred
Ghradou takychto dodatoénych nakladov.

POSTUPY YYKONAVANE PODLA POTREBY

Nasledujice naklady na postupy vykonavané podia
potreby sa budu uhradzat’ priebeZne po prijati faktury
vo vyéke uvedenej v nasledujlcej tabulke (ktord
zahffia prevadzkové naklady).Na poukazanie platby
musf byt na faktlre uvedené &islo subjektu a datumy
postupov.

Procedure/Postup Procedure amount total | Profit Institution (20%) | Profit Investigator
(EUR)/Celkova suma za | EUR/Zisk zdravotnicke (80%) EUR/Zisk
postup (EUR) zariadenie (20 %) Eur skusajuci (80 %)
Eur
Adverse events/Neziaduce 18.00 3.60 14.40
udalosti
Serious adverse events | 43.00 8.60 34.40
(SAE)/Zavaziné nezraduce
udalosti (SAE) |
Blood draw/Odber krvi 12.00 2.40 9.60
Lab handling and/or shipping 12.00 2.40 9.60
of specimen(s)/Sprac: ovar‘ue v
laboratériu alebo preprava
vzoriek r -
|
G. EARLY DISCONTINUATION VISIT G. NAVSTEVA PO PREDCASNOM UKONCENI

Early discontinuation visiF will be reimbursed in the
total amount of One thousand forty euros (EUR
1,040.00) (profit for Institution (20%) will be 208 euros

and profit for Investigator {80%) will be eight hundred
thirty two (832.00 EUR) listed below. To be eligible
for payment an original invoice must be submitted to
IQVIA along with any additional information which

r
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Navsteva po pred€asnom ukongeni skisania sa bude
uhradzat celkovou sumou sumou tisic dvesto
tridsat’ devét eur (1 040 EUR) (zisk pre zdravotnicke
zariadenie (20 %) bude dvesto osem eur (208 EUR)
a zisk pre skd8ajuceho (80 %) bude osemsto tridsat’
dva eur (832 EUR)ako sa uvadza niz8ie. Aby vznikol
narok na Uhradu, je potrebné zaslat' spolotnosti
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may be requested ‘ by 1QVIA to appropriately
document the procedure. Subject numbers and date
of procedure must be included on an original invoice,

H. EC/IRB/IEC Fegs

EC/IRBIIEC costs will be paid upon receipt of an
invoice issued by the independent EC/IRB/IEC of the
Institution and ‘are not included in the attached
Budget. Payment will be made directly to the
independent EC/IRB/IEC of the Institution. Any
subsequent re-submissions or renewals, upon
approval by IQVIA and Sponsor, will be paid upon
receipt of appropriate documentation

l. BUDGET TABLE |

The Budget is as follows:/Rozpoget je nasledujci:
VISIT/NAVSTEVA :

BASELINE VISIT/ZAKLADNA NAVSTEVA -
MONTH 36 VISIT/NAVSTEVA v 36, MESIACI

MONTH 48 VISIT/END OF STUDY VISIT/NAVETEVA v

48. MESIACI/NAVETEVA PO UKONGEN| SKUSANIA

ToTal Per SUBJECT/CELKOM NA JEDEN SUBJEKT |

Starf—up fee

The Parties have agreed 0N a one-time payment of
700 Eur for the administrative and legal costs
associated with the Study. This payment shall be
made by [QVIA in full amount to the bank account of
the Institution on the basis of an invoice isstied by the
Institution within 10 days from the Effective Date of
this Agreement, with such involce being due within 45
days of the date that it was

Archiving Fee
The Parties have agreed on a one-time payment to
the Institution in the amount 650 Eur as g
reimbursement of incurred archiving expenses for g
term of 15 years. This payment shall be payable in full
amount to the bank account of the Institution within 45
days from the date of delivery of the invoice to IQVIA

NO OTHER ADDITIONAIL FUNDING REQUESTS
WILL BE CO;N!SIDERED

These amounts includej all applicable taxes,

MerckAlliance SIovakia_CTA_16Maroh2020
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IQVIA: original faktiry a vBetky dalie informacie,
ktoré moze spolo&nost [QVIA pozadovat, aby postup
dostatodne zdokumentovala, Na originaly  faktury
musia.byt’ uvedené &isla subjektov a datum postupu.

H. POPLATKY NEZAVISLYM ETICKYM KOMISIAM
Paoplatky nezavislym etickym komisiam sa budy
uhradzat' priebesne po prevzati faktiry od nezavislej
eticke] komisje zdravotnickeho Zariadenia a nie sg
zahrnuté v pripojenom rozpotte. Platba sa poukéze
priamo  nezavislej etickej komisii zdravotnickeho
zariadenia. Vetky nasledujlice podania alebo
predizenia platnosti sa po schvéleni od IQVIA
A zadavatela budl uhradzat po prevzati prislugne;
dokumentacie.

l. RozroeTovA TaBULKA

Vv Profit FN

VISIT AMOUNT Profit

TOTAL Trnava (20%) investigator
(EUR)*/ EUR/Zisk FN team (80%)
CELKOVA Suma Trnava (20 %) EUR/Zisk
ZA NAVSTEVU Eur investigétorsky

__(EuR)*

| _1im (80 %) Eur

_ 420000 84 336
1,040.00 | 208 832
1,040.00 208 832

" EUR 2,500.00 500 | 2000

“All amounts are inciusive of any overhead./ * Vietky sumy zahffaj vietiy prevadzkové naklady.

Start-up poplatok
Zmluvné strany sa dohodli na jednorazovej odmene
700 € za administrativno-pravne naklady spojene
s klinickym skuganim, Tato platba bude uhradena
zadavatelom v pIngj vyike na dget zdravotnickeho
Zariadenia  na  zaklade faktury vystavenej
zdravotnickym zariadenim do 10 dnf od platnosti
zmluvy s lehotou splatnosti 45 dni od j&j vystavenia,

ARCHIVACNY POPLATOK

Zmluvné strany sa dohodli na jednorazovej platbe
650 € za archivaciy Studijnych dokumentoy pocas 15
rokov, Této platba bude v pInej vyske uhradens na
et zdravotnickeho zariadenia na zaklade faktury
vystavenej zdravotnickym zariadenim v lehote
splatnosti 45 dni og Jej obdrzania spoloénostoy
IQVIA.

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU BRANE DO UVARY

Tieto 'sumy zahfiaju vietky platné dane.
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All payments for this Study in accordance with the Vietky platby za skd$anie podla pripojeného

attached budget will be administered by DrugDev rozpo&ty spracuje spolognost DrugDev a uhradi
and paid by IQVIA electronically. i spolo¢nost IQVIA elektronicky.
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ATTACHMENT B
PROCESSING OF P'ERSQNAL DATA OF PERSONNEL OF
INSTITUTION BY|SPONSOR AS PART OF

CLINICAL TTRIAL AGREEMENT

As part of the clinical trial, Merck Healthcare KGaA,
located at Frankfurter Stralle 250, 64293 Darmstadt
("Sponsor”) is processing certain personal data of the
personnel of the Institution. This document is
providing information to personnel about the
processing of personal data as required by law.

Personal Data may be used by IQVIA, Sponser and
their Affiliates in accordance with applicable |aw,
including as set forth below, and for such time as is
reasonably necessary for the following purposes.

A. CATEGORIES OF DATA COLLECTED AND
I
PURPCSES OF PROCESSING!

Prior to and during the course of the clinical study,
Sponsor will collect personal data of Institution
personnel. This persochal data includes names,
contact information and may include, work experience
and  professional qualifications,  publications,
resumes, educational background and information
related to Dual Capacity potential conflict of interest,
and payments made under the agreement with
Institution. Sponsor will process such bersonal for the
following purpeses:

(i) the conduct of clinical trials;

(ii) verification i by  governmental or
regulatory agencies, the Sponsor and its agents and
affiliates; !

{iii) compliance with legal and regulatory
requirements;

(iv) publication on www.clinicallrials,gov,
other public websites and public portals for clinical
documents of European Medicines Agency (EMA)
and other relevant agencies that inform about clinical
trials  and participating  investigators  and
corresponding study results (provided the individual
provided consent):

(v) storage in databases to facilitate the
selection of investigators for future clinical trials;

(vi) sharing of Stﬁldy reports and other Study
documsnts with third parties for research purposes in
accordance with responsible data sharing and
transparency obligations; and

" Legal basis for processing personal
provides the legal basis and (v), (vi) and (vil)
Udajov je ¢l. 6 ods. 1 pism b} vieabeacného
bodov v), vi} a vii), v ktoryeh sa uplatiivje &,

nariadenia o ochrane (i
6 ods. 1 pism, f),
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data s Art. 6 (1) b} General Data Protection Re
where Art. 6 (1) f} provides the leg
ajov s vynimkou bodu iv), v ktorom sa uplatfivje &

PriLoHA B
SPRACOVAVAMIE OSOBNYCH UDAJOY PERSONALU
ZDRAVOTNICKEHO ZARIADENIA ZADAVATELOM Vv RAMCI
ZMLUVY O KLINICKOM SKUSAN(

V ramci tohto klinického skgania spoloénost’ Merck
Healthcare KGaA, so sidlom ng adrsse Frankfurter
Stralle 250, 64293 Darmstadt (dalej ,zadavatel”)
spracovava uréité  osobng Udaje  personalu
zdravotnickeho zariadenia. V tomto dokumente s
uvedene informécie pre personal o spracovavani
osobnych Udajov, ako to poZaduju pravne predpisy.

Osobné  (daje mézu byt
IQVIA/Zadavatelam a ich pridruZzenymi
spolocnostami peuzité v sulade s platnymi zakonmi,
vratane ustanoveni uvedenych hiz&le, a to po dobu
nevyhnutne potrebnd na nasledujlce usely,

spoloénost'ou

A. KATEGORIE ZBIERANYCH UDAJOV A UCELY
SPRACOVAVANIAT

Pred zadiatkom skdgania aj po¢as neho bude
zadavatel  zbierat' osobné Udaje  personalu
zdravotnickeho zariadenia. Medzi tieto osobné Udaje
patria mend a kontaktné informacie a mozu medz| ne
patrit pracovné sklsérosti, odborna kvalifikacia,
publikacie, Zivotopisy, Udaje o vzdelani a informacie o
moznom konflikte z&ujmov spésobenom zdvojenou
funkciou a o platbach poukazovanych podia tejto
zmluvy so zdravotnickym zariadenim. Zadavate|
bude spracovavat takéto osobné Udaje na
nasledujlice Gdely:

(i) vykonavariie klinickych skuigani,

(i) preverovanie §tatnymi alebo kontrolnymi
Uradmi, zadavatelom a ich zastupcami a dcérskymi
spolognostami,

(iii) dodrziavanie pravnych  predpisov = g
poziadaviek kontralnych tradov,
(iv) zvergjnenis na webovej stranke

www.clinicaltrials.gov, dalgich verejnych webovych
strankach a verejnych portaloch uréenych pre klinické
dokumenty Eurdpskej liekovej agentry (EMA) a
dalsich prisludnych Gradov,  ktoré informuji o
klinickych skuganiach, zUcastnujlcich sa skugajucich
a zodpovedajlicich vysledkoch sku&ania (za
predpokladu, Ze dana osoba poskytla svoj sthlas),
(v) uloZenie v databazach na ulahéenie vybery
sku$ajucich do dalsich klinickych  skugani v
budicnosti,

(vi) odovzdavanie sprav zo skugania a dalgich
dokumentov sktsznia tretim stranam na vyskumné
Ucely v sllade povinnostami tykajucimi  sa

gulation with the exception of (iv) where Art. 6
1l basis./ Pravnym zakladom spracova

(1) &)
vania osobnych
l. 6 ods. 1 pism. a), a
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anti-corruption compliance.

{vii)

B. DATA SHARING

Sponsor may share personal data (i) with its service
providers that process personal data on its behalf and
according to its instructions, (i) with collaboration
partners, and (i) with aﬁiliated companies of the
Sponsor's group including collaboration partners and
affiliates established in cbuntries outside of the EU
(“Third Countries”) subject to an adequate protection,
especially by the use of standard contractual clauses.
\

In addition, personal data may further be transferred
to authorities in Third Countﬂes for example the U.S.
Food and Drug Admmlstratlon Authority.

C. RIGHTS OF PERSONNEL

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

|
The data subject shall have the right to obtain from
the controller confirmation as to whether or not
personal data concerning him or her are being
processed, and, where that is the case, access to the
personal data and the information in accordance with
the Article 15 of the GDPR.

The data subject shall hav<= the right to obtain from
the controller without undue delay the rectification of
inaccurate personal data concerning him or her.
Taking into account the purposes of the processing,
the data subject shalli have the right to have
incomplete personal data completed, including by
means of providing a supplementary statement.

The data subject shall have the right to receive the
personal data concerning him or her, which he or she
has provided to a coniroller in a structured,
commonly used and machine-readable format and
have the right to transmit those data to another
controller without hindrance from the controller to
which the personal data have been provided in
accordance with the Article 20 of the GDPR.

Sponsor will respond to all legitimate requests for
information about personal data stored and, where
applicable, to all requests tc correct, update, or delete
personal data.

Personnel can also contact Sponsor to object to
processing for purposes of Section A (v) and (vi).
|

In any of these cases ar to request a copy of the
standard contractual |clauses (if applicable),
MerckAIIiance_SIovakia_CTAj6March2020
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zodpovednéeho odovzdavania ldajov a
transparentnosti,

(vii) dodrziavanie  protikorupénych  pravnych
predpisov.

B. ODOVZDAVANIE UDAJOV

Zadavatel mbéZe odovzdavat osobné Udaje (i)
poskytovatelom sluzieb, ktori spracovavaji osobné
Udaje v jeho mene a podla jeho pokynov, (ii)
spolupracujucim  partnerom a (i)  dcerskym
spolonostiam  skupiny  spolo€nosti  zadavatela,
vratane spolupracujucich partnerov a dcérskych
spolo¢nosti so sfdlom v krajindch mimo EU (dalej
Jretie krajiny"), pod podmienkou primeranej ochrany,
najma pouzitia tandardnych zmluvnych doloZiek.

Okrem toho sa osobné Udaje mdzu odovzdavat
aradom v tretich krajinach, napriklad Uradu pre
potraviny a lieky Spojenych Statov americkych.

C. PRAVA PERSONALU

Personal ako dotknuté osoby maju garantované
nasledujlice prava:

Dotknuta osoba ma pravo ziskat' od prevadzkovatela
potvrdenie o tom, &i sa spractvaju osobné Gdsje,
ktoré sa jej tykaju, a ak tomu tak je, ma pravo ziskat
pristup k tymto osobnym Udajom v sulade s ¢lankom
15 GDPR.

Dotknuta osoba ma pravo na to, aby prevadzkovatel
bez zbytotného odkladu opravil nespravne osobné
Udaje, ktoré sa jej tykaju. So zretelom na ucely
spractvania ma dotknutd osoba pravo na doplnenie
neuplnych osobnych udajov, a to aj prostrednictvom
poskytnutia doplnkového vyhlasenia.

Dotknuté osoba ma pravo ziskat' osobné Udaje, ktore
sa jej tykaju a ktoré poskytla prevadzkovatelovi, v
§trukturovanom, beZne pouzivanom a strojovo
Gitatelnom formate a ma pravo preniest tieto Udaje
dal§iemu prevadzkovatelovi bez toho, aby jej
prevadzkovatel, ktorému sa tieto osobné Udaje
poskytli a to v stlade s ¢lankom 20 GDPR.

Zadavatel odpovie na v8etky opravnené Ziadosti o
informacie o uchovavanych osobnych Udajoch a v
relevantnych pripadoch na véetky Ziadosti o opravu,
aktualizaciu alebo odstranenie osobnych Udajov.

Personal sa tiez mobze obritit' na zadavatela a
namietat’ proti spracovavaniu osobknych adajov
na Gcely uvedené v bodoch (v) a (vi) €asti A.

Personal sa v kazdom z tychto pripadov, alebo ak
bude chciet poziadat o kopiu Standardnych
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Personnel can contact Sponsor's data protection
officer at privacy@merckgroup.com or under the
address specified above. In general, data subjects
have the right to address a complaint to the
responsible Data Protection Supervisory Authority in
the cauntry where Sponsor is established

MerckAlIiance_SIovakia_CTA_1dMarthOZO
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zmluvnych doloZiek (v relevantnych pripadoch), méze
obratit na zodpovedn( osobu zadavatels na e-
mailovej adrese privacy@merckgroup.com alebo na
adrese uvedene vy$sie. Vo vieobecnost maju
dotknuté. osoby prévo  adresovat  staznost
prislunému dozornému Gradu na ochranu osobnych
Udajov v krajine, kde ma zadavatel sidlo.
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ATTAGHMENT C PRILOHA C
CONSENT TO PUBLICATION OF PERSONAL DATA ON SUHLAS S UVEREJNENIM OSOBNYCH UDAJOV V
CLINICAL TRIAL REGISTERS REGISTROCH KLINICKYCH SKUSANI

[ 1consent to the publication of my personal data (title, name, contact details and
information regarding my professional qualifications) on www.clinicaltrials.qov, other
public websites ancl public portals for clinical documents of EMA and other relevant
agencies that inform about clinical trials and participating investigators, study personnel
and corresponding study results by Sponsor or its affiliates for the clinical trial “2-year
follow-up study to assess cognition and health-related quality of life in participants with
highly-active relapsing multiple sclerosis, having participated in the CLARIFY MS trial”. /
Sahlasim so zverejrienim mojich osobnych tGdajov (titul, meno, kontaktné tdaje a
informacie tylcajiice sa mojej odbornej kvalifikacie) na www.clinicaltrials.gov, inych
verejnych webhovych strankach a verejnych portaloch pre klinické dokumenty EMA a
dalSich prislusnych tradov, ktoré poskytuju informacie o klinickych skasaniach a
zli€astnenych skisajtcich, personale ski$ania a zodpovedajucich vysledkoch skiZania
zadavatela alebo jeho dcérskych spoloénosti pre klinické skisanie n2-roéneé sledovanie
na vyhodnotenie kognitivnych funkeii a zdravotnej kvality zivota u Géastnikov s
vysokoaktivhou relapsujlicou sklerézou multiplex, ktori sa zGéastnili na skusani
CLARIFY MS”,

I am entitled to withdraw this consent at any time with future effect./ Rom opravneny kedykolvek
odvolat tento sthlas s budlcim Gginkam

place, date: _ Signature;
miesto, datum: __ Podpis
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