Kh1/2020/045/La

CLINICAL TRIAL AGREEMENT SMLOUVA O PROVADENI KLINICKEHO HODNOCENI

The Clinical Trial Agreement (“Agreement”) is
made by and between:

Tato smlouva o provadéni klinického hodnoceni
(,Smlouva“) je uzavirana mezi nasledujicimi
stranami:

e Fakultni nemocnice u sv. Annyv Brné,
having a place of business at Pekarska 53, 656
91 Brno, Czech Republic, Identification
number: 00159816, Tax identification number:
CZ00159816, represented by Ing. Vlastimilem
Vajdakem, director (the “Institution”), and

at (the

“Investigator”), and

e Merck Healthcare KGaA, having a place of
business at Frankfurter StralRe 250, 64293
Darmstadt, Germany represented by IQVIA
RDS Switzerland Sarl acting through its Legal
representative || ||| . o when
applicable | «ith DN

(Documento Nacional de Identidad [National
ID]) number n°411658CE, or n° 771656RA.
(“Sponsor”)

Each a “Party” and together the “Parties”.

¢ Fakultni nemocnice u sv. Anny v Brné, se

sidlem Pekafska 53, 656 91 Brno, Ceska

republika, identifikaéni Cislo: 00159816,
darfiové identifikaéni ¢islo: CZ00159816,
zastoupena Ing. Vlastimilem Vajdakem,

feditelem (,Zdravotnické zarizeni) a

(,Zkousejici) a

e spole¢nost Merck Healthcare KGaA, se sidlem

Frankfurter Strale 250, 64293 Darmstadt,
Némecko, zastoupena spole¢nosti IQVIA RDS
Switzerland Sarl jednajici prostfednictvim

jejino pravniho zastupce pani | N
B oioaone RSN, <O
(Documento Nacional de Identidad [narodni
ID]) ¢Cislo n°411658CE, nebo n° 771656RA.

(,Zadavatel®).

Kazda samostatné jako ,Strana“ a spole¢né jako

Lotrany.

Cislo protokolu:

MS700568_0158

Protocol Number: | MS700568 0158

“A 2-year follow-up study
to assess cognition and
health-related quality of

Protocol Title: life in participants with

Nazev protokolu:

L2letd navazujici studie
posuzujici kognitivni
funkce a kvalitu zivota
souvisejici se zdravim u
Ucastniku s vysoce aktivni
relabujici formou
roztrousené sklerdzy, ktefi
se U&astnili hodnoceni
CLARIFY MS*

Datum protokolu:

19. srpna 2020

Zadavatel:

Merck Healthcare KGaA

Zemé, kde Misto
provadéni
klinického
hodnoceni Studii
provadi

Ceska republika

highly-active relapsing
multiple sclerosis, having
participated in the
CLARIFY MS trial”
Protocol Date: 19 August 2020
Sponsor: Merck Healthcare KGaA
Country where
Site is
Conducting
Study Czech Republic
Location where l. neurology
the study will be clinic, which is
conducted: a division/part

Misto, kde bude
Studie
provadéna:

I. neurologicka klinika je
soucasti/oddélenim
Zdravotnického zafizeni
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uziv
Psací stroj
Khl/2020/045/La


of the
Institution

Date:

100 Calendar Days after
Site Initiation Visit
(being the date by which
Site must enrol at least
one (1) subject as more
specifically set out in
section 1.9 “Key
Enroliment Date” below)

Key Enrollment

Klicové
zarazeni:

ECMT/EC/RA

Ethics committee (EC)
Fakultni nemocnice u Sv.
Anny, Brno, Pekafska 53,
656 91 Brno, Czech
Republic, Czech Republic/
State Institute for Drug
Control (RA)

100 kalendarnich dnt po
Iniciaéni navstévé Mista
provadéni klinického
hodnoceni (den, ke
kterému je Misto
provadéni klinického
datum | hodnoceni povinno
zaradit minimalné jeden
(1) subjekt, jak je
podrobnéji rozvedeno
nize v ¢lanku 1.9
,»Klicové datum
zafazeni“)

MEK / EK / SUKL

The following additional definitions shall apply
to this Agreement:

Applicable Data Protection Laws: The laws and
regulations concerning the protection of
personal data that are applicable to Sponsor,
including Regulation (EU) 2016/679 (EU
“‘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 local laws,
regulations, competent authorities’ decisions
and guidelines, professional laws and rules,
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 (ii)
applicable national, regional or international
GCPs (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 information
to be reported to Sponsor on each Study
Subject (defined below).

Eticka komise (EK)
Fakultni nemocnice u Sv.
Anny, Brno, Pekarska 53,
656 91 Brno, Czech
Republic, Ceska republika
/ Statni ustav pro kontrolu
1é&iv

Na tuto Smlouvu se vztahuji tyto doplfiujici
definice:

Platné pravni pfedpisy na ochranu osobnich
udaju: Zakony a predpisy tykajici se ochrany
osobnich udaja, jez plati pro Zadavatele,
vCetné nafizeni (EU) 2016/679 (,nafizeni
GDPR®) a pfipadnych mistnich zakonl nebo
predpisU tykajicich se ochrany osobnich udaju,
které se vztahuji na Misto provadéni klinického
hodnoceni.

Platné pravni pfedpisy a  nafizeni:
Mezinarodni, regionalni, vnitrostatni a mistni
zakony, predpisy, rozhodnuti a pokyny
prislusnych organ(, profesni zakony a pravidla
a oborové zasady upravujici provadéni Studie
nebo jakékoli jiné Cinnosti &i interakce podle
této Smlouvy, které mohou platit v zemich, v
nichz Strany sidli, i tam, kde se €innost nebo
interakce uskutecriuje, zejména (i) Platné
zakony na ochranu osobnich udaja a (ii) platna
vnitrostatni, regionalni nebo mezinarodni GCP
(definovana nize).

Formulafe zaznamu subjektd hodnoceni
neboli CREF: Formulaf pro zaznamy o
subjektech  hodnoceni (v  tisténé Gi
elektronické podobé) bude pouzivan Mistem
provadéni klinického hodnoceni za ucelem
zaznamu veskerych informaci poZzadovanych
Protokolem, které podléhaji oznamovani
Zadavateli ve vztahu ke kazdému Subjektu
studie (ve smyslu nize uvedené definice).
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Dual Capacity: the capacity of holding a
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 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.

Government Official: any officer or employee
of a government or of any ministry,
department, agency, or instrumentality of a
government; 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 or 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 party 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 owned 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
payment of expenses; provision of services;
purchase of property 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).

Duélni funkce: Postaveni umoziujici zastavat
pozici Zastupce vefejné moci (definovanou
nize) a zaroven byt smluvni Stranou této
Smiouvy.

praxe neboli GCP:

trojstranna smérnice
0 spravné klinické praxi schvalena
Mezinarodni  radou pro  harmonizaci
technickych pozadavkl na léCivé pfipravky
pro humanni pouziti (ICH), v platném znéni, a
principy stanovené Helsinskou deklaraci,
v platném znéni.

Spravna _ klinicka
Harmonizovana

Zastupce vefejné moci: Jakykoli vykonny
fidici pracovnik ¢i zaméstnanec vlady nebo

jakéhokoli vladniho ministerstva, rezortu,
Ufadu ¢i  agentury, nebo zastupce
statniho/spravniho ufadu, jakakoli osoba

pUsobici v Ufedni funkci jménem vlady nebo
jakéhokoli vladniho ministerstva, rezortu,
Ufadu ¢i  agentury, nebo zastupce
statniho/spravniho Gfadu, jakykoli vykonny
fidici  pracovnik nebo  zaméstnanec
spoleC¢nosti ¢ podniku vlastnéného zcela
nebo Castecné viadou, jakykoli vykonny fidici
pracovnik nebo zaméstnanec vefejné
mezinarodni organizace, jako je napfiklad
Svétova banka nebo Organizace spojenych
narodd, jakykoli vykonny fidici pracovnik Ci
zaméstnanec politické strany nebo osoba
jednajici v oficidlni funkci za politickou stranu
a/nebo jakykoli kandidat na politickou funkci,
jakykoli 1ékaf, Iékarnik nebo jiny zdravotnik
pracujici pro jakoukoli nemocnici, Iékarnu
nebo zdravotnické zafizeni nebo v jakékoli
nemocnici, Iékarné nebo jiném zdravotnickém
zafizeni vlastnéném nebo fizeném vladnim
ufadem, ministerstvem nebo resortem.

Hodnotné pinéni: Bude vykladano v S$irSim
smyslu a muze tak zejména zahrnovat
penézni Castky, platby ¢&i ekvivalenty plateb,
jako napfiklad darkové certifikaty &i poukazy;
dary ¢&i bezplatné poskytované vyrobky;
pohosténi, zabavu ¢i pohostinnost; cesty di
proplaceni nakladli; poskytovani sluzeb;
koupé majetku Ci sluzeb za nadhodnocené
Castky; prevzeti ¢€i prominuti splatnych
zavazkl; vyhody nehmotného charakteru,
jako  napfiklad  zvySené socialni i
podnikatelské postaveni (napf. poskytovani
dar( ¢i podpory na dobro¢inné ucely, jeZ jsou
podporovany  statnimi/spravnimi  ufady);
a/nebo vyhody vugi tfetim osobam vztahujici
se k zastupcim vefejné moci (napf. blizci
¢lenové rodiny).
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Medical Records: the Study Subjects’ (defined
below) primary medical records kept by the
Institution on behalf of the Study Subjects
including, without limitation, treatment entries,
X-rays, biopsy reports, ultrasound
photographs and other diagnostic images.

Protocol: the clinical protocol referenced
above as it may be modified from time 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 information
about the compound/medical device identified
in the Protocol.

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, reports
(e.g., CRFs, data summaries, interim reports
and the final report) required to be delivered to
Sponsor pursuant to the Protocol as well as all
other Study results.

Study Staff: the individuals involved in
conducting the Study under the direction of
the Investigator.

Study Subject: an individual who participates
in the Study.

RECITALS:

WHEREAS, Sponsor, together with its affiliates, is
a research-based pharmaceutical company and is

engaged in research and development of
pharmaceutical products, including
[cladribine/API] already commercialized by

Sponsor under the trade name Mavenclad® in the
field of multiple sclerosis.

WHEREAS, IQVIA RDS Switzerland Sarl
(“IQVIA”) is  providing clinical research
organisation services to Sponsor under a separate
contract between IQVIA and Sponsor. IQVIA’s
services include contracting with clinical research

Zdravotni zaznamy: Primarni zdravotni
zaznamy Subjektd studie (definovanych nize)
vedené Zdravotnickym zafizenim ve vztahu k
Subjektim studie, zejména zadznamy o
poskytnuté péci, zaznamy o RTG vySetfenich,
protokoly o provedenych biopsiich, snimky z
ultrazvukovych vysSetfeni a dalSi snimky
diagnostické povahy.

Protokol: Klinicky protokol, na ktery je
odkazovano vySe a ktery mize podléhat
budoucim zmé&nam provedenym Zadavatelem
(ve smyslu nize uvedené definice).

Studie: Klinické hodnoceni, které ma byt
provedeno v souladu s touto Smlouvou a
Protokolem za u€elem ziskani a shromazdéni
informaci o latce / zdravotnickém prostfedku
popsaném v Protokolu.

Studijni_data a udaje: VeSkeré zaznamy a
zpravy, které jsou odliSné od Zdravotnich
zaznamO a které jsou shromazdény ¢i
vytvofeny v ndvaznosti na Studii i pfipraveny
v souvislosti se Studii, zejména zpravy (napft.
CRF, datové prehledy, pfedbézné zpravy a
zavére€na zprava), které jsou pozadovany,
aby byly poskytnuty Zadavateli v souladu s
Protokolem, i ve8keré dalSi vysledky Studie.

Studijni _persondl: Jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
Zkousejiciho.

Subjekt studie: Osoba uc¢astnici se Studie.

UVODNi USTANOVEN:I:

VZHLEDEM K TOMU, Ze Zadavatel je spole¢né
se svymi pfidruZzenymi subjekty vyzkumnou
farmaceutickou spolecnosti, kterd se zabyva
vyzkumem a vyvojem farmaceutickych produktu
v€etné [cladribine/API], ktery jiz Zadavatel uved|
na trh pod obchodnim nazvem Mavenclad® k
Iécbé roztrousené sklerdzy.

VZHLEDEM K TOMU, ze Spole¢nost IQVIA RDS
Switzerland Sarl (,spole¢nost IQVIA®) poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
a to na zakladé samostatné smlouvy uzaviené
mezi spole€nosti IQVIA a Zadavatelem. Sou&asti
sluzeb spolecnosti IQVIA je uzavirani smluv s
klinickymi vyzkumnymi centry a provadéni plateb
v zastoupeni Zadavatele.
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sites and performing payments on behalf of the
Sponsor;

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

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to conduct
the Study and Sponsor requests the Site to
undertake such Study.

NOW WITH REGARD TO THE ABOVE, the
following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Regulations, and
Good 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,
including in particular, but without limitation
GCP, Act. No. 378/2007 Call., on Medicinal
Products and Amendments to Certain Related
Acts, as amended (the “Pharmaceuticals
Act”) and Decree No. 226/2008 Coll.,, on
Good Clinical Practice and detailed conditions
of clinical trials of medicinal products, as
amended, Act. No. 372/2011 Coll., on Health
Services and conditions for their provision, as
amended (the “Health Services Act”) or any
subsequent amending or substantially
replacing legal regulations in relation to the
above laws (together “Applicable Laws”). Site
and Study Staff acknowledge that IQVIA and
Sponsor, and their respective affiliates, need
to adhere to the provisions of (i) the U.S.
Foreign Corrupt Practices Act; (i) the UK
Bribery Act; and (iii) any other applicable anti-
corruption legislation.

1.2. Informed Consent Form

Site shall obtain the prior written informed
consent of each Study Subject for the
participation in a Study as well as for the
processing of personal data from the Study

VZHLEDEM K TOMU, ze DrugDev, pfidruzena
spole¢nost IQVIA, bude provadét platby =z
bankovniho uctu IQVIA RDS Inc. Pfijemci plateb
(definovanému nize) v této Studii.

VZHLEDEM K TOMU, ze Zdravotnické zafizeni
a Zkousejici (dale spolecné jako ,Misto provadéni
klinického hodnoceni“) jsou ochotni provadét
Studii a Zadavatel zada Zdravotnické zafizeni,
aby Studii provadélo.

NYNi S OHLEDEM NA SHORA UVEDENE,
Smluvni Strany se dohodly na uzavieni
Smiouvy v tomto znéni:

1. PROVADENi STUDIE

1.1. Soulad s pravnimi pfedpisy, nafizenimi a

Spravnou klinickou praxi
Misto provadéni klinického hodnoceni se
zavazuje, ze Misto provadéni Kklinického
hodnoceni a Studijni personal budou Studii
provadét ve Zdravotnickém zafizeni v
pfisném souladu s touto Smlouvou,
Protokolem a veSkerymi Platnymi pravnimi
predpisy a nafizenimi, zejména véetné GCP,
zak. €. 378/2007 Sb., o Ié€ivech a zmé&nach
nékterych souvisejicich zakond, v platném
znéni (,Zakon o lécivech®) a vyhladky C¢.
226/2008 Sb., ospravné Klinické praxi
a bliz§ich podminkach klinického hodnoceni
léCivych pfipravku, v platném znéni, zak. €.
372/2011 Sh., o zdravotnich sluzbach
a podminkach jejich poskytovani, v platném
znéni (,Zakon o zdravotnich sluzbach®)
nebo jakychkoli naslednych pozménujicich &i
podstatné nahrazujicich pravnich pfedpist ve
vztahu ke shora uvedenym pravnim normam
(spole¢né ,Prislusné pravni predpisy®).
Misto provadéni klinického hodnoceni a
Studijni personal berou na védomi, Ze
spoleCnost IQVIA a Zadavatel a jejich
pfisludné pfidruZené spoleénosti jsou povinny
dodrzovat ustanoveni (i) zakona USA o
zdkazu korupCnich praktik v zahrani€i
(FCPA), (i)  protikorupéniho  zakona
Spojeného kralovstvi a (iii) pfipadnych dalSich
platnych predpis zakazujicich korupéni
praktiky.

1.2. Formulaf informovaného souhlasu

Misto provadéni klinického hodnoceni
pfedem zajisti pisemny souhlas kazdého
Subjektu studie s ucasti ve Studii i se
zpracovanim  osobnich  udaju  vcetné
zvefejiovani, predavani a zpracovavani
Udajli  shromazdénych podle Protokolu v
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http://www.sukl.cz/act-on-pharmaceuticals

Subject including the public disclosure,
transfer and processing of data collected in
accordance with the Protocol, in compliance
with Applicable Data Protection Laws. For that
purpose, the Investigator agrees to use an
informed consent form that has been
delivered and approved by Sponsor and is in
accordance with Applicable Laws and
Regulations and the requirements of the
Institutional Review Board (“IRB”) or
Independent Ethics Committee (“IEC”) that is
responsible for reviewing the Study and which
will be provided by Sponsor to the Site. The
informed consent form will provide information
about rights of patients and data processing
according to applicable data protection
provisions. The informed consent form will
also designate Site as the point of contact for
any data protection related requests
concerning Site or Sponsor in connection with
the Study and Site will be primarily
responsible to handle such requests
(including sharing such requests with
Sponsor, where required) and communicate
with patients; Sponsor will provide reasonable
assistance where required to ensure
compliance with patients' rights under
Applicable Data Protection Laws.

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) maintain and  store
Medical Records and Study
Data in a secure manner with
physical and electronic access
restrictions, as applicable and
environmental controls
appropriate to the applicable
data type and in accordance
with  Applicable Laws and
Regulations and industry
standards; and

souladu s Platnymi zakony na ochranu
osobnich udajd. ZkousSejici souhlasi s tim, ze
k tomuto ucelu bude pouzivat formular
informovaného souhlasu ve znéni dodaném a
schvaleném Zadavatelem, ktery je v souladu
s Platnymi pravnimi pfedpisy a nafizenimi a
pozadavky nezavislé etické komise (,NEK®),
jez je zodpovédna za kontrolu Studie, a ktery
Mistu provadéni Kklinického hodnoceni
poskytne Zadavatel. Formulaf informovaného
souhlasu bude uvadét informace o pravech
pacientll a o zpracovani udaju v souladu s
ustanovenimi Platnych pravnich pfedpist na

ochranu osobnich udaju. Formular
informovaného souhlasu také stanovi Misto
provadéni  klinického  hodnoceni  jako
kontaktni misto, které bude vyfizovat

pfipadné pozadavky spojené s ochranou
osobnich udaji tykajici se Mista provadéni
klinického hodnoceni nebo Zadavatele v
souvislosti se Studii, a Misto provadéni
klinického  hodnoceni bude  primarné
zodpovédné za vyfizovani téchto pozadavki
(v€etné jejich prfedavani Zadavateli dle
potfeby) a za komunikaci s pacienty;
Zadavatel poskytne v pfipadé potieby
prislusnou soucinnost, aby zajistil dodrzovani
prav pacientd podle Platnych pravnich
predpist na ochranu osobnich udaja.

1.3. Zdravotni _zaznamy a Studijni data a
udaje

1.3.1. Shromazdovani, ulozeni a
likvidace: Misto provadéni
klinického hodnoceni zajisti

promptni, Uplné a presné

shromazdovani,
zaznamenavani a
klasifikacni roztfidéni

Zdravotnich zaznami a
Studijnich dat a udaju.

Misto provadéni klinického hodnoceni

bude:
M vést a ukladat Zdravotni
zaznamy a Studijni data a udaje
bezpeénym zpusobem s
omezenim fyzického [
elektronického  pfistupu, dle

podminek konkrétniho pfipadu a s
kontrolou prostfedi pfislusnou pro
konkrétni typ dat a udajl v souladu
s Platnymi pravnimi pfedpisy a
nafizenimi a oborovymi normami;
a
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(i) protect the  Medical
Records and Study Data from
unauthorized use, access,
duplication, and disclosure. If
directed by Sponsor, Site will
submit Study Data using the
electronic system provided by
Sponsor or its designated
representative and in
accordance with Sponsor’s
instructions for electronic data
entry. Site shall prevent
unauthorized access to the
Study Data by maintaining
physical security of the
electronic system and
ensuring that Study Staff
maintain the confidentiality of
their passwords. Investigator
agrees to collect all Study
Data in Medical Records prior
to entering it into the CRF. Site
shall ensure the prompt
submission of CRFs; and

(iii) retain the Medical
Records and Study Data for
a minimum of twenty-five
(25) years from the Site's
close out visit or for the
duration required by
Applicable Laws and
Regulations, whichever is
longer. In compliance with
Sponsor’s obligations under
ICH GCP, Sponsor shall
notify Site in writing if the 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 Site has not
been notified by Sponsor
otherwise, Site shall contact
Sponsor through the email
address
archive@merckgroup.com
and comply with any
instruction from Sponsor to
transfer the Study Data, duly
sealed, to a third party

(ii) chranit Zdravotni
zaznamy a Studijni data a udaje
proti neopravnénému zneuziti,
pfistupu, kopirovani ¢&i odhaleni.
Bude-li to Zadavatel pozadovat,
predlozi Misto provadéni
klinického hodnoceni Studijni data
a udaje za pouziti elektronického
systému pro elektronicky zaznam
dat, ktery mu Zadavatel nebo jim
uréeny zastupce poskytne, a to v
souladu s pokyny Zadavatele pro
elektronicky zaznam dat. Misto
provadéni klinického hodnoceni
zabrani neopravnénému pfistupu
ke Studijnim datim a udajim
zajisténim  fyzické bezpecnosti
elektronického systému a dale
zajisti, aby Studijni personal jemu
pfidélena pfistupova hesla
zachovaval v davérném rezimu.
ZkousSejici souhlasi, ze shromazdi
veskeré Studijni data a udaje
obsazené ve Zdravotnich
zdznamech pred jejich vloZenim
do CRF. Misto provadéni
klinického hodnoceni  zajisti
neprodlené predkladani CRF; a

(iii) uchova Zdravotni
zaznamy a Studijni data a udaje
minimalné po dobu dvaceti péti
(25) let od uzaviraci navstévy v
Misté provadéni klinického
hodnoceni nebo po dobu
vyzadovanou Platnymi pravnimi
predpisy a nafizenimi podle toho,
ktera lhdta je delSi. V souladu s
povinnostmi Zadavatele podle ICH
GCP za8le Zadavatel Mistu
provadéni klinického hodnoceni
pisemné oznameni v pfipadé, ze
Studijni data a udaje jiZ nebudou
nadéle potfeba, i kdyz dosud
neuplynula minimalni doba jejich
uchovavani dohodnutda v této
Smilouvé. Pokud minimalni doba
uchovavani uplyne a Misto
provadéni klinického hodnoceni
do té doby od Zadavatele neobdrzi
Zadné jiné vyrozuméni, obrati se
na Zadavatele e-mailem na adresu
archive@merckgroup.com a bude
se Fidit pokynem Zadavatele, aby
fadné zabezpe&ena Studijni data a
Udaje na Zadavatelovy ndaklady
pfedalo tfeti strané urCené
Zadavatelem, a to v souladu
s PrisluSnymi pravnimi pfedpisy,
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appointed by Sponsor at
Sponsor's  expense in
accordance with the
applicable legislation, if
permited. If Site does not
receive a response from
Sponsor after sixty (60) days
from the date the email was
sent, Site is allowed to
destroy the Study Data. In
case Institution will be
closed or no longer available
for record retention for any
reason, Site must notify
Sponsor in writing at least
sixty (60) days in advance
and perform any instruction
to transfer the 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 circumstances shall
Site be allowed to destroy
the Study Data before the
minimum retention period
unless Site receives express
written  instruction ~ from
Sponsor in this regard.

In case of termination of Investigator
employment relationship, the
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 Agreement for
maintaining the Medical Records and
Study Data.

1.3.2. Ownership. Institution shall retain and

store Medical Records in its ownership.
The Institution and the Investigator will
assign to Sponsor all of their rights, title
and interest, including intellectual
property rights, to all Confidential
Information (as defined below). For the
avoidance of doubt, the Study Data shall
be and remain the sole and exclusive
property of the Sponsor or of such party
as the Sponsor may designate, as the
case may be.

Subject to Applicable Laws and
Regulations Sponsor shall be the sole

pokud to umozniuji. Jestlize Misto
provadéni klinického hodnoceni
nedostane od Zadavatele
odpovéd po Sedesati (60) dnech
od odeslani e-mailu, mize Studijni
data a Udaje zlikvidovat. V
pfipadé, Ze Zdravotnické zafizeni
bude uzavfeno nebo jiz nebude z
jakéhokoli ddvodu pro ukladani
zaznamu k dispozici, Misto
provadéni klinického hodnoceni
musi Zadavatele pisemné
informovat nejméné Sedesat (60)
dnid pfedem a podle pokynu
Zadavatele  provést  predani
Studijnich dat a Udaji. Veskeré
dotazy ¢&i pozadavky ohledné
uchovavani zaznaml Ize kdykoli
bé&hem doby uchovavani zasilat na
e-mailovou adresu
archive@merckgroup.com, av3ak
Misto provadéni klinického
hodnoceni nebude za Zadnych
okolnosti smét Studijni data a
Udaje znicit jesté pred uplynutim
minimalni doby uchovavani, pokud
k tomu nedostane vyslovny
pisemny pokyn od Zadavatele.

V pfipadé ukon€eni pracovnépravniho
poméru Zkou3ejiciho bude odpovédnost
za vedeni Zdravotnich zaznamd a
Studijnich dat a udaju ur¢ena v souladu s
Platnymi pravnimi pfedpisy a nafizenimi,
avSak Zdravotnické zafizeni se v zadném
pfipadé nezprosti svych povinnosti, jez
mu plynou z této Smlouvy ve vztahu k
vedeni Zdravotnich zaznamu a Studijnich
dat a udaja.

1.3.2. Vlastnictvi. Zdravotnické zafizeni si

ponecha ve svém vlastnictvi a bude
uchovavat Zdravotni zaznamy.
Zdravotnické zafizeni a ZkouSejici timto
pfevadéji na Zadavatele veSkera sva
prava, naroky a tituly v€etné prav
duSevniho  vlastnictvi ke  vSem
Duvérnym informacim (definovanym
nize). Aby se predeslo pochybnostem,
plati, ze Studijni data a udaje jsou a
zUstanou vyhradnim vlastnictvim
Zadavatele nebo pfipadné takové
osoby, kterou Zadavatel urci.

S vyhradou Platnych pravnich pfedpist
a nafizeni plati, Ze Zadavatel bude
jedinym vlastnikem veskerych
biologickych vzorkd ziskanych ve Studii
(dale jen ,Vzorky“). Misto provadéni
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owner of any biological samples
("Samples") obtained in the study. Site
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 shall, as instructed by Sponsor,
either return, at Sponsor’'s expense,all
Samples to the Sponsor or destroy the
Samples in accordance with Sponsor's
instructions and Applicable Laws and
Regulations.

1.3.3. Access, Use, Monitoring and
Inspection. Site shall provide original
or copies (if the originals cannot be
provided) of all Study Data to Sponsor
for Sponsor’s use in accordance with
applicable law. Site shall afford
Sponsor and its representatives and
designees reasonable access to Site’s
facilities and to Medical Records and
Study Data so as to permit Sponsor
and its representatives and designees
to monitor the Study and compliance
with this Agreement.

The Site agrees to cooperate with the
representatives of Sponsor who visit the
Site, and the Site agrees to ensure that
the employees, agents and
representatives of the Site do not
harass, or otherwise create a hostile
working  environment  for  such
representatives.

The Site shall immediately notify Sponsor
of, and provide Sponsor copies of, any
inquiries, correspondence or
communications 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 IQVIA
with a copy of any inspection report
pertaining to the services provided under

klinického hodnoceni bude
shromazdovat, uchovavat, analyzovat a
pouzivat tyto  Vzorky  vyhradné
v souladu s Protokolem zpUsobem,
ktery bude vsouladu s formulafi
informovaného souhlasu. Po dokon&eni
nebo ukonceni Studie nebo na zadost
Zadavatele dfive Misto provadéni
klinického hodnoceni bud vrati vSechny
Vzorky Zadavateli, nebo je zni¢i podle
pokynl Zadavatele a podle Platnych
pravnich predpisli a nafizeni, a to na
naklady Zadavatele.

1.3.3. Pfristup, pouziti, monitoring a kontrola.
Misto provadéni klinického hodnoceni
poskytne originaly (pfipadné kopie,
pokud nelze poskytnout originaly)
vSech Studijnich dat a udaju
Zadavateli pro jeho potieby v souladu
s platnymi pravnimi predpisy. Misto
provadéni  klinického  hodnoceni
umozni Zadavateli a jeho zastupciim a
povéfenym osobam  odpovidajici
pfistup do prostor a zafizeni Mista
provadéni klinického hodnoceni a k
Zdravotnim zaznamdm a Studijnim
datim a udajum, aby umoznilo
Zadavateli a jeho zastupcim a
povéfenym osobam provadéni
monitoringu Studie a dodrzovani
ustanoveni této Smiouvy.

Misto provadéni klinického hodnoceni
souhlasi, Zze bude spolupracovat se
zastupci Zadavatele, ktefi Misto
provadéni klinického hodnoceni
navstivi, a Misto provadéni klinického
hodnoceni souhlasi, ze zajisti, aby
zameéstnanci a  zastupci Mista
provadéni klinického hodnoceni nekladli
jakékoli pfekazky ¢&i jakkoli jinak
nevytvareli nepfiznivé pracovni
podminky pro takové zastupce.

Misto provadéni klinického hodnoceni
neprodlené vyrozumi spole¢nost
Zadavatele, a v téze souvislosti
Zadavateli poskytne veSkeré kopie, o
jakékoli  zadosti, korespondenci i
komunikaci pfijaté Ci zaslané jakémukoli
statnimu/spravnimu &i kontrolnimu Gfadu
vztahujici se ke Studii, zejména o
Zadostech ¢&i oznamenich o kontrole
prostor a zafizeni Mista provadéni
klinického hodnoceni, a Misto provadéni
klinického hodnoceni umozni Zadavateli,
aby se takovych kontrol zucastnil. Misto
provadeéni klinického hodnoceni vyvine
nezbytné usili za u€elem oddéleni, nikoli
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this Agreement. Site shall allow Sponsor
the opportunity to comment on any
responses concerning Sponsor’s studies
prior to their submission to the
governmental or regulatory authority and
to receive a copy of the final submitted
response.

Sponsor/IQVIA themselves or through
their designated representatives will
inform the Institution through the
Department of Clinical Trials of the
planned date of the initiation and
termination visit, audit and the date of
commencement and termination of

atient recruitment via email sent to
D rurthormore
Sponsor or IQVIA are obliged to carry out
the above-mentioned visits during regular
working hours of the Institution by mutual
agreement with the Investigator, or an
authorized employee of the Institution.
Sponsor/IQVIA agree that, in addition to
the Investigator, another authorized
employee of the Institution will participate
in these visits, if necessary.

vSak odhaleni Ci zpfistupnéni, veSkerych
Dlvérnych informaci, jejichz odhaleni Ci
zpfistupnéni neni b&hem téchto kontrol
vyzadovano. Misto provadéni klinického
hodnoceni poskytne spole€nosti IQVIA
kopii pfipadné inspekéni zpravy tykajici
se sluzeb poskytovanych podle této
Smlouvy. Misto provadéni klinického
hodnoceni umozni Zadavateli vyjadrit se
k pfipadnym odpovédim tykajicim se

studii Zadavatele pfed odeslanim
odpovédi statnimu nebo kontrolnimu
Ufadu a poSle mu kopii prfedlozené
kone&né verze odpovédi.

Zadavatel/IQVIA sami nebo
prostfednictvim svych povéfenych

zastupcl budou informovat Zdravotnické
zarizeni prostfednictvim Oddéleni
klinickych studii o planovaném terminu
iniciaéni a ukonCovaci navstévy, auditu a
dale o datu zahajeni a ukon&eni naboru
pacient( prostfednictvim emailu
zaslaného na adresu

. Zadavatel nebo
IQVIA jsou déale povinni provadét vyse
uvedené navstévy v bézné pracovni dobé
zdravotnického zafizeni po vzajemné
domluvé se ZkouSejicim, pfipadné
povéfenym pracovnikem zdravotnického

1.3.4. License. Sponsor hereby grants to zafizeni. Zadavatel/IQVIA souhlasi, Ze se
Institution a perpetual, non-exclusive, téchto navstév bude v pfipadé potfeby
nontransferable, free of charge license, ucastnit kromé ZkouSejiciho i dalsi
without right to sublicense, to use Study povéfeny pracovnik  Zdravotnického
Data (i) subject to the obligations set forth zarizeni.
in Section 3 “Confidentiality”, for internal,
non-commercial research and for | 1.3.4. Licenéni opravnéni. Zadavatel timto
educational purposes, and (i) for Zdravotnickému zafizeni poskytuje trvalé,
preparation of publications in accordance nevyhradni, nepfevoditelné, bezplatné
with Section 5 “Publication Rights”. licenéni opravnéni, bez prava udéleni

sublicence, k uziti Studijnich dat a udaju

1.3.5. Both Sponsor and IQVIA acknowledge (i) v souladu se zavazky stanovenymi v
and agree that the medical records of the ¢lanku 3 ,Davérny rezim®“ pro vnitfni
Study Subjects is and shall remain the ucely, vyzkum nekomeréniho charakteru
property of the Institution, even after the a pro edukativni u€ely a (ii) pro pfipravu
completion of the Study. publikaci v souladu s &lankem 5 ,Prava na

zverejnéni*.
1.3.5. Zadavatel i IQVIA berou na védomi a
souhlasi, ze zdravotnicka dokumentace

1.3.6. Survival. This Section 1.3 “Medical Subjektu studie je, a i po ukongeni Studie
Records and Study Data” shall survive zUstava majetkem Zdravotnického
termination or expiration of this zafizeni.

Agreement.
1.3.6. Pretrvavajici platnost. Tento ¢lanek 1.3
.Zdravotni zaznamy a Studijni data a
1.4. Duties of Investigator udaje” zlstane zavazny i v pfipadé
Investigator is responsible for the ukonceni ¢€i vyprSeni platnosti této
conduct of the Study at Institution. In Smlouvy.
MerckAlliance_Czech Republic_ CTA_14Jan2020 10
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1.5.

1.6.

particular, but without limitation, it is the
Investigator's duty to comply with the
local product label of use or other
approved documents in accordance with
Applicable Laws and Regulations, to
ensure that all required reviews and
approvals by applicable regulatory
authorities and ECs are obtained. The
Investigator is responsible prior to
commencement of the Study to review all
CRFs to ensure their accuracy and
completeness.

Investigator agrees to provide a written
declaration  revealing Investigator's
possible economic or other interests, if
any, in connection with the conduct of the
Study or the Sponsor’s product.

Investigator agrees to provide 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.

Replacement of Investigator

Site agrees to provide prompt advance
notice to Sponsor if Investigator will be
terminating its employment relationship
in the Institution or is otherwise no longer
able to perform the Study. The
appointment of a new Investigator must
have the prior approval of Sponsor.

Trial Results (“TRS”)

At the end of the Study, approximately
twelve (12) months after the last Study
Subject last visit for the overall Study,
Sponsor will develop a summary of the
trial 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 the TRS to the Site or
provide the link to the public website
where the TRS will be located. The Site
or designee will be responsible to mail
the TRS or provide the link to the Study
Subjects or provide it to the Study

1.4.

1.5.

1.6.

Povinnosti Zkousejiciho

Zkousejici je odpovédny za provadéni
Studie ve Zdravotnickém zafizeni.
Povinnosti ZkousSejiciho je zejména
dodrzovat mistné schvaleny zpusob
podavani pfipravku ¢&i dalSi schvalené
dokumenty v souladu s Plathymi
pravnimi pFedpisy a nafizenimi, aby
zajistil ziskani veSkerych pozadovanych
posudki a schvaleni od pfislusnych
kontrolnich Ufadu a EK. Pfed zahajenim
Studie se ZkouSejici zavazuje, Ze zajisti,
aby byly zkontrolovany  vSechny
formulafe CRF tak, aby byla zajisténa
jejich spravnost a uplnost.

ZkouSejici  souhlasi, Zze poskytne
pisemné prohlaseni vztahujici se k
potencialnim  zajmim  ZkousSejiciho
ekonomickeé ¢€i jiné povahy v souvislosti s
provadénim této Studie &i ve vztahu k
Zadavatelové pfipravku.

ZkousSejici  souhlasi, ze poskytne
pisemné prohlaSeni, jez bude vefejné
odhalovat pfipadné zavazky
ZkouSejiciho  vi¢i  Zdravotnickému
zarizeni v souvislosti s provadénim
Studie a Zadavatelovym pfipravkem.

Nahrazeni ZkouSejiciho

Misto provadeéni klinického hodnoceni se
zavazuje, ze bude  Zadavatele
neprodlené pfedem informovat v
pfipadé, ze ZkouSejici ukonéi pracovni
pomér ve Zdravotnickém zafizeni, Ci
nebude-li Zkousejici z jakéhokoli jiného

dlvodu schopen Studii provadét.
Ustanoveni nového Zkou$ejiciho bude
podléhat pfedchozimu schvaleni
Zadavatele.

Vysledky klinického hodnoceni (,VKH®)

Na konci Studie, pfiblizné dvanact (12)
mésicu po posledni navstévé posledniho
Subjektu studie v celé Studii, vypracuje
Zadavatel prehled vysledkld klinického
hodnoceni, ktery poskytne Subjektliim
studie. VKH budou interpretovat
odborné vysledky ve shadno
srozumitelném jazyce. Zadavatel se s
Mistem provadéni klinického hodnoceni
domluvi na potfebném poctu vytiskd a
prekladu tohoto pfehledu. Na zakladé
informaci poskytnutych Mistem
provadéni klinického hodnoceni zasle
Zadavatel pfimo nebo prostfednictvim
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Subjects directly if applicable at the
expense of the Sponsor.

1.7. Adverse Events

The Investigator shall report adverse
events and serious adverse events as
directed in the Protocol and by Applicable
Laws and Regulations. The Investigator
has to undertake all efforts to support
Sponsor in its efforts to follow-up on any
adverse events in a timely manner, for
serious adverse events immediately
within twenty-four (24) hours. The Site
shall comply with its LEC reporting
obligations. The Sponsor is responsible
for any reporting obligations as marketing
authorization holder towards national
competent authorities, in accordance with
Applicable Laws and Regulations.

Sponsor will promptly report to the Site,
the Site’'s LEC, 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 Site’s LEC approval to
continue the Study.

1.8. Use and Return of Equipment

Any equipment and material, supplied by
Sponsor or its authorized representative,
shall remain the sole and exclusive
property of Sponsor. The Site shall return
or discard, any equipment or materials
provided by Sponsor for use in the Study
upon Sponsor’s instruction at Sponsor’s
expense.

If any equipment for conducting the Study
is provided by Sponsor or IQVIA, a
separate loan agreement will be
concluded.

1.9. Key Enroliment Date

svého smluvniho dodavatele poStou
vytisky VKH Mistu provadéni klinického
hodnoceni nebo mu poskytne odkaz na
vefejné pfistupny web, kam budou VKH
umistény. Misto provadéni klinického
hodnoceni nebo jim povéfena osoba
bude zodpovidat za rozeslani VKH
Subjektim studie nebo je Subjektim
studie pfipadné pfimo pfeda, a to na
naklady Zadavatele.

1.7.Nezadouci pfihody

ZkouSejici ozndmi neZadouci pfihody a
zavazné nezadouci prihody v souladu s
pozadavky Protokolu a Platnymi pravnimi
pfedpisy a nafizenimi. ZkouSejici musi
vyvinout veSkerou snahu, aby pfispél k
usili Zadavatele v€as zaznamenat
v8echny nezadouci pfihody, v pfipadé
zavaznych nezadoucich pfihod okamzité
do dvaceti ¢tyf (24) hodin. Misto
provadéni klinického hodnoceni bude
jednat v souladu s oznamovacimi
povinnostmi vyzadovanymi jeho EK.
Zadavatel odpovida za  veskeré
ohlasovaci povinnosti drzitele rozhodnuti
o registraci v¢i pFisluSnym vnitrostatnim
Ufadum v souladu s Platnymi pravnimi
pfedpisy a nafizenimi.

Zadavatel bez zbyte€ného odkladu
vyrozumi Misto provadéni klinického
hodnoceni a EK Mista provadéni
klinického hodnoceni ohledné jakéhokoli
zjisténi, jez by mohlo ovlivnit bezpe€nost
ucastnikd ¢&i jejich ochotu pokracovat v
UCasti ve Studii, mit vliv na provadéni
Studie &i zmeénit souhlas EK Mista
provadéni klinického hodnoceni s
pokracovanim Studie.

1.8. Pouziti a vraceni vybaveni

V8echno vybaveni a material dodané
Zadavatelem nebo jeho opravnénym
zastupcem zustane vyhradnim
vlastnictvim Zadavatele. Misto provadéni
klinického hodnoceni vrati nebo zlikviduje
na naklady Zadavatele ve3keré vybaveni
¢i materidly poskytnuté Zadavatelem k
pouziti ve Studii podle pokynl
Zadavatele.

Pokud bude ze strany Zadavatele nebo
IQVIA poskytnuto jakékoliv vybaveni pro
provedeni Studie, bude o tom uzaviena
samostatna smlouva o vypujcce.
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The Site understands and agrees that if
Site has not enrolled at least one (1) Study
Subject by the Key Enroliment 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
Regulation (EU) No 536/2014 or 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 soon as
practically  possible, but in any
circumstance no later than within forty-
eight (48) hours of its awareness that a
serious breach has occurred. Site also
agrees to provide any follow up
information to the initial report which might
be requested from Sponsor.

2. PAYMENT

In  consideration for the proper
performance of the Study by Site in
compliance with the terms and conditions
of this Agreement, payments shall be
made in accordance with the provisions
set forth in Attachment A, with the last
payment being made after the Site
completes all its obligations hereunder,
and Sponsor has received all properly
completed CRFs and, if Sponsor
requests, all other Confidential
Information (as defined below). The
estimated value of financial payment
under this Agreement shall be
approximately five hundred and ten
thousand Czech koruna CZK 510,000.00.

1.9.KliCové datum zafazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, ze v pfipadé, ze
Misto provadéni klinického hodnoceni
nezaradi alespon jeden (1) Subjekt studie
ke Klicovému datu zafazeni, bude
Zadavatel opravnén ukongit tuto Smlouvu
v souladu s clankem 14 ,Platnost a
ukonleni  platnosti“.  Zadavatel je
opravnén zafazovani v kterykoli okamzik
omezit.

1.10. Zprava o zavaznych poruSenich
Misto provadéni klinického hodnoceni
bere na vé&domi, Ze smérnice
Evropské agentury pro |éCivé pFipravky
(EMA) pro oznamovani zavaznych
poruseni nafizeni (EU) €. 536/2014 nebo
protokolu klinického hodnoceni stanovi
Zadavateli povinnost oznamovat kazdé
zavazné poruseni evropskym organiim do
sedmi (7) dnd od okamziku, kdy se o ném
Zadavatel nebo jeho dodavatelé dozvédi.
Pro ucely téchto pokynl se ,zavaznym
porusenim® rozumi poruseni, které muze
vyznamné ovlivnit bezpe€nost a prava
subjektu nebo spolehlivost a robustnost
udaju ziskavanych ze Studie.

Aby Zadavatel mohl plnit své zakonné
povinnosti, Misto provadéni Kklinického
hodnoceni se zavazuje, ze bude kazdé
zavazné poruSeni hlasit Zadavateli co
nejdfive to bude mozné, v kazdém
pfipadé vSak nejpozdéji do Ctyficeti osmi
(48) hodin od okamziku, kdy se 0 ném
dozvi. Misto provadéni klinického
hodnoceni se rovnéZz zavazuje, Ze
poskytne pfipadné daldi podklady k
pGvodnimu oznameni, pokud o né
Zadavatel pozada.

2. PLATBY

V souvislosti s fadnym pInénim Studie
Mistem provadéni klinického hodnoceni v
souladu s podminkami a ustanovenimi
této Smlouvy budou poskytovany platby
dle podminek a ustanoveni definovanych
v PFiloze A, pfi€emz posledni platba bude
uskute€néna poté, co Misto provadéni
klinického hodnoceni spini a dokondi
veSkeré zavazky, jez mu vyplyvaji z této
Smlouvy, a Zadavatel obdrzi veskeré
fadné vyplnéné CRF, a bude-li tak
Zadavatel vyzadovat, veSkeré dalSi
Duvérné informace (ve smyslu nize
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3.

DrugDev will receive invoices from
Institution and Investigator and process
payments unless otherwise agreed in
writing. Any queries regarding invoices
from Institution and Investigator or
payments should be directed to DrugDev
at the contact details outlined in
Attachment A.

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 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, and the Protocol;
and (i) Study enrollment information,
information pertaining to the status of the
Study, communications to and from
regulatory authorities, and Study Data
and Inventions (as defined in Section 4).

Confidential Information shall not include
information that:

(i) can be shown by documentation to
have been public knowledge prior to
or after disclosure by Sponsor, other
than through wrongful acts or

omissions attributable to
Investigator, Institution or any of its
personnel;

(i) can be shown by documentation to
have been in the possession of
Investigator, Institution or any of its
personnel prior to disclosure by
Sponsor, from sources other than
Sponsor that did not have an
obligation of confidentiality to
Sponsor;

3.

uvedené definice). Odhadovana hodnota
finanéniho plnéni na zakladé této
Smlouvy bude pfiblizné pét set deset tisic
Ceskych korun 510 000.00 K&.

Nebude-li pisemné& ujednano jinak,
faktury od Zdravotnického zafizeni a
ZkouSejiciho obdrzi a bude zpracovavat
spoleCnost DrugDev. Veskeré dotazy
ohledné faktur Zdravotnického zafizeni a
ZkouSejiciho nebo plateb je tfeba
sméfovat na spole¢nost DrugDev, jejiz
kontaktni udaje jsou uvedeny v PFiloze A.

DUVERNY REZIM

3.1 Definice
,D0vérné informace” znamenaji
informace duvérné a majetkové povahy
nalezejici Zadavateli a zahrnuji (i)

veskeré informace, jez byly
Zdravotnickému zafizeni, ZkouSejicimu i
kterémukoli Clenu personalu

Zdravotnického zafizeni zpfistupnény
Zadavatelem ¢Ci jeho jménem, zejména
informace o Zadavatelové pfipravku,
technické informace vztahujici se k
Zadavatelové pfipravku, veskeré
Existujici duSevni vlastnictvi (ve smyslu
definice uvedené v ¢lanku 4) Zadavatele
a Protokol; a (ii) informace vztahujici se k
procesu zafazovani do Studie, informace
vztahujici se k aktualnimu stavu Studie,
komunikaci s kontrolnimi ufady a ke
Studijnim datlim a udajim a Objevim (ve
smyslu definice uvedené v Clanku 4).

Davérné informace nezahrnu;ji:

() informace, u nichz lze na zakladé
pfislusné dokumentace prokazat, ze
byly vefejné znamy pfed okamZikem
¢i po okamziku jejich predani
Zadavatelem, aniZz by tim doslo k
jakémukoli protipravnimu jednani i

opominuti priCitatelnému
ZkouSejicimu, Zdravotnickému
zafizeni Ci  jakémukoli  jejich
zaméstnanci;

(ii) informace, u nichZ Ize na zakladé

pfislusné dokumentace prokazat, ze
byly v dispozici ZkouSejiciho,
Zdravotnického zarizeni Ci
jakéhokoli zaméstnance pred jejich
pfedanim Zadavatelem a byly
ziskany ze zdroji odliSnych od
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(iii) can be shown by documentation to
have been independently developed
by Investigator, Institution or any of
its personnel; or

(iv) is permitted to be disclosed by
written authorization from Sponsor.

3.2 Obligations
Site and Institution’s personnel, including

Study Staff, shall not:

0] use Confidential
Information  for  any
purpose other than the
performance  of the
Study, or

(ii) disclose Confidential
Information to any third
party, except as
permitted by this Section
3. or hy 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:

0] limit dissemination of
Confidential Information
to only those Study Staff
having a need to know for
purposes of performing
the Study;

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

Zadavatele, pficemz tyto =zdroje
nebyly vazany povinnosti zachovani
davérnosti vici Zadavateli;

(i)  informace, u nichZ Ize na zakladé
pfislusné dokumentace prokazat, ze
byly ZkouS$ejicim, Zdravotnickym
zarizenim & jakymkoli jejich
zaméstnancem zjistény nezavisle;
nebo

(iv) informace, jejichz zpfistupnéni Ize
provést na zakladé pisemného
svoleni Zadavatele.

3.2 Povinnosti
Misto provadéni klinického hodnoceni a
zaméstnanci Zdravotnického zafizeni
v€etné Studijniho personalu nebudou:
0] vyuzivat Duvérné
informace pro zadny jiny
ucel, nez k provadéni

Studie;

(ii) zpfistupfiovat Davérné
informace jakékoli ftreti
strang, s vyjimkou

opravnéni povoleného v
tomto ¢lanku 3 nebo
¢lanku 5 ,Prava na
zvefejnéni* nebo
povinnosti ulozené
zdkonem ¢i kontrolnim
Ufadem nebo na zakladé
pisemného svoleni
zpfistupriujici strany.

Za ucelem ochrany Duvérnych informaci
Misto provadéni klinického hodnoceni
souhlasi, ze:

0] omezi distribuci
Duvérnych informaci
pouze na ty Cleny
Studijniho personalu,
ktefi takové skutecnosti
potfebu;ji znat
v-souvislosti s

provadénim Studie;

(i) bude informovat
vSechny €leny Studijniho
personalu, kterym budou
Duavérné informace
odhaleny, zpfistupnény
¢i sdéleny, o duavérné
povaze takovych
informaci; a
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(i) use reasonable
measures to  protect
Confidential Information

from disclosure.

Nothing herein shall limit the right of Site
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 a 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.

Notwithstanding the foregoing, Institution,
Sponsor  hereby acknowledge that this
Agreement shall be published pursuant to Act
no. 340/2015 Sbh., on Agreements Register.
As and between the Parties, Institution
agrees to publish the Agreement pursuant to
the foregoing. Any information which
constitutes trade secret of either Party is
exempted from such publication. For the
purposes of this Agreement such trade
secrets include, but are not limited to, the
Protocol, the design of individual visits
described in the payment table/s in
Attachment A, the minimum enrollment goal,
expected number of Study subjects enrolled
and the expected duration of the Study.
Furthermore, personal data of the individuals
are also exempt from such publication. The
version of this Agreement intended for
publication will be sent to the Medical Facility
by e-mail from IQVIA.

The Institution is obliged to publish this
Agreement in accordance with the article
herein above. Should the Institution fail to
publish this Agreement within 5 working days
from the date of last signature, it may be
published by the Sponsor.

(iii) pfijme nezbytna opatfeni
za uCelem  ochrany
Dlvérnych informaci
pred odhalenim Ci
zpfistupnénim.

Zadné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinického hodnoceni zpfistupnit Studijni
data a udaje v povoleném rozsahu v
souladu s upravou uvedenou v ¢lanku 5
,Prava na zvefejnéni*.

3.3 Zakonem ulozené zpfistupnéni
V pfipadé, ze Zdravotnické zafizeni nebo
ZkouSejici lekar obdrzi oznameni i vyzvu
od ftfeti strany, ktera bude pozZadovat
odhaleni, sdéleni ¢&i zpfistupnéni jakékoli
Duvérné informace, pfijemce takové
vyzvy Zadavateli takovou skuteCnost
neprodlené oznami, aby mél Zadavatel
moznost uplatnit ochranné opatfeni Ci
jakykoli jiny vhodny napravny prostfedek.

Nebude-li mozné takové ochranné
opatfeni  uplatnit, sdéli  pfijemce
oznameni pouze takovou ¢ast Davérnych
informaci, kterou bude povinen

zpfistupnit ze zakona, a pozada, aby byla
pfi nakladani s D{vérnymi informacemi
zachovana jejich davérnost.

Bez ohledu na vy3e uvedené berou timto
Zdravotnické zafizeni a Zadavatel na
védomi, ze tato Smlouva bude uvefejnéna
podle zakona ¢&. 340/2015 Sbh., o registru
smluv. V ramci ujednani mezi smluvnimi
Stranami se Zdravotnické zafizeni zavazuje
uverejnit tuto Smlouvu v souladu s vySe
uvedenym. Uvefejnéni se nevztahuje na
informace, které predstavuji obchodni
tajemstvi nékteré ze smluvnich Stran. Pro
Uucely této Smlouvy takovd obchodni
tajemstvi zahrnuji mimo jiné Protokol,
rozvrzeni jednotlivych navstév, jak je
popsano v platebni tabulce (&i tabulkach) v
Pfiloze A, minimalni cilovy poCet zafazeni,
oCekavany pocet Subjektl zafazenych do
Studie a o€ekavané trvani Studie. Zvefejnéni
nepodléhaji také osobni udaje jednotlivych
0sob. Verze Smiouvy uréena
k uvefejnénibude Zdravotnickému zafizeni
zaslana e-mailem ze strany IQVIA.

Zdravotnické zafizeni je povinno uvefejnit
tuto Smlouvu v souladu s vySe uvedenym
¢lankem. Pokud Zdravotnické zafizeni
neuverejni tuto Smlouvu do 5 pracovnich dnu
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3.4 Return or Destruction

Upon termination of this Agreement or
upon any earlier written request by
Sponsor at any time, Site shall return to
Sponsor, or destroy, at Sponsor’s option,
all Confidential Information other than
Medical Records and Study Data, at
Sponsor’s expense.

3.5 Survival
This Section 3 “Confidentiality” shall
survive termination or expiration of this
Agreement for ten (10) years.

INTELLECTUAL PROPERTY

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 therein (collectively, “Pre-
existing Intellectual Property”), is not
affected by this Agreement, and no Party
or Sponsor shall have any claims to or
rights in any Pre-existing Intellectual
Property of another, except as may be
otherwise expressly provided in any other
written agreement between them.

4.2 Inventions

od data posledniho pospisu, miZze ji uverejnit
Zadavatel.

3.4 Vraceni nebo likvidace

Po ukonéeni platnosti této Smlouvy &i v
kterykoli dfivéjsi okamzik na zakladé
pisemného pozadavku Zadavatele, Misto
provadeéni klinického hodnoceni
Zadavateli vrati, pfipadné dle pozadavku
Zadavatele zlikviduje veSkeré D(vérné
informace s vyjimkou Zdravotnich
zaznamu a Studijnich dat a udajd, a to na
naklady Zadavatele.

3.5 Pretrvavaijici platnost
Tento ¢lanek 3 ,Dlvérny rezim® zlistane v
platnosti po deset (10) let v pfipadé
ukonceni platnosti &i pfi vyprSeni platnosti
této Smilouvy.

DUSEVNI VLASTNICTVI

4.1 Existujici duSevni vlastnictvi:
Vlastnictvi v8ech objevl, vynalez(,
autorskych dél a jinych vysledkd dusevni
¢innosti, jez existuji k Datu ucinnosti, a
dale veskeré patenty, autorskd prava,
obchodni tajemstvi a dalSi prava k
objektim dusevniho vlastnictvi s timto
souvisejici (spole¢né dale jen, ,Existujici
dusSevni vlastnictvi“) nejsou jakkoli
doteny touto Smlouvou a zadna Strana
ani Zadavatel nemaji naroky vici €i prava
k jakémukoli pfedmétu Existujiciho
dusevniho vlastnictvi jiné Strany, neni-li
tak vyslovné pisemné ujednano v jakékoli
pisemné dohodé mezi  Stranami
uzaviené.
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For purposes hereof, the term
“Inventions” means all inventions,
discoveries and developments conceived,
first reduced to practice or otherwise
discovered or developed by a Party or
Sponsor or any of such 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
Institution, the Investigator or any of their
personnel in performance of the Study.

4.3 Assignment of Inventions
Institution shall, and shall cause its
personnel to, disclose all Inventions
promptly and fully to Sponsor in writing,
and Institution, on behalf of itself and its
personnel, will assign 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 rights. Institution shall cooperate and
assist Sponsor by executing, and causing
its personnel to execute, all documents
reasonably necessary for Sponsor to
secure and maintain Sponsor's (or
Sponsor’s appointed affiliate’s) ownership
rights in Inventions.

4.4 Patent Prosecution

Site shall cooperate, at Sponsor’s request
and expense, with Sponsor's (or
Sponsor’s appointed affiliate’s)
preparation, filing, prosecution, and
maintenance of all patent applications and
patents for Inventions.

4.5 Survival

4.2 Objevy

Pojem ,Objevy“ znamena pro ucely této
Smlouvy vesSkeré objevy, vynalezy a
pfedméty vyvoje, jeZz byly vyvinuty,
uvedeny poprvé do praxe &i jakkoli jinak
vynalezeny &i rozvinuty smluvni Stranou
nebo Zadavatelem nebo jakymkoli
zaméstnancem ¢&i Clenem personalu
takového subjektu pfi provadéni Studie.
Zadavatel (nebo kterykoli pfidruzeny
subjekt povéreny Zadavatelem) bude
vlastnikem veskerych Objevd, jez budou
vyvinuty, uvedeny poprvé do praxe Ci
jakkoli jinak wvynalezeny ¢&i rozvinuty
Zdravotnickym zafizenim, ZkouSejicim Ci
jakymekoli jejich zaméstnancem &i ¢lenem
persondlu v souvislosti s provadénim
Studie.

4.3 Prevod prav k Objevim
Zdravotnické zafizeni se zavazuje, ze
odhali, zpfistupni ¢i sdéli veSkeré Objevy
a zajisti, aby tak wucinili i jeho
zaméstnanci, a to neprodlené a piné
Zadavateli v pisemné formé, a
Zdravotnické zafizeni, jménem svym a
jménem a v  zastoupeni svych
zaméstnancu, prevede na Zadavatele
(nebo na pfidruzeny subjekt povéfeny
Zadavatelem) veSkera sva prava, naroky
a zajmy k Objevaim, v€etné vSech patentd,
autorskych dél a jinych prav duSevniho
vlastnictvi k tomuto se vztahujicim, jakoZ i
veskera prava procesni povahy a naroky
na nahrady Skod a uzitky, jez jiz vznikly v
disledku  minulého ¢&i  souCasného
poruSeni shora  uvedenych  prav.
Zdravotnické zafizeni se zavazuje, ze
bude nalezité spolupracovat a poskytne
Zadavateli soudinnost a zajisti, aby jeho
zaméstnanci poskytli souc€innost pfi
vyhotoveni veskerych dokumentt
ddvodné Zadavatelem pozadovanych za
uCelem ochrany a zajiSténi vlastnickych
prav Zadavatele (nebo pfidruZzeného
subjektu povéfeného Zadavatelem) k
Objevim.

4.4 Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje, ze na vyzvu Zadavatele (nebo
pfidruzeného subjektu povéieného
Zadavatelem) a na jeho naklady s nim
bude spolupracovat pfi pfipravé, podani,
vedeni patentového Fizeni a udrzovani
vesSkerych patentovych pfihldSek a
patentl pro veSkeré Objevy.
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This Section 4 “Intellectual Property” shall
survive termination or expiration of this
Agreement.

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
under 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 (ii)
publishing Site Study Data first after the
primary source publication of the Sponsor is
made public. In addition, Institution and
Investigator agree to submit any proposed
publication or presentation to Sponsor’s,

email address:
MedicalCommunication@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
Study Data) or which may impair the
availability of patent protection for Inventions.
Sponsor shall have the right to require
Institution and/or 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.

4.5 Pretrvavajici platnost

Tento ¢lanek 4 ,DuSevni vlastnictvi®
zUstane v platnosti i v pfipadé ukonceni
platnosti i pfi vyprSeni platnosti této
Smiouvy.

PRAVA NA ZVEREJNENI

51 Publikovani a verejné

zpfistupnéni
V souladu s pozadavky tohoto ¢&lanku 5
(napfiklad Casova omezeni u
,Multicentrickych publikaci" (Elanek 5.2),

,Dlvérnost nepublikovanych udaju" (¢lanek
5.3)) budou mit Zdravotnické zafizeni a
ZkouSejici pravo publikovat nebo
prezentovat vysledky Studie dosazené v
Misté provadéni klinického hodnoceni, které
vyplyvaji z vlastnich aktivit Mista provadéni
klinického hodnoceni provadénych v ramci
této Smlouvy. Veskeré publikace nebo
prezentace zamysSlené Mistem provadéni
klinického hodnoceni museji byt v souladu s
védeckymi standardy tim, Ze budou (i)

uplatfiovat nejpfisnéjSi oborové normy,
napfiklad spravnou publikani praxi a
doporuéeni pro provadéni, referovani,

editovani a publikovani védecké prace v
Iékafskych odbornych Casopisech
Mezinarodniho vyboru vydavatell Iékafskych
Casopisy (ICMJE) v aktualni verzi a (ii)
publikovat Studijni data a udaje Mista
provadéni klinického hodnoceni az poté, co
bude Zadavatelem zvefejnéna primarni
zdrojova publikace. Zdravotnické zafizeni a
ZkouSejici se nadto  zavazuji, Zze
navrhovanou publikaci nebo prezentaci
predlozi Zadavateli e-mailem

na adrese:
MedicalCommunication@merckgroup.com

za UucCelem posouzeni ve lhaté alespon
Sedesati (60) dnu pred predloZenim jakékoli
takové navrhované publikace pfislusnému
vydavateli & pfed jejich navrhovanou
prezentaci. Do Sedesati (60) dn od doruceni
upozorni Zadavatel pisemné Zdravotnické
zafizeni, respektive  ZkouSejiciho na
pfipadné informace obsazené v publikaci
nebo prezentaci, které jsou soucasti
Davérnych informaci (jinych nez Studijnich
dat a udajl) nebo které mohou omezit
dostupnost patentové ochrany pro Objevy.
Zadavatel bude opravnén pozadovat v(ci
Zdravotnickému zafizeni a/nebo Zadavateli,
vzdy dle podminek konkrétniho pfipadu,
odstranéni definovanych informaci
oznaCenych jako D(vérné informace (jez
jsou odliSné od Studijnich dat a idajli) a/nebo
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5.2 Multi-Center Publications

If the Study is a multi-center study, Institution
and Investigator agree that they shall not,
without the Sponsor’s prior written consent,
independently publish, present or otherwise
disclose any results of or 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 accordance 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 Section 5.3 “Confidentiality of
Unpublished Data”.

5.3 Confidentiality  of

Data
Institution and Investigator acknowledges
and agrees that Study Data that is not
published, presented or otherwise disclosed
in accordance with Section 5.1 or Section 5.2
(“Unpublished Data”) shall be subject to the
provisions on Confidential Information
according to Section 3 of this Agreement, and
Institution and Investigator shall not, and shall
require their personnel 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.

Unpublished

5.4 Media Contacts

pozadovat odloZeni navrhované publikace Ci
prezentace po dobu dodate¢nych Sedesati
(60) dnu, aby umoznil Zadavateli uplatnéni
patentové ochrany ve vztahu k takovym
Objeviim.

5.2 Multicentrické publikace

Jedna-li se o multicentrickou studii,
Zdravotnické zafizeni a ZkouSejici se
zavazuji, ze bez pFedchoziho pisemného
souhlasu Zadavatele nebudou nezavisle
publikovat, prezentovat ani jinak
zpfistupfiovat zadné vysledky aktivit Mista
provadeéni klinického hodnoceni
provadénych na zakladé této Smlouvy ani
informace, které se téchto aktivit tykaji,
dokud nebude zvefejnéna multicentricka
publikace. V pfipadé, Ze multicentrickou
publikaci koordinuje Zadavatel, bude o uc€asti
ZkouSejiciho jako jmenovité uvedeného
autora rozhodnuto v souladu s postupy
Zadavatele, poZzadavky vydavatele a obecné
pfijimanymi standardy autorstvi. Nebude-li
multicentricka publikace vydana do osmnacti
(18) mésicu od dokonc&eni Studie a uzamdéeni
databaze ve vS8ech vyzkumnych centrech
nebo dfivéjsiho ukonceni &i ustoupeni od
Studie, budou mit Zdravotnické zafizeni a
ZkouSejici pravo publikovat a prezentovat
vysledky Studie, které vyplyvaji z vlastnich
aktivit Mista provadéni klinického hodnoceni
provadénych v ramci této Smlouvy, v€etné
Studijnich dat a udajl, avSak pouze v
souladu s védeckymi standardy a poZzadavky
ohledné jejich pfedkladani uvedenymi v Casti
5.1 a v souladu s ustanovenimi v &asti 5.3
,Duvérnost nepublikovanych udaju”.

53 Dlvérnost nepublikovanych

udajd

Zdravotnické zafizeni a ZkousSejici berou na
védomi a souhlasi s tim, Ze Studijni data a
udaje, jez nebudou publikovany,
prezentovany €i jinak zpfistupnény v souladu
s Clankem 5.1 nebo ¢&lankem 5.2
(,Nepublikované udaje"), budou podiéhat
ustanovenim o Davérnych informacich podle
Clanku 3 této Smlouvy a Zdravotnické
zafizeni a Zkousejici nebudou
Nepublikované udaje poskytovat zadnému
jinému centru, které se Studie ucastni, ani
Zadné tfeti strané podrobnéji, nez mohou byt
tyto Gdaje zpfistupnény v publikacich,
prezentacich nebo jinych formach vefejného
zpfistupnéni pfipravenych v souladu s ¢lanky
51 nebo 5.2. Zdravotnické zafizeni a
ZkouSejici budou také vyzadovat, aby tuto
zasadu dodrzovali jejich zaméstnanci.
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Institution and Investigator shall not, and
shall ensure that Institution’s personnel do
not, engage in interviews or other contacts
with the media, including but not limited to
newspapers, radio, television and the
Internet, 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, Regqistry and
Reporting

No Party hereto shall use any other
Party’s name, or IQVIA’'s name, in
connection  with any  advertising,
publication 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 and 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 by Applicable Laws and
Regulations.

5.6 Survival

This Section 5 “Publication Rights” shall
survive termination or expiration of this
Agreement.

PERSONAL DATA

6.1 Study Team Member Personal
Data

Both prior to and during the course of the
Study, the Investigator and his/her teams
may be called upon to provide personal
data as defined in Applicable Data
Protection Laws. This data falls within the
scope of the law and regulations relating
to the protection of personal data, in
particular Act No. 110/2019 Coll., on
Processing of personal data, as amended

5.4 Kontakty s médii

Zdravotnické zafizeni a Zkousejici
nebudou v souvislosti se  Studii,
Zadavatelovym pfipravkem, Objevy nebo
Studijnimi daty a udaji poskytovat zadné
rozhovory ani jiné formy kontaktd s médii,
zejména s vydavateli novin, provozovateli
rozhlasového vysilani, provozovateli
televizniho vysilani a spole¢nostmi
pUsobicimi na internetu, bez pfedchoziho
pisemného svoleni Zadavatele a zajisti,
aby tak necinili ani zaméstnanci
Zdravotnického zafizeni. Toto ustanoveni
nebrani moznosti publikovat Ci
prezentovat Studijni data a uadaje v
souladu s timto ¢lankem.

55 PouZiti nazvu &i jména, registrace
a oznamovani

Z4dna Strana této Smlouvy neni
opravnéna pouzit jména &i nazvu jiné
Strany ani spole¢nosti IQVIA v souvislosti
s jakoukoli reklamni ¢&innosti, k
publikaénim ¢&i propagacénim ucéelim bez
pfedchoziho pisemného svoleni, s
vyjimkou pfipadd, kdy Zadavatel bude
opravnén pouzit nazvu Mista provadéni
klinického hodnoceni v souvislosti s
publikacemi tykajicimi se Studie a v rdmci
komunikace v€etné& webovych stranek
vénovanych klinickym hodnocenim a pro
Ucely newsletterd  vydavanych v
souvislosti se Studii. Zadavatel bude
Studii registrovat v souladu s Platnymi
pravnimi pfedpisy a nafizenimi a oznami
vysledky Studie vefejné ve l|haté a v
rozsahu uloZzeném Platnymi pravnimi
predpisy a nafizenimi.

5.6 Pretrvavajici platnost

Tento ¢&lanek 5 ,Prava na zvefejnéni”
zUstane v platnosti i v pfipadé ukoncéeni
platnosti &i pfi vyprSeni platnosti této
Smlouvy.

OSOBNi UDAJE

6.1 Osobni udaje ¢lend studijniho
tymu

Pfed zahajenim Studie i v jejim prabéhu
mohou byt Zkousejici a jeho tym pozadani
o poskytnuti svych osobnich udaju tak, jak
to stanovuji Platné pravni predpisy na
ochranu osobnich udaji. Tyto udaje
spadaji do ramce pravnich predpist na
Useku ochrany osobnich udaju, zejména
zakona ¢. 110/2019 Sh., o zpracovani
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and GDPR., and as defined in Applicable
Data Protection Laws and may be used by
Sponsor, and its affiliates in compliance
with applicable law, including as set forth
below and for the length of time
reasonably necessary for the purposes
below.

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 made 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
purposes:
(i) the conduct of clinical trials;
(i) verification by governmental or
regulatory agencies, the Sponsor,
, and its agents and affiliates;

(i) compliance  with legal and
regulatory requirements;

(iv) publication on
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
and corresponding study results;
(v) storage in databases to facilitate
the selection of investigators for future
clinical trials;
(vi) sharing of Study reports and other
Study documents with third parties for
research purposes in accordance with
responsible data sharing and
transparency obligations; and
(vii) anti-corruption compliance.

Before providing personal data from
Personnel to Sponsor, Institution,
represented by the Investigator shall provide
its Personnel with the information required
about processing by Sponsor so that Sponsor
complies with its information requirements
under Applicable Data Protection Laws

osobnich udajd v platném znéni a GDPR,
a dle definice v Platnych pravnich
predpisech na ochranu osobnich Gdaju, a
mohou byt pouzivany Zadavatelem a jeho
pfidruzenymi subjekty v souladu s
plathymi pravnimi pfedpisy, jak je
uvedeno nize, a po pFfiméfenou dobu
nezbytnou k nize uvedenym ucelim.

Tyto osobni udaje mohou zahrnovat
jména, kontaktni informace, pracovni
zkuSenosti a profesni kvalifikaci, pfehled
publikaci, resume, informace o]
absolvovaném vzdélani a informace
tykajici se potencidlnich stfetd zajma v
souvislosti s vykonem Dualni funkce a
Udaje o platbach uskuteénénych vigi
Pfijemci plateb dle této Smlouvy.
Zadavatel, jeho pfidruzené subjekty nebo
spolupracujici strany a zastupci pracujici
pro Zadavatele budou tyto osobni udaje
Zkousejiciho, Studijniho personalu nebo
dalSich pfislusnych pracovniku
Zdravotnického zafizeni (dale jen
.Personal) zpracovavat k nize uvedenym
uceldim:
(i) provadéni klinickych hodnoceni;
(ii) ovéfovani ze strany statnich nebo
kontrolnich Ufadl, Zadavatele a
jeho =zastupcu a pfidruzenych
subjektl;

(iii) dodrzovani pravnich predpist a
pozadavkU kontrolnich ufadu;

(iv) zvefejnéni na  webovych
strankach www.clinicaltrials.gov,
jinych vefejnych webovych strankach
a vefejnych portalech pro klinickou
dokumentaci Evropské agentury pro
IéCivé pripravky(EMA) a dalSich
pfisludnych agentur, které informuji o
klinickych hodnocenich a o}
zu&astnénych  zkouSejicich a o
vysledcich pfislusného klinického
hodnoceni;

(v) uloZeni do databazi k usnadnéni
vybéru zkouSejicich lékafd pro
budouci klinicka hodnoceni;
(vi) pfedavani zprav a dalSich
dokumentl o Studii tfetim stranam k
vyzkumnym ucelim v souladu s
povinnosti  zodpovédného sdileni
Udaju a transparentnosti; a

(vii) dodrzovani pfedpist zakazujicich

korup€ni praktiky.

Pfed pfedanim osobnich udajd Personalu
Zadavateli poskytne Zdravotnické zafizeni
prostfednictvim  ZkousSejiciho  Personalu
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template attached as Attachment B.

of Sponsor

towards Personnel. To this end, Institution,
represented by the Investigator can use the

For purposes of Section 6.1(iv), Institution,
represented by the Investigator 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 Attachment C. Institution,
represented by the Investigator shall inform
Sponsor which eligible Personnel did not
provide its consent. Institution, represented
by the Investigator shall provide a copy of
provided consents to Sponsor upon request

6.2 Compliance with Data Protection

Laws
According to the Applicable

Study.

Protection Laws, the Site, IQVIA and
Sponsor are obliged to protect personal
and sensitive data of the Study Subjects
enrolled in the Study during and after the

6.3 Data Controller of Study Team

Member Personal Data

processed in accordance with

pseudonymized form).

Subject to Applicable Data Protection
Laws the Sponsor shall be the data
controller for Personnel personal data.

Pursuant to this Agreement and
connection with this Agreement, personal
data will also be processed by the
Institution, both as a controller (especially
when maintaining medical records) and to
some extent also as processors
(especially where personal data will be

Protocol for purposes of the Study, while
the Personal Data of the Study Subjects
will be provided to the Sponsor in a

The Parties agree to report to each other all
personal data breaches without undue delay

informace, které bude o zpracovani udajl
Zadavatelem pozZadovat, tak aby Zadavatel
dodrzel své zavazky vici Personalu ohledné
poskytovani informaci podle Platnych
pravnich predpisi na ochranu osobnich
Udaju. K tomuto G¢elu bude Zdravotnické
zarizeni prostfednictvim Zkousejiciho
pouzivat Sablonu pfipojenou jako Pfiloha B.

Pro ucely ¢lanku 6.1 (iv) musi Zdravotnické
zarizeni prostfednictvim Zkousejiciho
vynaloZzit pfiméfené Usili k ziskani souhlasu
se zvefejnénim osobnich udaju od
Personalu, pokud je tento souhlas podle
Platnych pravnich pfedpisii na ochranu
osobnich  udaji  vyzadovan. Personal
muzesvlj souhlas poskytnout podepsanim
Pfilohy C. Zdravotnické zarizeni
prostfednictvim ZkouSejiciho bude
informovat Zadavatele, ktery z ¢&lenud
Personalu, jejichz Udaje mulze byt tfeba
zvefejnit, souhlas neposkytl. Zdravotnické
zarizeni prostfednictvim ZkouS$ejiciho preda
Zadavateli na jeho Zzadost kopie
poskytnutych souhlasu.

6.2 Dodrzovani pravnich pfedpist na

ochranu osobnich udaju
Podle pfislusnych pravnich predpis(i jsou
Misto provadéni klinického hodnoceni, IQVIA
i Zadavatel povinni v prabéhu Studie i po
jejim ukon&eni dbat o ochranu osobnich a
citlivych Gidaju Subjektl studie zafazenych do
Studie.

6.3 Spravce osobnich udaju _¢lenu
studijniho tymu

Podle Platnych pravnich pfedpisi na
ochranu osobnich Gdaju bude spravcem
osobnich udaji Personalu Zadavatel.

Na zakladé této Smlouvy a v souvislosti s
touto Smlouvou bude osobni Udaje
zpracovavat rovnéz Zdravotnické
zarizeni, a to jako spravce (zejména pfi
vedeni zdravotni dokumentace) a v
ur€itétm rozsahu také jako zpracovatelé
(zejména tam, kde budou osobni udaje v
souladu s Protokolem zpracovavat pro
uCely Studie, pficemz Osobni Udaje
Subjektt studie budou v
pseudonymizované podobé poskytnuty
Zadavateli).

Smluvni strany se zavazuji si navzajem
hiasit kazdé poruSeni zabezpecleni
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after having learnt of such a breach and, where
feasible, at the latest within 24 hours, so that
the other Party will be able to assess the
incident and meet its obligations with the
supervisory authority, or data subjects. If a
personal data breach occurs which needs to
be reported, Institution will, without undue
delay, however no later than within 72 hours
from the moment of having learnt of the
breach, inform the respective supervisory
authority. Should this breach pose a high risk
for data subjects’ rights, Institution will also
inform the data subjects concerned.

The parties undertake to provide each other
with assistance and cooperation of all major
problems which might occur in connection to
data protection under this Agreement. The
obligation to cooperate includes, without
limitation, efficient cooperation in case of an
inspection by the supervisory authority,
responding to data subjects’ requests and
reporting of personal data breaches. The
same applies in case of a court dispute which
would concern personal data or privacy
protection.

As soon as the Parties cease to have legal
tittes for personal data processing under
applicable legislation and this Agreement,
personal data will be destroyed; Institution
will irreversible destroy the key for linking
pseudonymized data to a specific patient, so
that study subjects will no longer be
identifiable.

6.4 Survival

This Section 6 “Personal Data” shall
survive termination or expiration of this
Agreement.

INDEMNIFICATION, INSURANCE AND

DAMAGES

Sponsor hereby represents and warrants
that it has clinical trial insurance in
accordance with § 52, par. 3, letter f) Act
on Pharmaceuticals as may be
subsequently amended, this Insurance
shall be kept valid for the entire duration
of the Study in accordance with
Applicable laws and regulations.

The Site shall promptly notify Sponsor in
writing of any claim of illness or injury

osobnich udaji, a to bez zbytecného
odkladu potom, co se o takovém poruSeni
dozvi, nejpozdéji do 24 hodin, tak, aby
druha strana méla moznost incident
posoudit a splnit své povinnosti vaci
dozorovému Ufadu, pfipadné v(ci
subjektim udaja. Pokud dojde k poruseni
zabezpeCeni osobnich (dajli, které
vyZaduje oznameni, Zdravotnické
zafizeni musi bez zbyteCného prodleni
uvédomit pfislusny dozorovy ufad, a to
nejpozdéji béhem 72 hodin od okamziku,
kdy se o daném poruseni dozvi. Pokud by
toto poruSeni vyzadujici oznameni
predstavovalo pro dotéené osoby vysoké
riziko pro jejich prava, pak bude
Zdravotnické zafizeni informovat také tyto
dotCené osoby.

Smluvni strany se zavazuji k vzajemné
souc€innosti a pomoci pfi feSeni vsech
podstatnych probléma, které mohou v
ramci plnéni smlouvy vzniknout v
souvislosti s ochranou osobnich udajd.
Povinnost soucinnosti zahrnuje i efektivni
spolupraci v pfipadé kontroly ze strany
dozorového Ufadu, vyfizovani zadosti a
pfipadnych  stiznosti  pacientd, a
oznamovani bezpecnostnich incidentd.
Totéz plati i v pfipadé soudniho sporu,
ktery by se tykal ochrany osobnich udaji
¢i soukromi.

Jakmile smluvni strany pozbydou pravni
dlvody pro zpracovani osobnich udaju
podle platnych pravnich pfedpisd a této
smlouvy, dojde k likvidaci osobnich udaju,
a to tak, ze ze strany FNUSA bude
nenavratn€ zni€en kli¢ k propojeni
pseudonymizovanych udaja, takze
subjekt udaja prestane byt
identifikovatelnym.

6.4 Pretrvavajici platnost

Tento ¢lanek 6 ,Osobni udaje“ zGstane v
platnosti i v pfipadé ukon&eni platnosti Ci
pfi vyprseni platnosti této Smiouvy.

ODSKODNENI, POJISTENI A NAHRADA SKODY

Zadavatel prohlasuje a potvrzuje, Ze v
souladu s ust. § 52 odst. 3, pism. f)
zakona €. 378/2007 Sb., o l|édivech, v
platném znéni, ma uzavieno pojisténi
klinického hodnoceni, které se zavazuje
udrzovat po celou dobu Studie v souladu
s platnymi pravnimi predpisy.
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actually or allegedly due to treatment in
the Study and cooperate with Sponsor in
the handling of the adverse event.

The Institution declares that according to
Section 45 (2)(n) of Act No. 372/2011
Coll.,, on Health Services, it concluded an
insurance contract for liability insurance
for damage caused in the course of
providing health care. This insurance
contract is concluded to the extent
required by law and does not include
liability insurance for damage caused in
the course of conducting a clinical trial.

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

a) failure by Institution, Investigator
or any of their respective
personnel to comply with this
Agreement, the Protocol, any
written instructions of Sponsor
concerning the Study, or any
Applicable Laws and Regulations

b) negligence or willful misconduct
by Institution, Investigator or any
of their respective personnel; or

c) failure of the Study Subject to
follow the reasonable instructions
of the Investigator relating to the
requirements of the Study.

The Sponsor's liability to reimburse the
Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by Sponsor
but shall extend to the full amount of the
Institution’s actual damages in the amount of
subject's claim or of subject's legal
representative's claim successfully claimed
under Czech legal order.

Misto provadeéni klinického hodnoceni je
povinno neprodlené pisemné vyrozumét
Zadavatele o  jakémkoli naroku
vztahujicim se k onemocnéni €i 4jmé na
zdravi, k nimz skute¢né &i udajné doslo v
souvislosti s 1éEbou ve Studii, a zavazuje
se plné spolupracovat se Zadavatelem pfi
feSeni nezadouci pfihody.

Zdravotnické zafizeni prohlasuje, ze ma
dle § 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb., o zdravotnich sluzbach,
uzavienu pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zplsobenou pfi
poskytovani zdravotni péCe. Tato pojistna
smlouva je uzaviena v zakonem
pozadovaném rozsahu a neobsahuje
pojisténi  odpovédnosti za  Skodu
zpusobenou pfi provadéni klinického
hodnoceni.

Zadavatel od8kodni Zdravotnické
zafizeni za veSkerou odpovédnost nebo
ztratu vyplyvajici z rozsudk( nebo naroku
vzniklych z onemocnéni, ujmy na zdravi
nebo umrti Subjektu studie, které je
pfimym nasledkem |éCby tohoto subjektu
v souladu s ustanovenimi Protokolu a této
Smlouvy nebo porudeni povinnosti pfi
ochrané osobnich udaji, s vyjimkou
pfipadu, kdy je takova nezadouci udalost,
nemoc nebo Ujma na zdravi zpUsobena:
a) jednanim Zdravotnického
zarizeni, Zkousejiciho nebo
jejich zaméstnancl v rozporu s
touto Smlouvou, Protokolem,
pisemnymi pokyny Zadavatele

tykajicimi  se  Studie nebo
jakymikoli  Platnymi  pravnimi
pfedpisy a nafizenimi,

b) nedbalosti nebo  Umysinym
nespravnym jednanim
Zdravotnického zarfizeni,
Zkoudejiciho nebo jakéhokoli
jejich zaméstnance,

c) jednanim Subjektu studie v
rozporu s ddvodnymi pokyny
Zkousejiciho ohledné
pozadavkl Studie.

Odpovédnost Zadavatele odSkodnit

Zdravotnické zafizeni dle tohoto ustanoveni
nebude limitovana d&astkou splatnou dle
jakéhokoliv pojisténi uzavieného
Zadavatelem, ale bude se vztahovat na celou
Castku skuteéné Skody Zdravotnického
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Institution shall not be entitled to such
reimbursement according to the previous
paragraph if:

a) The injury of subject (including death) has
been caused by willful act, negligence,
wrongful conduct or breach of any
obligation stipulated for the Institution or
the Investigator by legal guideline or by
this  Agreement including all its
appendices;

b) The Institution fails to notify the Sponsor
in writing within twenty (20) working days
of the date the Institution became aware
of the claim for damages having been
made. The notice shall be send by
registered post to the Sponsor.

c) Upon Sponsor's request the Institution
has not made possible for the Sponsor
take a part in out of court negotiations
concerning the claim which may result in
a legal suit at law; or

d) The Institution has recognized the claim
without prior obtaining Sponsor’s written
consent to such recognition.

Institution agrees to indemnify and hold
harmless the Sponsor, and its affiliates,
officers, agents or employees from and
against any liability or loss resulting from
judgments or claims against them arising
out of a breach of personal data protection
obligations under this Agreement and the
physical illness, injury or death of a Study
Subject due to (i) the failure of Institution,
its officers, agents, employees or affiliated
entities to adhere to the terms of the
Protocol or this Agreement, or (ii) the
negligence or willful misconduct of
Institution, its officers, agents, employees
or affiliated entities; provided however,
that Institution shall have no obligation to
indemnify and hold harmless with respect
to judgments and claims arising out of the
negligence and willful misconduct of
Sponsor, its officers, agents or
employees.

While dealing with third party claims, the
Sponsor may not admit an error of the
Institution or the Investigator without
Institution’s prior consent whose consent will
not be unreasonably withheld.

7.1 Survival

zafizeni ve vySi naroku subjektu nebo naroku
jeho zakonného zastupce uspésné
uplatnéného dle ¢eského pravniho fadu.

Narok Zdravotnického zafizeni na nahradu
8kody dle pfedchoziho ustanoveni nevznika,
jestlize:

a) poskozeni zdravi (véetné smrti) Subjektu

studie  bylo zplsobeno  Umysing,
nedbalosti, protipravnim jednanim nebo
nesplnénim povinnosti stanovené

Zdravotnickému zafizeni ¢i ZkouSejicimu
pravnim pfedpisem nebo v této Smlouvé,
v&etné vsech jejich priloh;

b) Zdravotnické zafizeni do dvaceti (20)
pracovnich dnl ode dne, kdy se
dozvédeélo, ze byl vi&i nému uplatnén
narok na nahradu Skody, neoznamilo tuto
skute€nost pisemné Zadavateli.
Oznameni musi byt odeslano
doporu€enou postou Zadavateli.

c) Zdravotnické zarizeni neumoznilo
Zadavateli po jeho zadosti uc€astnit se
mimosoudniho vyjednavani o vzneseném
naroku nebo nasledného soudniho fizeni;
nebo

d) Zdravotnické zafizeni uznalo vzneseny
narok, aniz by obdrzelo pFedchozi
pisemny souhlas Zadavatele.

Zdravotnické zafizeni se zavazuje
od3kodnit a ochranit Zadavatele a jeho
pfidruzené subjekty, vedouci pracovniky,
zastupce nebo zaméstnance za veskerou
odpovédnost nebo ztratu vyplyvajici z
rozsudkl nebo narokd vzniklych z
poruseni povinnosti pfi ochrané osobnich
udaji  plynoucich z této Smlouvy,
onemocnéni, Ujmy na zdravi nebo umrti
Subjektu  studie  zpusobeného (i)
nedodrzenim ustanoveni Protokolu nebo
této Smlouvy ze strany Zdravotnického
zafizeni, jeho vedoucich pracovnikd,
zastupcl, zaméstnancu nebo
spfiznénych subjektd nebo (ii) nedbalosti
nebo Umysinym protipravnim jednanim
Zdravotnického zafizeni, jeho vedoucich
pracovniku, zastupcli, zaméstnancl nebo
spfiznénych subjektd, avSak s tim, ze
Zdravotnické zafizeni nebude povinno
od3kodnit a ochranit za rozsudky a naroky
vyplyvajici z nedbalosti a uUmysiného
protipravniho jednani Zadavatele, jeho
vedoucich pracovnikl, zastupcd nebo
zaméstnancu.

Zadavatel neni opravnén bez predchoziho
pisemného souhlasu Zdravotnického zafizeni pfi
vyfizovani naroku tfetich stran pfiznat pochybeni
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10.

This Section 7 subsections “Indemnification;
Insurance and Damages” shall survive
termination or expiration of this Agreement.

CONSEQUENTIAL DAMAGES

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

Nothing herein is intended to exclude or
limit any liability of any Party for death or
personal injury caused by the negligence
of such party.

8.1 Survival
This Section 8 “Consequential Damages”
shall survive termination or expiration of
the Agreement.

DEBARMENT

The Site represents and warrants that
neither Institution nor Investigator, nor any
of Institution’s employees, agents or other
persons performing the Study at
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.

9.1 Survival

This Section 9 “Debarment” shall survive
termination or expiration of this
Agreement.

FINANCIAL DISCLOSURE AND CONFLICT OF
INTEREST

Zdravotnického zafizeni nebo ZkouSejiciho.
Takovy souhlas vSak nebude bezdlvodné
odpiran.

7.1 Pretrvavajici platnost
Tyto odstavce ¢lanku 7 ,0dSkodnéni,
pojisténi a nahrada Skody“ zlstanou v
platnosti i po ukonceni platnosti &i pfi vyprseni
platnosti této Smilouvy.

8. NASLEDNE SKODY

Zadavatel nebude vi¢i Mistu provadéni
klinického hodnoceni odpovédny ve
vztahu k jakémukoli uslému zisku, ztraté
obchodnich pfilezitosti &  jakymkoli
naslednym skodam a ani Misto provadéni
klinického hodnoceni nebude odpovédné
vuc¢i Zadavateli ve vztahu k jakémukoli
udlému  zisku, ztr4t¢  obchodnich
pfilezitosti, €i jinym naslednym Skodam.

Ugelem Zzadného =z ustanoveni této
Smlouvy neni vylou€it nebo omezit
odpovédnost kterékoli ze smluvnich stran
za Umrti nebo Ujmu na zdravi zptsobenou
nedbalym jednanim dané strany.

8.1 Pretrvavajici platnost

Tento ¢lanek 8 ,Nasledné Skody“ zUstane
v platnosti i po ukonéeni nebo uplynuti
doby trvani této Smlouvy.

9. NEZPUSOBILOST K VYKONU CINNOSTI

Misto provadéni klinického hodnoceni
prohlasuje a potvrzuje, ze Zkousejici ani
nikdo ze zaméstnancl, zastupcl
Zdravotnického zafizeni &i jakékoli dalsi
osoby, ktera provadéji Studii ve
Zdravotnickém zafizeni, nebyli zbaveni
pfislusného opravnéni, nebyla jim
uloZena sankce zakazu vykonu ¢&innosti
klinickych hodnoceni a ze zadny z téchto
subjektt’  neni vySetfovan zadnym
kontrolnim Gfadem, kdy vysledkem
takového Setfeni ¢&i Fizeni mulze byt
ulozeni sankce zakazu vykonu &innosti Ci
odebrani opravnéni, a to v kterékoli zemi,
a Misto provadéni klinického hodnoceni
se dale zavazuje neprodlené vyrozumét
Zadavatele v pfipadé, Ze dojde k
takovému  vy3etfovani, diskvalifikaci,
uloZeni sankce zakazu vykonu &innosti
nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.
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Site acknowledges and agrees that
Sponsor may publicly disclose payments
and transfers of value to Site if required by
Aplicable 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 may consist of
aggregate  payments, dates, and
purposes (without disclosing names of
individuals) or specific payments, dates,
purposes, and names of individuals.

Upon Sponsor’s request, Site agrees that,
for each listed or identified investigator or
sub-investigator who is directly involved in
the treatment or evaluation of Study
Subjects, Investigator shall promptly
return to Sponsor a financial and conflict
of interest disclosure form that has been
completed and signed by such
investigator or sub-investigator, which
shall disclose any applicable interests
held by those investigators or sub-
investigators or their spouses or
dependent children.

IQVIA may withhold payments if Sponsor
does not receive a completed form from
each such investigator and sub-
investigator.

Investigator shall ensure that all such
forms are promptly updated as needed to
maintain their accuracy and
completeness during the Study and for
one (1) year after Study completion.

Site agrees that the completed forms may
be subject to review by governmental or
regulatory agencies, Sponsor and its
agents, and the Site consents to such
review.

The Investigator further consents to the
transfer of his/her financial disclosure
data to the Sponsor’s country of origin and
to the U.S.

10.1  Survival
This Section 10 “Financial Disclosure and
Conflict of Interest” shall survive

10.

9.1 Pretrvavajici platnost

Tento ¢lanek 9 ,Nezplsobilost k vykonu
¢innosti“ zUstane v platnosti po ukonceni
nebo uplynuti doby trvani této Smiouvy.

INFORMACE O FINANENICH VZTAZIiCH

A STRET ZAJMU

Misto provadéni klinického hodnoceni
bere na védomi a souhlasi s tim, Ze
Zadavatel muize zvefejnit platby a
pfevody hodnotného pinéni na Misto
provadeéni klinického hodnoceni, pokud to
vyzaduji Platné pravni pfedpisy a
nafizeni. Misto provadéni Kklinického
hodnoceni souhlasi s tim, ze Zadavatel je
opravnén zverejnit informace o platbach
nebo pfevodech hodnotného plnéni pfimo
nebo nepfimo na Misto provadéni
klinického hodnoceni podle této Smiouvy.
Zvefejnéné informace mohou zahrnovat
souhrnné castky, datum a ucel (bez
uvedeni jmen osob) nebo jednotlivé
platby, datum a ucel platby a jména osob.

Misto provadéni klinického hodnoceni

souhlasi, ze na zakladé zadosti
Zadavatele ZkouSejici pro kazdého
uvedeného a identifikovaného

zkousejiciho nebo spoluzkousSejiciho,
ktefi se pfimo podileji na 1é€eni nebo
hodnoceni Subjektd studie, neprodlené
pfeda Zadavateli formulaf finanéniho
prohlaseni a konfliktu zajmu, ktery byl
témito zkousejicimi nebo
spoluzkousejicimi vyplnén a podepsan a
v némz tito zkouSejici €i spoluzkousSejici
pfiznavaji jakékoli pfislusné zajmy, které
maiji oni sami nebo jejich
manzelé/manzelky €i nezaopatiené déti.

Spole€nost IQVIA je opravnéna pozdrzet
platby v pfipadé, Ze Zadavatel vyplnéné
formulafe  od kazdého  takového
zkousejiciho a spoluzkous$ejiciho
neobdrzi.

Zkousejici zajisti urychlenou aktualizaci
formularu dle potfeby,s cilem zajistit jejich
pfesnost a uplnost v priibéhu realizace
Studie a jeden (1) rok po dokoncéeni
Studie.

Misto provadéni Kklinického hodnoceni
souhlasi s tim, Ze vyplnéné formulafe
mohou kontrolovat statni a kontrolni
Urady, Zadavatel a jejich zastupci, a Misto
provadéni  klinického hodnoceni s
takovymi kontrolami souhlasi.
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11.

12.

termination or
Agreement.

expiration  of this

ANTI-KICKBACK AND ANTI-FRAUD

Institution and Investigator 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
providing, and that no payments are being
provided to them for the purpose of
inducing them to purchase or prescribe
any drugs, devices or products.

If the Sponsor provides any free products
or items for use in the Study, Institution
and Investigator agree that they will not
bill any Study Subject, insurer or
governmental agency, or any other third
party, for such free products or items.

Institution and Investigator agree that they
will not bill any Study Subject, insurer, or
governmental agency for any visits,
services or expenses incurred during the
Study for which they have received
compensation from Sponsor, or which are
not part of the ordinary care they would
normally provide for the Study Subject,
and that neither Institution nor Investigator
will pay another physician to refer
subjects to the Study.

COMPLIANCE OBLIGATIONS

Sponsor intends to conduct its business in
accordance with environmental, 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 FCPA, the UK Bribery
Act and 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, the provisions of any

11.

12.

Zkousejici dale souhlasi s predanim
udaju o jeho finanénim prohlaseni do
zemé sidla Zadavatele a do Spojenych
statd americkych.

10.1  Pretrvavajici platnost

Tento ¢lanek 10 ,Informace o financnich
vztazich a stfet zajm(“ zUstane v platnosti
i po ukon&eni nebo uplynuti doby trvani
této Smlouvy.

ZAMEZENI UPLACENi A PODVODUM

Zdravotnické zafizeni a ZkouSejici
souhlasi, ze jejich usudek, pokud jde o
poradenstvi a péci o kazdy Subjekt studie,
nebude ovlivnén Uhradou, kterou obdrzi

na zakladé této Smlouvy, a dale
osvedcCuii, ze tato kompenzace
nepfesahuje realnou trzni hodnotu

sluzeb, které poskytuji, a Ze zadné platby
nejsou poskytovany za ucelem pfimét je k
nakupu nebo prfedepisovani jakychkoliv
Iéka, zafizeni nebo produktd.

Bude-li Zadavatel poskytovat k pouziti ve
Studii né&jaké vyrobky nebo polozky
zdarma, zavazuji se Zdravotnické
zafizeni a ZkouS$ejici, Ze takové vyrobky a
polozky nebudou Uuctovat Subjektiim
studie, pojistovnam, statu ani jinym tfetim
osobam.

Zdravotnické zafizeni a ZkouSejici se
zavazuji, ze nebudou Subjektim studie,
pojiStovnam ani statu uctovat navstévy,
sluzby ani vydaje, které jim vzniknou v
prubéhu Studie a za néz budou od
Zadavatele dostavat odménu, pfipadné
které nebudou soucésti bézné Iécby, jiz
by Subjektim studie jinak poskytovali.
Zavazuji se také, Ze nebudou jinym
lékafdm vyplacet Zadnou odménu za
doporuéeni pacientd do Studie.

POVINNOSTI VYPLYVAJICi _Z DODRZOVANI

PRAVNICH PREDPISU

Zadavatel ma v umyslu provozovat svou
¢innost v souladu s ekologickymi,
pracovnépravnimi a socialnimi zasadami
a dodrZovat normy stanovené v Etickém
kodexu spole€nosti Merck a v Listiné
lidskych prav spole¢nosti Merck (k
dispozici na webu
http://www.merckgroup.com). Misto
provadéni klinického hodnoceni se
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Applicable Laws and Regulations or
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 non-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 such
Compliance Event and 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 as relevant exclusively
to Improper Conduct within the Study
regulated by this Agreement for the
purpose of ensuring compliance by Site of
its obligations under this Section 12
“Compliance Obligations , if possible.
When carrying out this inspection, IQVIA
and Sponsor or persons authorized by
them, must comply with all Applicable
Laws and Regulations and the Sponsor
ensures that they commit in written to
confidentiality.

Should Sponsor gain sufficient evidence
that Site or its subcontractors are in
breach of the foregoing, Sponsor, in
addition to any other rights Sponsor may
have under this Agreement, at law, may
terminate this Agreement immediately by
written notice to Site which is effective
upon its receipt by the Site.

zavazuje, ze bude dodrzovat pfiméfené
srovnatelné ekologické, pracovnépravni a
socialni zasady a zajisti, aby je dodrzovali
také jeho subdodavatelé. Misto provadéni
klinického hodnoceni dale potvrzuje, Ze
ono samo i jeho subdodavatelé jsou
obeznameni s ustanovenimi zakona USA
o0 korupénich praktikach v zahranici
(FCPA), zakona Spojeného kralovstvi o
zakazu uplaceni a prislusnych mistnich
pravnich pfedpisli o zakazu uplaceni a
korupce a ze nebudou Cinit ani umozfiovat
nic, co by mohlo predstavovat poruseni
ustanoveni jakychkoli Platnych pravnich
predpisi a nafizeni nebo Etického
kodexu ¢i Listiny lidskych prav Zadavatele
(dale souhrnné ,Nepatficné jednani®),
resp. co by mohlo zplsobit poruseni
uvedenych pfedpist, norem a kodexl ze
strany Zadavatele.

Pokud Zdravotnické zafizeni nebo
ZkouSejici  zjisti poté, co provedou
pfiméfené a fadné prezkoumani nebo
Setfeni, ze doslo nebo nedoslo k né&jaké
udalosti, ktera by mohla byt opodstatnéné
povazovana za pravdépodobné zavazné
poruSeni  povinnosti  Zdravotnického
zafizeni a ZkouSejiciho podle tohoto
¢lanku 12 ,Povinnosti vyplyvajici z
dodrzovani pravnich predpis(“ (dale jen
,PFipad nedodrzeni®), museji
Zdravotnické zafizeni nebo ZkouSejici
tento Pfipad nedodrZzeni neprodlené
pisemné& oznamit Zadavateli spolu s
vyCtem opatfeni, ktera Zdravotnické
zafizeni a  ZkouSejici  pfijali, a
zamySlenych krokd k napravé tohoto
Pfipadu nedodrzeni a k zabranéni jeho
opakovani.

Jestlize Misto provadéni klinického
hodnoceni ozndmi Zadavateli né&jaké
Nepatfi¢né jednani nebo Zadavatel jinym
zpusobem ziska divodné podezfeni, ze k
néjakému Nepatficnému jednani doslo,
bude moci kromé& pfipadnych dalSich
prav, ktera Zadavateli nalezeji podle této
Smiouvy, provést sam nebo
prostfednictvim nezavislého auditora
inspekci prostor, ucetnictvi a zaznamd
Mista provadéni klinického hodnoceni v
relevantnich v souvislostech tykajicich
se vyluéné Nepfipustného jednani
v ramci Studie touto smlouvou upravené,
a ovéfit tak, zda Misto provadéni
klinického hodnoceni plni své povinnosti
vyplyvajici z tohoto ¢lanku 12 ,Povinnosti
vyplyvajici z dodrzovani  pravnich
predpist“, pokud je to mozné. Pfi
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13.

14.

INDEPENDENT CONTRACTORS

The Investigator and Institution and Study
Staff are acting as independent
contractors of Sponsor and shall not be
considered the employees or agents of
Sponsaor.

Sponsor shall not be responsible for any
employee benefits, pensions, workers’
compensation, withholding, or
employment-related taxes as to the
Investigator or Institution or their staff.

TERM & TERMINATION

14.1 Term

This Agreement will become valid on
the date of the last signature and will
be effective on the date of its
publication in the Register of
Agreements (the ,,Effective Date®)
and shall continue 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 immediately upon
written notice on the date of delivery to the
other contracting parties.

13.

14.

provadéni uvedené inspekce musi
spole¢nost IQVIA a Zadavatel, pfipadné
jimi povéfené osoby, dodrzovat vSechny
platné pfedpisy a musi byt zadavatelem
pisemné zavazany povinnosti
mi¢enlivosti.

Pokud Zadavatel =ziska dostatecné
dikazy o tom, ze Misto provadéni
klinického  hodnoceni nebo  jeho
subdodavatelé porusili vySe uvedené
povinnosti, bude mit Zadavatel vedle
pfipadnych dalSich prav vyplyvajicich z
této Smlouvy a ze zakona navic pravo
tuto  Smlouvu okamzité vypovédét
pisemnou vypovédi Mistu provadéni
klinického hodnoceni, ktera je ucinné
dnem  doru€eni  Mistu klinického
hodnoceni.

NEZAVISLOST SMLUVNiCH STRAN

Zkousejici a Zdravotnické zafizeni a
Studijni personal budou jednat jako
nezavisli poskytovatelé smluvniho plnéni
Zadavateli a nebudou jakkoli povazovani
za zameéstnance Ci zastupce Zadavatele.

Zadavatel nebude mit Zadnou
odpovédnost vztahujici se k benefitim,
penzim, nahradam, narokim k
dlchodovému pFipojisténi,
pracovnépravnim odménam, srazkovym

¢i  jinym  pracovnépravnim  danim
tykajicim se  ZkouSejiciho nebo
Zdravotnického zafizeni nebo jejich

zaméstnancu.

DOBA PLATNOSTI A UKONCENi PLATNOSTI

14.1  Doba platnosti

Tato Smlouva nabyva platnosti dnem
posledniho podpisu a t¢innosti k datu,
kdy bude uvetejnéna v Registru smluv
(,Datum UcCinnosti“) a zlOstane Vv
ucinnosti do okamziku dokonceni ¢i
ukonceni v souladu s timto ¢lankem 14
,Doba platnosti a ukonceni platnosti®.

14.2  Ukonceni platnosti

Zadavatel je opravnén ukongit platnost
této Smlouvy z jakéhokoli ddvodu
pisemnou vypovédi s okamzitou U&innosti
ke dni doru€eni ostatnim smluvnim
stranam.
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Upon receipt of notice of termination, the
Site shall immediately cease any subject
recruitment, follow the  specified
termination procedures, ensure that any
required subject follow-up procedures are
completed, and make all reasonable
efforts to minimize further costs, and
IQVIA on behalf of the Sponsor shall
make a final payment for visits or
milestones properly performed pursuant
to this Agreement and for approved costs
which can no longer be canceled and
which arose before the effective date of
termination of the Agreement in the
amounts specified in Attachment A;
provided, however, that Payments will be
in each case reduced by ten percent (10
%). This reduced amount shall represent
a value of any/all activities related to
close-out of the database and will be
made upon the final acceptance by
Sponsor of all CRF pages and all data
clarifications issued and satisfaction of all
other applicable conditions set forth
herein. If a material breach of this
Agreement appears to have occurred and
termination 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,
Study Subject enroliment.

However, this does not apply to payments
for services already properly performed
and which cannot be suspended.

The Institution may also terminate this Agreement
for material breach if it provides IQVIA written
notice of the breach and the breach is not cured
within thirty (30) days of IQVIA’ receipt of the
notice.

15. NOTICE

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

a) inperson,

b) by certified mail, postage
prepaid, return receipt
requested,

Po doru€eni ozndmeni o ukon&eni
platnosti Misto provadéni klinického
hodnoceni neprodlen& ukonci jakykoli
nabor subjektd, bude jednat v souladu s
definovanymi postupy pro ukonceni,
zajisti, aby byly ve vztahu k Subjektim
studie dokon&eny veSkeré postupy
kontrolniho sledovani, a vyvine nezbytné
usili k omezeni jakychkoli dalSich
nakladu, pFiéemz spole¢nost IQVIA
provede v zastoupeni Zadavatele
zavéreCnou uhradu za navstévy nebo
milniky, jez byly fadné provedeny na
zakladé této Smlouvy a v souladu s ni, a
za schvalené naklady, které jiz nelze
zruSit a které vznikly pfed datem ucinnosti
ukonéeni smlouvy, a to ve vySi Castek
definovanych v Priloze A; avSak s tim, ze
Platby budou v kazdém pfipadé snizeny o
deset (10 %) procent. Takto snizena
Castka bude predstavovat hodnotu
veskerych ¢innosti  spojenych s
uzavienim databaze a bude poskytnuta
poté, co Zadavatel schvali veskeré
stranky formularll CRF, a poté, co budou
poskytnuta veskera vyjasnéni dat a dale
dojde ke spInéni veSkerych ostatnich
podminek, jez jsou stanoveny v této
Smlouveé. V pfipadé, Ze vznikne
domnéni, ze doSlo k podstatnému
poruseni této Smlouvy a mize tak dojit k
ukoné&eni platnosti této Smlouvy, pak s
vyjimkou rozsahu, v jakém muize byt
ohrozena bezpe€nost Subjektl studie,
Zadavatel maze prerusit plnéni celé této
Smilouvy &i jeji Casti, zejména vcetné
zafazovani Subjektd studie. To se vSak
netyka plateb za jiz fadné provedené
sluzby, které nemohou byt pozastaveny.

Zdravotnické zafizeni je také opravnéno ukondit
tuto Smlouvu, v pfipadé jejiho podstatného
poruseni, pokud o tomto poruseni pisemné
informuje IQVIA a nedojde ke zhojeni tohoto
poruseni do tficeti (30) dnl od pfijeti oznameni ze
strany IQVIA.

15. OZNAMENI

VeSkerd oznameni vyZzadovana nebo
povolena podle této Smlouvy budou
uéinéna v pisemné podobé a budou
doruc¢ena:
a) osobné,
b) doporuenym dopisem, s
pfedem zaplacenym postovnym,
s doruéenkou,
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and such notices shall be addressed as follows:

c) by a commercial overnight
courier that guarantees next day
delivery and provides a receipt,

Tato oznameni budou adresovana takto:

c) komeréni noCni kuryrni sluzbou,
ktera zaruCuje doruceni dalsi
den a poskytne potvrzeni.

To Sponsor:

To Institution:

Nazev: Merck Healthcare

Oznameni KGaA

zasilana Adresa: Frankfurter Strasse
Name: Merck Healthcare Zadavateli: 250, Darmstadt, Némecko
KGaA Tel:
Address: Frankfurter Strasse Nazev: Fakultni nemocnice u
250, Darmstadt, Germany Oznameni sv. Anny v Brné
Tel: zasilana Adresa: Oddéleni klinickych
Name: Fakultni nemocnice u | Zdravotnickému | studii, Pekafska 664/53, 656
sv. Anny v Brné zafizeni: 91, Brno, Ceska republika
Address: Oddéleni klinickych E-mail:—
studii, Pekarska 664/53, 656 Nazev:
91, Brno, Ceska republika Oznameni e
E-mail: * zasilana Adresa:

Zkousejicimu:

Name: [N Email:

Address:

To Investigator: 16. VYSSi moc
Email:_ Spinéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou
splnéna na zakladé podminek této
Smlouvy, bude prominuto v duasledku
zaplav, pozaru ¢&i jinych projevl vyssi
16. FORCE MAJEURE moci, nehod, valek, nepokoju, embarg,
prodleni dopravcu, nemoznosti opatfit
The performance by any Party of any pfislusné materialy, nebude-li dodana
obligation on its part to be performed elektricka energie &i jiné pfirodni zdroje, v
hereunder shall be excused by floods, disledku rozhodnuti, zakazu ¢i omezeni
fires or any other Act of God, accidents, statniho/spravniho ufadu &i jiného prvku
wars, riots, embargoes, delay of carriers, vy&88i moci, ktery zabrani splnéni takové
inability to obtain materials, failure of povinnosti, bez ohledu na to, zda je
power or natural sources of supply, acts, shodny ¢&i odliSny od shora uvedeného, a
injunctions, or restraints of government or ktery stoji mimo moznost ovlivnéni
other force majeure preventing such pfislusné Strany, ktera je takovou
performance, whether similar or dissimilar povinnosti vazana, to vS8ak za podminky,
to the foregoing, beyond the reasonable Ze takto dotCena Strana vyvine odpovidaji
control of the Party bound by such usili za u€elem odstranéni Ci napravy Ci
obligation, provided, however, that the prekonani jakéhokoli takového divodu &i
Party affected shall exert its reasonable pFiciny a bude pokracovat v pInéni svych
efforts to eliminate or cure or overcome povinnosti v nejbliZz§im mozném Casovém
any of such causes and to resume okamziku.
performance of its obligations with all
possible speed. 17. RUZNE
17.1  Celistvost Smlouvy
Tato Smlouva ve€etné jejich pfiloh
predstavuje jediné a UpIné ujednani mezi
smluvnimi Stranami a nahrazuje veskeré
jiné pisemné a ustni dohody tykajici se
17. MISCELLANEOUS Studie.
17.1  Entire Agreement 17.2  Vzdani se uplatnéni /
vynutitelnost
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This Agreement, including its
attachment(s), constitutes the sole and
complete agreement between the Parties
and replaces all other written and oral
agreements 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 assign or transfer any
rights or obligations under this Agreement
without the written consent of Sponsor.

Sponsor shall assign this Agreement to
any of its affiliates or to a third party
designated by Sponsor, and the Site
hereby consents to such an assignment.
Site will be given prompt notice of such
assignment by the assignee. The terms of
this Agreement that contain obligations or
rights that extend beyond the completion
of the Study shall survive termination or
completion of this Agreement.

17.4  Governing Law
This Agreement shall be interpreted and

enforced under the laws of Czech
Republic

17.5 Prevailing Language The
Agreement is drawn up in English and in
Czech language versions. In case of any
dispute Czech language version shall
prevail.

17.6  Jurisdiction

Any disputes arising out of this Agreement
shall be resolved by the competent courts
of the Czech Republic.

17.7  Survival
The terms of this Agreement that contain
obligations or rights that extend beyond

Nebude-li smluvni Strana trvat na spinéni
nékterého z ustanoveni této Smlouvy,
nebude to znamenat, Ze se plnéni
takového ustanoveni vzdava.

Bude-li néktera z ¢asti Smlouvy shledana
nevymahatelnou, zlstanou zbyvajici
ustanoveni Smlouvy i nadale v platnosti.

17.3  Postoupeni Smlouvy

Tato Smlouva bude zavazna vuéi
Stranam i jejich pravnim nastupcim a
postupnikam.

Misto provadéni klinického hodnoceni
nesmi postupovat nebo prevadét sva
prava a zavazky z této Smlouvy bez
pisemného souhlasu Zadavatele.

Zadavatel je opravnén postoupit tuto
Smlouvu kterémukoli ze svych
pfidruzenych subjektl nebo jakékoli treti
strangé, a Misto provadéni klinického
hodnoceni timto souhlasi s takovym
postoupenim. Mistu provadéni klinického
hodnoceni bude takové postoupeni Ci
pfevod oznameno bez zbytecného
odkladu nabyvatelem. Podminky této
Smlouvy, které obsahuji zavazky nebo
prava, ktera presahuji dokonceni Studie,
zUstanou v platnosti i po ukonéeni této
Smlouvy.

17.4  Rozhodné pravo.

Tato Smlouva bude vyklddana a
vymahana v souladu s pravnim fadem
Ceské republiky

17.5 Rozhodnd jazykova verze. Tato
Smlouva je vyhotovena v anglickém a v
Ceském jazyce. V pfipadé jakychkoli
rozporl bude rozhodujici Ceska verze.

17.6  Jurisdikce

VeSkeré spory vzniklé z této Smlouvy
budou fe$eny pfislusnymi soudy v Ceské
republice.

17.7  Pretrvavajici platnost
Ustanoveni této Smlouvy obsahujici
zavazky Ci prava, které svou povahou
pfesahuji okamzik dokon&eni Studie,
zUstavaji v platnosti i po ukon&eni nebo
skon&eni platnosti této Smlouvy i v
pfipadé, Ze to zde neni vyslovné
uvedeno.
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the completion of the Study shall survive
termination or completion of this
Agreement, even if not expressly stated
herein.

17.8  Signatures
This Agreement shall be executed by all

of its Parties in three (3) counterparts,
each of which shall constitute an original
and each contracting party shall receive
one.

17.9 This Agreement may be amended
and supplemented only in the form of
written amendments signed by all Parties.

17.10 Sponsor and IQVIA hereby
undertake not to enter into any other
contract with any employee of the
Institution in connection with this Study.

17.11 Exclusion of business practices

In accordance with Section 558 (2) of Act
No. 89/2012 Coll.,, the Civil Code, as
amended, the Parties hereby expressly
exclude the use of business practices in
their legal relations in connection with this
Agreement.

THIS SECTION IS INTENTIONALLY
LEFT BLANK

17.8  Podpisy
Tato Smlouva bude podepsana vSemi

smluvnimi  Stranami ve tfech (3)
stejnopisech, z nichz kazdy bude
povazovan za original a kazda smluvni
strana obrdzi po jednom.

17.9 Ménit a doplfhovat tuto smlouvu je
mozné pouze formou pisemnych, vSemi
smluvnimi stranami podepsanych
dodatka.

17.10 Zadavatel a IQVIA se timto
zavazuji, ze v souvislosti s touto Studii
neuzaviou Zzadnou jinou smlouvu s
zadnym zaméstnancem Zdravotnického
zarizeni.

17.11 Vylouc€eni obchodnich zvyklosti
Smluvni strany timto v souladu s § 558
odst. 2 zadkona ¢&. 89/2012 Sb.,
ob&anského zakoniku, v platném znéni,
vyslovné vylu€uji pouziti obchodnich
zvyklosti ve svém pravnim styku v
souvislosti s touto smlouvou.

TATO CAST JE UMYSLNE
PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY Merck
Healthcare KGaA

By IQVIA RDS Switzerland Sarl, its authorized
representative

By:
Title:
Signature:

Date:

ACKNOWLEDGED AND AGREED BY Fakultni
nemocnice u Sv. Anny, Brno:

By: Ing. Vlastimil Vajdak

Title (must be authorized to sign on Institution's behalf):
director

Sighature:

Date:

ACKNOWLEDGED AND AGREED BY THE
INVESTIGATOR:

I consent to the publication of my personal
data (title, name, contact details and
information regarding my professional
gualifications) on 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 study results by Merck
Healthcare KGaA 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”. |
am entitled to withdraw this consent at any
time with future effect.

Name:
Signature:

Date:

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS

Za Merck Healthcare KGaA

spole¢nost IQVIA RDS Switzerland Sarl jeji
opravnény zastupce

Podepsal(a):
Funkce:
Podpis:

Datum: 22.4.2021

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS Fakultni nemocnice u Sv. Anny, Brno:

Podepsal(a): Ing. Vlastimil Vajdak
Funkce: feditel
Podpis:

Datum: 35 4.2021

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS ZKOUSEJICi:

Souhlasim se zvefejnénim mych osobnich
udaji (funkce, jména, kontaktnich udaja a
informaci o mé odborné kvalifikaci) na webu
www.clinicaltrials.gov a na jinych verejnych
webech a vefejnych portalech pro klinické
dokumenty agentury EMA a dalSich
prislusnych agentur, které informuji o
klinickych hodnocenich a zkouSejicich a
¢lenech personalu, ktefi se jich u€astni, a o
vysledcich klinického hodnoceni spoleénosti
Merck Healthcare KGaA ,2letd navazujici
studie posuzujici kognitivni funkce a kvalitu
zivota souvisejici se zdravim u uUc€astniki s
vysoce aktivni relabujici formou roztrousené

sklerozy, ktefi se uc€astnili hodnoceni
CLARIFY MS“. Mam pravo tento souhlas
kdykoli v budoucnu odvolat.

Jméno

Podpis

Datum 29.4.2021
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uziv
Psací stroj
22.4.2021

uziv
Psací stroj
30.4.2021

uziv
Psací stroj
29.4.2021


Attachments:

Attachment A - Budget & Payment schedule
Attachment B - Processing of Personal Data of
Personnel of Institution by Sponsor as part of
Clinical Trial Agreement

Attachment C — Consent to publication of
personal data on clinical trial registers
Appendix D - Power of Attorney / Delegation
Letter for IQVIA

Prilohy:

Pfiloha A-— Rozpocet a rozpis plateb

PFiloha B — Zpracovani osobnich udajd personalu
zdravotnického zafizeni zadavatelem v ramci
smlouvy o provadeéni klinického hodnoceni
Pfiloha C — Souhlas se zvefejnénim osobnich
Udajl v registrech klinickych hodnoceni

PFiloha D — PIna moc / delegacni dopis pro
IQVIA
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

MS700568_0158
A. PAYER AND PAYEE DETAILS:
The Parties agree that the payments under

this Agreement will be made by the following
payer (“Payer”):

Payer Name IQVIA RDS Inc.
4820 Emperor Blvd
Payer Address | Durham, NC 27703
Bank Name Wells Fargo Bank NA
420 Montgomery St
Bank Address | San Francisco,
CA 94104-1298
Bank Account | 4070441159
SWIFT Code: | WFBIUS6S

The Parties agree that the payee designated
below is the proper payee for this Agreement,
and that payments under this Agreement will
be made only to the following payee (“Payee)
and will not violate any rules or policies of the
Site, will not violate applicable national, state,
or local laws or regulations.

Contract Payee 1

PRILOHA A
ROzPOCET A ROZPIS PLATEB

MS700568_0158

A. UDAJE O PLATCI A PRIJEMCI
PLATEB:

Smluvni strany se dohodly, Ze platby podle této
Smlouvy budou provadény nasledujicim platcem
(,Platce”):

Nazev/Jméno
Platce IQVIA RDS Inc.
4820 Emperor Blvd.
Adresa Platce Durham, NC 27703,
USA

Nazev banky Wells Fargo Bank NA

420 Montgomery St

Adresa banky San Francisco, CA
] 94104-1298, USA

’Cvlslo bankovniho 4070441159

uctu

SWIFT kod: WFBIUS6S

Smluvni strany se dohodly, Ze nize uvedeni pfijemci
jsou spravnymi pfijemci podle této Smlouvy a Ze
platby podle této Smlouvy budou provadény pouze
nasledujicim pfijemcim (,Pfijemci plateb®) a
nebudou porusovat zadna pravidla ani zasady Mista
provadéni klinického hodnoceni, nebudou poruSovat
pfisluSna ustanoveni narodni, statni nebo mistni
zakony nebo predpisy.

Prijemce

when applicable)

Payee Name Fakultni plateb podle smlouvy 1
(Must match name in | nemocnice u sv. Nazev/Jméno Prijemce
the contract) Anny v Brné plateb
Pekarska 664/53, (musi se shodovat Fakultni
Payee Address 656 91 Brno, S nazvem/jménem ve nemocnice u sv.
Ceské republika Smiouvé) Anny v Brné
VAT/Tax ID Pekarska
(Tax ID must exactly - 664/53, 656 91
match the payee Adresa Prijemce plateb Brno, Ceska
name indicated republika
above, or tax exempt DIC CZ00159816

CZ00159816

Banking Information:

(daniové identifikacni
Cislo se musi shodovat
s vySe uvedenym
nazvem/jménem
pfijemce plateb;
pfipadné uvedte, ze
neni platcem DPH)

Bank Name Ceské narodni

banka Bankovni Udaje:
Bank Street Rooseveltova 18 Nazev banky Ceska narodni
Bank City Brno banka

Ulice Rooseveltova 18
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Characters)

Bank Jihomoravsky kraj Mésto Brno
State/Province Stat/Kraj Jihomoravsky kraj
Bank Postal Code | 601 10 PSC 601 10
Bank Country Czech Republic Zemé Czech Republic
Receiving Account | CZK Ména uctu pFijemce CZK
Currency IBAN/Cislo Gétu Cz83 0710 0200
IBAN/ Account Cz83 0710 0200 0100 7113
Number 0100 7113 8621/20001-
8621/20001- 71138621/0710
71138621/0710
Swift kéd (8 nebo CNBACZPP.
Swift Code (8 or 11 | CNBACZPP 11 znakl)

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

Pokud dohodnuta ména platby neodpovida
méné vaseho bankovniho u&tu, je mozné, ze
budete muset uveést jesté
zprostfedkovatelskou banku. Informujte se
ve vaSi bance. Bude-li nutné pouzivat
zprostifedkovatelskou banku, uvedte
spole¢né s ostatnimi udaji pro bankovni
pfevod také jeji nazev a pfipadné jeji Cislo
Uctu a kdd SWIFT.

other required Wire instructions.

Contact Information

Kontaktni udaje

Name of Fakultni nemocnice u sv.
recipient Anny v Brné

sending
invoices to
DrugDev
Phone
number &
Email

Jméno pfijemce
posilajiciho
faktury
spole€nosti
DrugDev

Anny v Brné

Telefonni &islo
a e-mail

Fakultni nemocnice u sv.

Language Czech
Preference
Name of
payment
recipient to
receive
payment
notification
and details
Phone
number &
Email

Language

O
N
(0]
[e]
>

Preferovany
jazyk

Jméno pfijemce
platby, kterému
maji byt zasilana
oznameni

a Udaje

o platbach

Telefonni &islo
a e-mail

Preferovany

jazyk

(@] (@]
) D

S S
< <

Preference

Contract Payee 2
Payee Name

(Must match name in
the contract)

Payee Address

Prijemce
plateb podle smlouvy 2

Nazev/Jméno Pfijemce
plateb

(musi se shodovat

S nazvem/jménem ve
Smlouvé)

Adresa Pfijemce plateb

ICO( identifikagni &islo
osoby se musi shodovat
s vySe uvedenym
nazvem/iménem

Neni platcem
DPH
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VAT/Tax ID

(Tax ID must exactly
match the payee
name indicated [
above, or tax exempt
when applicable) Is not a VAT

payer

Banking Information 2:
Bank Name
Bank Street
Bank City
Bank
State/Province

Bank Postal
Code

Bank Country
Receiving
Account
Currency
IBAN/ Account
Number

i,

Swift Code (8 or
11 Characters)

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

pfijemce plateb;
pfipadné uvedte, ze
neni platcem DPH)

Bankovni udaje 2:
Nazev banky

Ulice

Mésto

Stat/Kraj

PSC

Zemé

Ména uctu pfijemce
IBAN/Cislo u&tu

Swift kod (8 nebo -

11 znak()
Pokud dohodnuta ména platby neodpovida
méné vaseho bankovniho u&tu, je mozné, ze
budete muset uveést jesté
zprostfedkovatelskou banku. Informujte se
ve vaSi bance. Bude-li nutné pouzivat
zprostfedkovatelskou banku, uvedte
spole¢né s ostatnimi udaji pro bankovni
pfevod také jeji nazev a pfipadné jeji Cislo
Uctu a kdd SWIFT.

Kontaktni udaje 2
Jméno pfijemce

The Parties acknowledge that the designated
Payee are authorized to receive all of the

required, please provide Bank Name, posilajiciho .

Account Number if applicable and SWIFT faktury

Code of Intermediary Bank along with all spole€nosti

other required Wire instructions. DrugDev

Telefonni €&islo _

Contact Information 2 a e-mail

Name of F Preferovany -

recipient jazyk

sending Jméno pfijemce F

invoices to platby, kterému

DrugDev maiji byt zasilana

Phone number | |GG | | | ozrameni

& Email a udaje

Language | o platbach

Preference Telefonni Cislo I |

Name of F a e-mail

payment Preferovany

recipient to jazyk -

receive

payment Smluvni strany timto berou na védomi, Ze uvedeni

notification and PFijemci plateb jsou opravnéni pfijimat veskeré platby

details za sluzby poskytované na zakladé této Smiouvy.

Phone number | NN

& Email Dojde-li ke zméné adresy nebo &isla bankovniho uétu

Language - Pfijemct plateb, Misto provadéni klinického

Preference hodnoceni je povinno o této skute¢nosti pisemné

informovat spole¢nost DrugDev. Smluvni strany se
dohodly, Ze nebude nutno uzavirat Zzadny dalSi
dodatek ke Smlouvé, jestlize se zmé&na bude tykat
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payments for the services performed under
this Agreement.

In case of changes in the Payee’s address or
bank account number, Site is obliged to
inform DrugDev in writing. The parties agree
that in case of changes in address which do
not involve a change of Payee, tax numbers,
or tax-exempt status, no further amendments
are required.

In case of changes in the Payee’s bank
details, Site is obliged to inform IQVIA in
writing by sending an email to:
support@drugdevglobal.com.

Site shall contact its IQVIA study team
member to provide signed documentation of
changes to payee’s bank details. Parties
agree that in case of changes in bank details
which do not involve a change of payee or
change of country location of bank account,
no further amendments are required.

If the Investigator is not the Payee, then the
Payee's obligation to reimburse the
Investigator, if any, is determined by a
separate agreement between Investigator
and Payee, which may involve different
payment amounts and different payment
intervals than the payments made by
DrugDev to the Payee.

Investigator acknowledges that if Investigator
is not the Payee, DrugDev will not pay
Investigator even if the Payee fails to
reimburse Investigator.

B. PAYMENT TERM

DrugDev, on behalf of IQVIA, will administer
payment to the Payees Quarterly, on a
completed visit per subject basis including all
procedures in accordance with the attached
budget. Payment will be made based upon
prior 3 months’ enrollment data confirmed by

pouze adresy, avdak nezméni se samotny Pfijemce
plateb, dafiova identifikacni Cisla nebo stav danové
vyjimky.

Pfipadnou zménu bankovniho spojeni je Misto
provadéni povinno oznamit spole¢nosti IQVIA
pisemné e-mailem na adresu
support@drugdevglobal.com.

Misto provadéni klinického hodnoceni se obrati na
Clena studijniho tymu spole€nosti IQVIA, aby mu
poskytlo pisemny podepsany doklad o zméné
bankovnich udaja PFijemce plateb. Smluvni strany se
dohodly, Ze nebude nutné uzavirat zadny dalSi
dodatek ke Smlouvé, jestlize se zména bude tykat
pouze bankovnich udajl, av§ak nezméni se Pfijemce
plateb ani zemé, v niz se nachazi jeho bankovni ucet.

V pripadé, ze Zkousejici neni Pfijemcem plateb, je
pfipadna povinnost Pfijemce plateb vyplatit
Zkousejicimu odménu stanovena v samostatné
smlouvé uzaviené mezi ZkousSejicim a Pfijemcem
plateb, v niz mohou byt stanoveny jiné ¢astky plateb
na zakladé jinych vyplatnich termini nez c&astky,
které bude vyplacet spole¢nost DrugDev Pfijemci
plateb.

Zkousejici bere timto na védomi, ze pokud ZkousSejici
neni Pfijemcem plateb, spole€nost DrugDev
neposkytne jakoukoliv uUhradu ZkouSejicimu ani

v pfipadé, Ze Prijemce plateb porusi zavazek
poukazat platbu ZkousSejicimu.

B. PLATEBNi PODMINKY

Spole€nost DrugDev bude provadét platby

Pfijemcim plateb v zastoupeni spole¢nosti IQVIA
Ctvrtletné v souladu s pfilozenym Rozpoétem na
zakladé poctu navstév uskute€nénych jednotlivymi
subjekty, vé&etné vSech procedur. Platba bude
provedena na zakladé udaju o zafazeni za pfedchozi
3 mésice, potvrzenych zadanim udaji dokladajicich
navstévy subjektd do CRF subjektd Mistem
provadéni klinického hodnoceni.

Jakékoli naklady a vydaje, které vzniknou Mistu
provadéni  klinického hodnoceni v souvislosti
s plnénim této Smlouvy a které nejsou vyslovné
oznaeny jako proplatitelné spoleCnosti IQVIA Ci
Zadavatelem podle podminek této Smlouvy (v€etné
jeji Casti Rozpocet a rozpis plateb), pujdou pIné k tizi
Mistu provadéni klinického hodnoceni.

Za pfipadnou spravnost DPH na vSech
predkladanych fakturach odpovida Pfijemce plateb.
DPH se tyka pouze faktur zaslanych v ramci
Svycarska PFijemci plateb registrovanymi jako platci
DPH. VSechny ostatni faktury budou vystavovany bez
DPH.
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subject CRFs received from the Site

supporting subject visitation.

Any expense or cost incurred by Site in
performing this Agreement that is not
specifically designated as reimbursable by
IQVIA 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
submitted 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.

sole
bank

All  government taxes are the
responsibility of the Payee. Local
charges,

banks and any other local charges are also
covered by the Payee.

In the event that after the end of the Study, a
final calculation of all payments due to the
Institution/Investigator shows that there are
differences between the aggregate total of
payments due to the Institution/Investigator
for performing the Study and payments
actually received by the
Institution/Investigator which difference is the
result of fees and charges collected by
intermediate banks in the course of transfer
of funds, the Institution/Investigator is entitled
to receive payment of the difference in the
amounts shown by such final calculation
provided that it requests such payment from
DrugDev within thirty (30) days of receiving
information of the end of the Study and such
request is accompanied by an invoice and
copies or excerpts for back account
statements confirming the amount of bank
fees and charges claimed by the
Institution/Investigator. DrugDev shall be
obliged to pay this amount on the basis of the
request and received proper supporting
documentation provided by the
Institution/Investigator.

Major, disqualifying Protocol violations
are not payable under this Agreement

Platba vSech vnitrostatnich dani bude vylu¢nou
odpovédnosti PFijemcl plateb. Poplatky mistnim
bankam a pfipadné dalSi mistni poplatky rovnéz
hradi Pfijemci plateb.

V pfipadé, Ze ze zavéreCného vyudtovani vSech
plateb pro Zdravotnické zafizeni / ZkousSejiciho po
skonceni Studie vyplyne rozdil mezi celkovou
Castkou plateb pro Zdravotnické zafizeni [/
Zkousejiciho za provadéni Studie a platbami, které
Zdravotnické zafizeni / ZkousSejici skute¢né obdrzeli,
a tento rozdil bude zplsoben poplatky
zprostfedkujicim bankam za pfevody plateb, bude mit
Zdravotnické zafizeni / ZkouSejici pravo na nahradu
vzniklého rozdilu pod podminkou, Ze o nahradu
pozada spole¢nost DrugDev do tficeti (30) dnl od
obdrzeni informace o skonceni Studie a k zadosti
dolozi fakturu a kopie vypisu nebo &asti vypisl z Uctu
potvrzujicich vysi bankovnich poplatkli, o jejichz
nahradu Zdravotnické zafizeni / ZkouSejici zada.
Spolec¢nost DrugDev bude povinna ¢astku na zakladé
zadosti a fadnych podkladd  poskytnutych
Zdravotnickym zafizenim /ZkouSejicimu uhradit.

Zavazna diskvalifikujici poruseni Protokolu
nebudou podle podminek této Smlouvy
proplacena.

C. PLATEBNI SPORY

Pfipadné nesrovnalosti v platbach béhem Studie
bude moci Misto provadéni klinického hodnoceni
rozporovat do tficeti (30) dnli po doru€eni zavérecné
platby.

D. VYRAZENE SUBJEKTY A SUBJEKTY, KTERE
UCAST UKONCIi PREDCASNE

Odména za vyfazené subjekty nebo subjekty, které
ucast ukonci pfed&asné, bude vyplacena v pomérné

vy8i podle poétu potvrzenych uskuteénénych
navstév.
E. FAKTURY

Platby budou spole¢nosti DrugDev provadény na
zakladé rozpoCtu navstév, Cetnosti plateb
a podminek pro platbu stanovenych vySe. Tyto
podklady budou zdravotnickému zafizeni zasilany na
adresu: , hlavnimu
zkoudejicimu pak na adresu .
Platby budou provadény pouze na zakladé
pfislusnych  faktur ~ vC€etné podkladd k nim,
v dohodnuté méné a nize uvedenym zplsobem.
Faktury budou splatné do 30 dnli od data doruceni
faktury spoleCnosti DrugDev véetné pfislusnych
podkladu k fakture.

Faktury za pfipadné dalSi platby neuvedené v této
smlouvé (napf. dodateéné uhrady) museji byt rovnéz
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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.

D. DISCONTINUED EARLY

TERMINATION

OR

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

E. INVOICES

Payments will be issued by DrugDev based
on Visit Budget, payment frequency and
payment terms as described above. These
documents will be sent to the Institution to the
address: ,and to

the Investiiator to the address

Payments will be made only upon 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 any
applicable back-up documentation.

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

Invoices to be billed to:

IQVIA RDS Switzerland Sarl Care of:
DrugDev

Route de Pallatex 29

1162 St-Prex

Switzerland

VAT: CHE-113.549.796

Invoices to be sent to:

DrugDev Payments

IQVIA, 5th floor.

210 Pentonville Rd, King’s Cross
London N1 9JY

United Kingdom

Email: support@drugdevglobal.com
The following information should be included
on the invoice:
o Complete INVESTIGATOR name,
address and phone number

zasilany spole€nost DrugDev, ale navic je musi
schvdlit také zadavatel. Faktury budou vystavovany
takto:

Faktury budou vystavovany na:

IQVIA RDS Switzerland Sarl Pro;_ DrugDev
Route de Pallatex 29

1162 St-Prex

Svycarsko

DIC: CHE-113.549.796

Faktury budou zasilany na adresu:
DrugDev Payments

IQVIA , 5th floor.

210 Pentonville Rd, King’s Cross
London N1 9JY

Spojené kralovstvi

E-mail: support@drugdevglobal.com
Na faktufe museji byt uvadény tyto nalezitosti:

O Celé jméno ZKOUSEJICIHO, jeho
adresa a telefonni ¢islo

O Datum vystaveni faktury
O Cislo faktury

O Jméno/nazev Pfijemce platby (musi
byt shodné s Pfijemcem platby
uvedenym v CTA)

O Castka k Ghradé

O Uplny popis poskytnutych sluzeb
O Cislo Studie

0 Nazev Zadavatele

O Faktury museji byt vytiStény na
hlavickovém papife mista provadéni
klinického hodnoceni/
zdravotnického zafizeni.

VeSkeré dotazy tykajici se faktur a plateb posilejte
pfimo DrugDev Payments na adresu
support@drugdevglobal.com, tel. +1 (973) 659-6722
nebo fax +01 (610) 994-2784.

F. NEPLANOVANE NAVSTEVY

Platba za neplanované navstévy bude uhrazena ve
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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:

o  Sponsor Name

o Invoices should be printed on
site/institution letterhead

All invoice and payment related inquiries
shall be addressed directly to DrugDev
Payments at support@drugdevglobal.com,
telephone +1 (973) 659-6722, or fax +01
(610) 994-2784.”

F. UNSCHEDULED VISITS
Payment for unscheduled visits will
reimbursed in the amount of

be

[which includes overhead].

To be eligible for
reimbursement for unscheduled visits,
completed CRF pages must be submitted to
DrugDev along with any additional
information which may be requested by
DrugDev to appropriately document the
unscheduled visit.

CONDITIONAL PROCEDURES (WITH INVOICE)

The following conditional procedure costs will
be reimbursed on a pass-through basis upon
receipt of an invoice in the amount indicated
in the table below (which includes overhead).
Subject number and procedure dates must
be included on the invoice for payment to be
issued.

Procedure | Procedure | Procedure kontrolni  navstévu. Poukazky/stravenky bude
amouont Pl amount Subjektum studie predavat Hlavni zkousejici podle
(70%) lNSOT Zadavatelovych pokyn(. Stravenky budou do Mista
(CZK) (?;%/}2) hodnoceni doru¢eny nejpozdéji do 14 dnl od iniciace
Adese | | N
events
ig\r/'é’riz L L G. NAVSTEVA PRI PREDEASNEM UKONCENI
Navstéva pfi pred€asném ukon&eni bude proplacena
events e
(SAE)
Blood draw ' .
Lab i uvedenych nize. Podminkou platby je
handling predloZeni originalu faktury spolednosti IQVIA spolu
and/or s pfipadnymi dal$imi informacemi, které muze

Bl (cetné rezZijnich nakladi]. Podminkou pro
platbu za neplanovanou navstévu je, Ze spolecnosti
DrugDev budou pfedlozeny vyplnéné stranky CRF
a pfipadné dalSi informace, které bude spole€nost
DrugDev pozadovat k fadnému dolozeni
nepldnované navstévy.

UKONY PROVADENE PODLE POTREBY (NA ZAKLADE

FAKTURY)

Nasledujici ukony provadéné podle potfeby budou
hrazeny prefakturaci po obdrzeni faktury vystavené
na Castku ve vysi uvedené v tabulce nize (kterd jiz
zahrnuje rezijni naklady). Aby mohla byt platba
uskuteénéna, musi faktura obsahovat €islo subjektu
a datum ukonu.

Ukon Castka za Castka za
ukon ukon
Hlavni Zdravotnické

zkousejici zarizeni
(70%) (30%)
(Ké Ké

Nezadouci i h

pfihody

Zavazné I N |

nezadouci

pfihody (SAE)

Odbér krve - '

Laboratorni

zpracovani

nebo odeslani

vzorku

(vzorku)

Cestovni vydaje pacientl

Zadavatel bude také kazdému Subjektu studie jako
nahradu za pfiméfené vydaje, které mu vzniknou
v souvislosti s jeho navstévami Zdravotnického
zarizeni v souladu s Protokolem (tj. cestovni vylohy
a pripadné pfiméfené vydaje za ubytovani a stravui,

oskytovat stravenky v pausalni hodnoté
R - ozdou
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shipping of
specimen(s)

Patient Travel Expenses

Furthermore, the Sponsor shall provide the
Study subjects with monetary coupons
vouchers regarding settlement of
reasonable costs related to visit of Institution
by Study subject pursuant to Protocol (i.e.
transport costs and/or reasonable expenses
for boardinii, in a flat sum in amount of i
per 1 visit of 1 Study subject.
Monetary coupons/luncheon vouchers shall
be handed to individual Study subjects by
Principal Investigator in compliance with
instructions provided by the Sponsor. Meal
vouchers will be delivered to the Institution

no later than 14 days after the initiation of
the Site.

G. EARLY DISCONTINUATION VISIT

Early discontinuation visit will be reimbursed
in the amount of

listed below. To be eligible
for payment an original invoice must be
submitted to IQVIA along with any additional
information which may be requested by
DrugDev to appropriately document the

procedure. Subject numbers and date of
procedure must be included on an original
invoice.

H. EC/IRB/IEC FEES

EC/IRB/IEC costs will be paid upon receipt of
an invoice issued by the EC/IRB/IEC and are

not included in the attached Budget.
Payment will be made directly to the
EC/IRB/IEC. Any subsequent re-

submissions or renewals, upon approval by
DrugDev and Sponsor, will be paid upon
receipt of appropriate documentation

spole¢nost DrugDev pozadovat k fadné dokumentaci
ukonu. Na originalu faktury musi byt uvedeno &islo
subjektu a datum Ukonu.

H. POPLATKY ETICKYM KOMISIM

Poplatky etickym komisim budou zaplaceny po
obdrzeni faktury vystavené etickou komisi a nejsou
zahrnuty v pfilozeném rozpoctu. Platba bude
provadéna pfimo etické komisi. VeSkera dalSi
opétovna podani nebo obnoveni museji byt
schvalena ze strany spolenosti DrugDev a
Zadavatele a budou proplacena po obdrzeni
prislusnych podklada.

l. TABULKA S ROZPOCTEM

Plati tento rozpodet:

CASTKA zA

NAVSTEVA CASTKA ZA
NAVSTEVU Pl NAVSTEVU
(70%) ZDRAVOTNICKE
ZARIZENi
(Ke)* (30%)
(K&)
ZARAZOVACI I
NAVSTEVA
NAVSTEVA VE 36. I
MESICI
NAVSTEVA VE 48. B
MESICI/NAVSTEVA
PRI UKONCENI
STUDIE
CELKEM ZA I
SUBJEKT

* V8echny €astky zahrnuji pfipadné rezijni naklady.

Vyzadana CASTKA zA CASTKA ZA
vysSetieni NAVSTEVU NAVSTEVU
Pl ZDRAVOTNICKE
ZARIZENI
(Ke)y*
K¢
Srimkovan | I |
magnetickou
rezonanci (MR)
- NAVSTEVA VE
36. MESICI
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. BUDGET TABLE

The Budget is as follows:

VisIT

VIsIT AMOUNT PI
(70%)

(CZK)*

BASELINE
VISIT

MONTH
36 vISIT

MONTH
48
VISIT/END
OF STUDY
VISIT

ToTAL
PER
SUBJECT

VISIT AMOUNT
INSTITUTION
(30%)

(CZK)*

| 111

*All amounts are inklusive of any overhead.

Required

examination

36 Visit

MRI Month

Month 36
Visit

Interpretation
and Report

48 Visit

MRI Month

Month 48
Visit

Interpretation
and Report

MRI Early

on visit

Discontinuati

Early

on visit

Interpretation
and Report

Discontinuati

Amount
per
examinati
on PI
(CzZK)

TNTNT
LI oL

Amount

per

examinati

on

Institution
CZK

MRI popis a
zprava -
NAVSTEVA VE
36. MESICI
Snimkovani
magnetickou
rezonanci (MR)
- NAVSTEVA VE
48. MESICI

MRI popis a
zprava -
NAVSTEVA VE
48. MESICI
Snimkovani
magnetickou
rezonanci (MR)
- NAVSTEVA
PR
PREDCASNEM
UKONCENI
MRI popis a
zprava -
NAVSTEVA
PR
PREDCASNEM
UKONCENI

AN

J. ZAHAJOVACI POPLATEK PRO KLINICKE CENTRUM

Jednorazovy nevratny poplatek za zahajeni Studie

ro Zdravotnické zafizeni  ve vySi _
_, coz zahmuje
rezijni naklady, bude uhrazen na z&kladé faktury po
uzavieni smlouvy.

K. POPLATEK ZA UCHOVAVANi ZAZNAMU / POPLATEK ZA
ARCHIVACI

Jednorazovy poplatek za dlouhodobé uchovavani a
archivaci dokumentace Studie ve vysi

bude uhrazen
Zdravotnickému zafizeni po dokonéeni Studie
v Misté provadéni klinického hodnoceni, poté, co
Spolecnost obdrzi fakturu. Dokumentace Studie bude
uchovavana v kontrolovanych a zabezpedenych
prostorach.

L. POPLATEK ZA DODATEK KE SMLOUVE (NA
ZADOST ZADAVATELE)

V pfipadé dodatku ktéto smlouvé na Zadost

Zadavatele bude poplatek ve vysi [ EGczIENEIINB
ISR, ., /2ccn Zcravoiniokmu

zarizeni po podepsani dodatku a pfijeti faktury
spole€nosti DrugDev.
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J. STuDY START-UP FEE

A one-time, non-refundable Study Start-U
ayment for Institution, of
which

includes overhead, will be made on the basis

of an invoice upon execution of the
Agreement.

K. RECORD STORAGE FEE/ARCHIVING TOTAL
CosT FEE

A one-time, long-term Study document
storage, archivin ayment of

which includes overhead will be made to
Institution following the completion of the
Study at the Site once the invoices is
received. Study documents will be kept in a
controlled, secure facility.

L. CONTRACT AMENDMENT FEE (WHEN
SPONSOR REQUESTED)

In the event of a Sponsor driven amendment
to this Agreement a Contract Amendment

will be paid to Institution upon
execution of the amendment and receipt of
an invoice by DrugDev.

M.  STUDY CLOSE OUT

One-time payment of |

which includes overhead will be paid to cover
the costs associated with study close out
activities, following the completion of the
Study at the Site, receipt by DrugDev of all
completed contractual and regulatory
documentation and receipt of invoice. The
fee will be paid on the basis of the invoice
together with the last payment in the study.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

These amounts include all applicable taxes.

M. POPLATEK ZA UZAVRENi MiSTA KLINICKEHO

Tyto €astky jsou uvedeny vcetné viech prislusnych

Rozpoétu budou spravovany spole€nosti DrugDev a

HODNOCENI

Jednorazova platba |G
]
I
-, ktera zahrnuje rezijni naklady, bude vyplacena
na pokryti naklad spojenych s ¢innostmi uzavieni
studie, po dokonCeni studie v Misté klinického
hodnoceni, pfijeti veskeré vyplnéné smluvni a
regulaéni dokumentace spoleCnosti DrugDev a

prijeti faktury.. Poplatek bude na zakladé faktury
uhrazen spolu s posledni platbou ve studii.

ZADNE DALSIi ZADOSTI O FINANCOVANI
NEBUDOU SCHVALOVANY
dani.
Veskeré platby za tuto Studii podle pfilozeného

hrazeny spole€nosti IQVIA prostfednictvim
elektronického bankovniho prevodu.
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All payments for this Study in accordance
with the attached budget will be
administered by DrugDev and paid by IQVIA
electronically.
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ATTACHMENT B

PROCESSING OF PERSONAL DATA OF PERSONNEL
OF INSTITUTION BY SPONSOR AS PART OF
CLINICAL TRIAL AGREEMENT

As part of the clinical trial, Merck Healthcare
KGaA, located at Frankfurter Strale 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.

A. CATEGORIES OF DATA COLLECTED AND
PURPOSES OF PROCESSING?

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

0] the conduct of clinical trials;

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

(iii) compliance with legal and regulatory
requirements;

(iv) publication on
www.clinicaltrials.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 Study reports and other

Study documents with third parties for
research purposes in accordance with
responsible data sharing and transparency
obligations; and

PRILOHA B

ZPRACOVANi OSOBNiICH UDAJU
PERSONALU ZDRAVOTNICKEHO ZARIZENi
ZADAVATELEM V RAMCI
SMLOUVY O PROVADENI KLINICKEHO HODNOCENi

V ramci klinického hodnoceni zpracovava
spole¢nost Merck Healthcare KGaA, se sidlem
Frankfurter Strale 250, 64293 Darmstadt,
(,Zadavatel“), urcité osobni Udaje zaméstnanci
Zdravotnického zafizeni. Tento dokument uvadi
informace pro zaméstnance tykajici se
zpracovani osobnich Gdaju tak, jak to pozaduji
pfisluSné pravni pfedpisy.

A. KATEGORIE SHROMAZDOVANYCH
UDAJU A UGELY ZPRACOVANI?

Pfed zahajenim a v pridbéhu Kklinického
hodnoceni bude Zadavatel shromazdovat
osobni Udaje personalu Zdravotnického
zafizeni. Tyto osobni Udaje zahrnuji jména,
kontaktni informace a mohou zahrnovat
pracovni zkuSenosti a profesni kvalifikaci,
prehled publikaci, Zzivotopis, informace o
absolvovaném vzdélani, informace tykajici
se potencialnich stfetd zajmu v souvislosti s
vykonem Dualni funkce a udaje o platbach
uskute€nénych na zakladé Smlouvy se
Zdravotnickym zafizenim. Zadavatel bude
tyto osobni udaje zpracovavat pro nize
uvedené ucely:

0] provadéni klinickych hodnoceni,
(i) ovéfovani ze strany statnich nebo
kontrolnich  Gfadl, Zadavatele a jeho

zastupct a pfFidruzenych subjektd,

(iii) dodrzovani pravnich predpisi a
pozadavku kontrolnich ufada,

(iv) zvefejnéni na webovych strankach
www.clinicaltrials.gov, jinych  vefejnych
webovych strankach a vefejnych portalech
pro klinickou dokumentaci Evropské
agentury pro l|é¢ivé pripravky (EMA) a
dalSich pfisluSnych agentur, které informuiji
o klinickych hodnocenich a o zu€astnénych
zkousejicich a o vysledcich pfislusného
klinického hodnoceni (za predpokladu, ze
dana osoba poskytla souhlas),

(v) ulozeni do databazi k usnadnéni
vybéru zkousejicich lékafd pro budouci
klinicka hodnoceni,

! Legal basis for processing personal data is Art. 6 (1) b) General Data Protection Regulation with the exception of (iv) where
Art. 6 (1) a) provides the legal basis and (v), (vi) and (vii) where Art. 6 (1) f) provides the legal basis.

2 Pravnim zakladem pro zpracovani osobnich Gdaju je ¢l. 6 odst. 1 pism. b) Obecného nafizeni o ochrané osobnich udajd s
vyjimkou bodu (iv), pro ktery je pravnim zékladem €l. 6 odst. 1 pism. a), a bod (v), (vi) a (vii), pro které je pravnim zakladem ¢&l.
6 odst. 1 pism. f).
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(Vi)

anti-corruption compliance.

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 (iii) with
affiliated companies of the Sponsor's group
including collaboration partners and affiliates
established in countries 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 Countries,
for example the U.S. Food and Drug
Administration Authority.

C. RIGHTS OF PERSONNEL

Sponsor will respond to all legitimate
requests for information about personal data
stored and, where applicable, to all requests
to 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 or to request a copy of the
standard contractual clauses (if applicable),
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 country where Sponsor is
established.

(vi) predavani  zprav a  dalSich
dokumentd o Studii tfetim stranam k
vyzkumnym ucelim v souladu s povinnosti
zodpovédného sdileni udaja a
transparentnosti a

(vii) dodrzovani predpisli zakazujicich
korup¢ni praktiky.

B. PREDAVANi UDAJU

Zadavatel muze predavat osobni Udaje (i)
poskytovatellm sluzeb, ktefi zpracovavaji
osobni udaje z jeho povéieni a podle jeho
pokynd, (ii) spolupracujicim partnerdm a (iii)
pfidruzenym spole¢nostem skupiny
Zadavatele véetné spolupracujicich partner(
a pfidruzenych subjektt zaloZzenych v zemich
mimo EU (dale ,Tfeti zemé&"), pod podminkou
zajisténi odpovidajici ochrany, zejména
pouzitim Standardnich smluvnich dolozek.

Osobni udaje mohou byt také predavany
Ufadim ve Tretich zemich, napfiklad
americkému Ufadu pro kontrolu potravin a
[&Civ.

C. PRAvA

Zadavatel bude odpovidat na vSechny
legitimni zadosti o informace tykajici se
ulozenych osobnich udaji a v pfipadé
potfeby na vSechny Zzadosti o opravu,
aktualizaci nebo vymazani osobnich udaja.

Personal se miize také obratit na
Zadavatele s namitkami proti zpracovani
za ucely uvedenymi v élanku A, bod (v) a

(vi).

Ve vSech téchto pfipadech a se zadosti o kopii
standardnich smluvnich dolozek (v pfipadé
potfeby) se personal muze obratit na povéfence
Zadavatele pro ochranu osobnich udajd na
adrese privacy@merckgroup.com nebo postou
na vySe uvedené adrese. Obecné maji Subjekty
udaju pravo obratit se se stiznosti na pFislusny
dozorovy Ufad na ochranu osobnich udaja v
zemi, v niz ma Zadavatel sidlo.
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ATTACHMENT C
CONSENT TO PUBLICATION OF PERSONAL DATA ON
CLINICAL TRIAL REGISTERS

| consent to the publication of my personal
data (title, name, contact details and
information regarding my professional
qualifications) on  www.clinicaltrials.gov,

PRILOHA C
SOUHLAS SE ZVEREJNENIM OSOBNICH UDAJU V
REGISTRECH KLINICKYCH HODNOCENI

Souhlasim se zvefejnénim mych osobnich
udaju (funkce, jména, kontaktnich udaji a
informaci o mé odborné kvalifikaci) na webu
www.clinicaltrials.qov_a na jinych vefejnych

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 study results by Sponsor
or its affiliates for the clinical trial “A 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”.

| am entitled to withdraw this consent at any time
with future effect.

place, date:

Signature:

webech a verejnych portalech pro klinické
dokumenty agentury EMA a dalSich
prislusnych agentur, které informuji o
klinickych hodnocenich a zkousSejicich a
Cclenech personalu, ktefi se jich uc¢astni, a o
vysledcich klinického hodnoceni Zadavatele
»2letd navazujici studie posuzujici kognitivni
funkce a kvalitu zivota souvisejici se zdravim
u ucastnika s vysoce aktivni relabujici formou
roztrousené sklerézy, ktefi se ucastnili
hodnoceni CLARIFY MS¥.

Mam pravo tento souhlas kdykoli v budoucnu
odvolat.

Misto, datum: 29.4.2021

Podpis:
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http://www.clinicaltrials.gov/
http://www.clinicaltrials.gov/
uziv
Psací stroj
29.4.2021




