CLINICAL TRIAL RESEARCH AGREEMENT

(For Use in the Czech Republic)

STUDY / SITE NO.

Khl / 2023/ 020/ La

SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENI{

(Pro pouziti v Ceské republice)

STUDIE / CISLO MISTA HODNOCENI

XXX/ XXX

This agreement (hereinafter called “Agreement”) is
entered by and among:

MERCK SHARP & DOHME s.r.o., with its address
at Na Valentince 3336/4, Prague 5, Zip code 150 00,
ID: 284 62 564, tax ID: CZ 284 62 564, registered in
the Companies Register maintained by the Municipal
Court in Prague (Section C, File No. 143294), acting in
its own name at the request of Merck Sharp & Dohme
LLC with its address at 126 East Lincoln Avenue, P.O.
Box 2000, Rahway, NJ 07065 United States of America
(hereinafter called “Sponsor”),

And

FAKULTNI NEMOCNICE U SV. ANNY V BRNE,
Pekaiska 664/53, ZIP code: 602 00, Brno, Czech
Republic, company ID: 00159816, Tax ID:
CZ00159816, bank details Czech National bank, account
number 20001-71138621/0710, represented by Ing.
Vlastimil ~Vajdak, Director (hereinafter called
“Provider of Healthcare”),

And
XXX (hereinafter called “Principal Investigator”)

(Sponsor, Provider of Healthcare and Principal
Investigator will be hereinafter called collectively
“Parties” and separately as “Party”).

Preamble

Sponsor desires to co-operate with the Principal
Investigator and Provider of Healthcare in conducting
of clinical trial (hereinafter called the “Study”) to study
the safety and efficacy of investigated drug XXX
(hereinafter called the “Study Drug”) in accordance
with Study Protocol entitled: “XXX” XXX, site number
XXX (hereinafter called the “Protocol”) which is
attached as Exhibit A and incorporated into this
Agreement by reference.

The Parties hereto agree as follows:

Tato smlouva (déle jen ,,Smlouva“) je uzaviena mezi:

MERCK SHARP & DOHME s.r.o., se sidlem Na
Valentince 3336/4, Praha 5, PSC 150 00, IC: 284 62
564, DIC: CZ28462564, zapsana v obchodnim rejstiiku
vedeném Méstskym soudem v Praze (oddil C, vlozka
143294), jednajici svym jménem na zadost spolecnosti
Merck Sharp & Dohme LLC, se sidlem 126 East
Lincoln Avenue, P.O. Box 2000, Rahway, NJ 07065,
Spojené staty americké (dale jen ,,Zadavatel),

a

FAKULTNi NEMOCNICI U SV. ANNY V BRNE,
Pekatska 664/53, PSC: 602 00, Brno, Ceské republika,
ICO: 00159816, DIC: CZ00159816, bankovni spojeni
Ceska narodni banka, ¢islo uétu 20001-71138621/0710,
zastoupenou Ing. Vlastimilem Vajddkem, feditelem
(dale jen ,,Poskytovatel zdravotnich sluzeb*)

a
XXX (dale jen ,,Hlavni zkouSejici)

(Zadavatel, Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici dale spole¢né jen ,,Strany“ a samostatné
»Strana®).

Preambule

Zadavatel ma zdjem spolupracovat s Hlavnim
zkousejicim a s Poskytovatelem zdravotnich sluzeb pri
provadéni klinického hodnoceni (dale jen ,,Studie®)
scilem zjistit bezpeCnost a ucinnost hodnoceného
léc¢iveho ptipravku XXX (dale jen ,,Hodnoceny
pripravek®) v souladu s Protokolem Studie s nazvem:
“XXX” XXX, cislo mista hodnoceni XXX (dale jen
»Protokol®), ktery tvori pfilohu A této Smlouvy a je
zacClenén do této Smlouvy formou odkazu.

Smluvni strany se dohodly nasledovné:

127

XXX


uziv
Psací stroj
Khl/2023/020/La


1.1

Article 1
Scope of Work

The subject of this Agreement is co-operation
between the Parties in conducting the Study. The
Study is to be performed by Principal Investigator
in co-operation with the Provider of Healthcare
and shall be performed at healthcare facility of
Provider of Healthcare (hereinafter called:
“Healthcare Facility”) in accordance with
applicable legal regulations of the Czech
Republic, all other applicable laws and regulations
relating to the clinical trials including the
International Conference on Harmonisation of
Technical Requirements for Registration of
Pharmaceuticals for Human Use Good Clinical
Practice (Consolidated Guideline and other
generally accepted standards of good clinical
practice, the terms of the final Protocol (including
as it may be amended) provided by Sponsor, an
opinion of the Ethics Committee, this Agreement
and written Sponsor’s guidelines unless for a
given cases the Agreement stipulates other forms.

Article 2

Principal Investigator and Provider of Healthcare

2.1

2.2

23

In the event that employment or any other
relationship between Principal Investigator and
Provider of Healthcare is terminated, Principal
Investigator or Provider of Healthcare shall
provide immediate written notice of such event to
Sponsor. In such a case Sponsor has rights take the
necessary action to continue the Study, or in case
of need, if it would not be possible to find out a
substitution for Principal Investigator that would
be acceptable both for Sponsor and Provider of
Healthcare, terminate the Study in compliance
with the manner of the Agreement termination
pursuant to its Article 6.

Sponsor undertakes not to conclude in connection
with this Study any other contract with any
employee of Provider of Healthcare without
consent of Provider of Healthcare.

Principal Investigator

Principal Investigator shall be responsible for the
supervision and conduct of the Study at the
Healthcare Facility. The Principal Investigator
must ensure that he/she has obtained from each
participant in the Study (hereinafter called “Study
Subject”) prior to enrolling such participant in the
Study a valid, dated and signed Informed Consent,

1.1

2.1
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Clanek 1
Rozsah ¢innosti

Predmétem této Smlouvy je spoluprace Stran pti
provadéni Studie. Studie bude provedena Hlavnim
zkouSejicim ve spolupraci s Poskytovatelem
zdravotnich sluzeb a musi byt provedena ve
zdravotnickém zatizeni Poskytovatele zdravotnich
sluzeb (dale jen ,,Zdravotnickém zafizeni®), a to
v souladu s pfislusnymi pravnimi piedpisy Ceské
republiky, veskerymi dalsimi pfislusnymi zakony a
nafizenimi, vztahujicimi se na klinickd hodnoceni
léciv, a to véetné Konsolidované smérnice Spravna
klinickd praxe mezinarodni konference pro
harmonizaci technickych pozadavki na registraci
1é¢iv pro humanni pouziti, podminkami posledni
schvalené verze Protokolu (vCetné jeho piipadnych
dodatkli) poskytnuté Zadavatelem, stanoviskem
etické komise, touto Smlouvou a pisemnymi
pokyny Zadavatele nestanovuje-li pro dany ptipad
Smlouva jiné formy.

Clanek 2

Hlavni zkousSejici a Poskytovatel zdravotnich

sluzeb

Dojde-li k ukonc¢eni pracovnépravniho vztahu mezi
Hlavnim  zkousejicim a  Poskytovatelem
zdravotnich sluzeb, je Hlavni zkousejici nebo
Poskytovatel ~ zdravotnich  sluzeb  povinen
neprodlené pisemné informovat Zadavatele o této
skutenosti. 'V takovém piipadé¢ je Zadavatel
opravnén piijmout nezbytna opatieni pro zajiSténi
pokracovéani Studie nebo v pripadé nezbytnosti,
nebude-li mozné =zajistit ndhradu za Hlavniho
zkousejiciho ptijatelnou jak pro Zadavatele, tak pro
Poskytovatele zdravotnich sluzeb, Studii ukoncit
v souladu se zpisobem ukonéeni této smlouvy dle
¢l. 6 této Smlouvy.

Zadavatel se zavazuje, ze v souvislosti s touto Studii
neuzavie zadnou jinou smlouvu s zadnym
zaméstnancem Poskytovatele zdravotnich sluzeb
bez jeho pisemného souhlasu.

Hlavni zkousejici

Hlavni zkousSejici odpovida za vedeni a pribeh
Studie ve Zdravotnickém zafizeni. Hlavni
zkousejici musi zajistit, aby obdrzel od kazdého
ucastnika Studie (dale jen ,,Subjekt hodnoceni‘)
pted jeho zatazenim do Studie platny, datovany a
podepsany informovany souhlas, a to v souladu
s formulafem informovaného souhlasu
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2.5

2.6

2.7

2.8

2.9

in accordance with the Informed Consent form
provided by Sponsor and approved by the
competent Ethics Committee.

Principal Investigator represents and warrants that

he/she has appropriate qualification and
experience necessary to conduct the Study.

Principal Investigator shall appoint the
physicians-sub-investigators and the support

personnel necessary for the conduct of the Study,
possessing necessary experience and
qualifications (hereinafter collectively called
“Study Team” and separately “Study Team
Member”). Principal Investigator will ensure that
Study Team is duly informed of Protocol and its
amendments, Study Drug and its tasks associated
with the Study and that, when conducting Study,
it complies with the provisions of Protocol and
this Agreement.

Principal Investigator and the Study Team
Members named by the Principal Investigator are
obliged to actively participate in meetings
concerning the Study, organized by the Sponsor
and on Sponsor’s cost, necessary for appropriate
conduct thereof.

Principal Investigator undertakes to hold meetings
with the clinical Study monitor appointed by the
Sponsor (hereinafter called “Study Monitor™) at
least once every three months or during each visit
if visits are planned less often than every three
months.

Principal Investigator and Provider of Healthcare
shall be responsible for the Study documentation
during the course of the Study (including but not
limited to appropriate handling and storage) and
after Study completion.

Principal Investigator shall notify Sponsor in case
Principal Investigator or according to Principal

Investigator’s  best  knowledge  Principal
Investigator's  immediate family relatives
(including married and unmarried spouse;

siblings, children, parents, grandparents) are
employed or engaged, whether paid or unpaid, in
any of the following entities in a capacity that
could allow the individual to influence the
business of the Sponsor or its affiliates: (a) as
government official (including a relationship with
a governmental official which could cause the
official to influence the business of the Sponsor);
(b) on or serving in an official advisory capacity
to any reimbursement committee, pricing
committee, drug approval committee, formulary
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2.6

2.7

2.8
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poskytnutym Zadavatelem a schvalenym pfislusnou
etickou komisi.

Hlavni zkouSejici prohlaSuje a zarucuje, Ze ma
odpovidajici odbornou kvalifikaci a dostatecné
zkuSenosti k provedeni Studie.

Hlavni zkouSejici urci lékate — dalsi zkousejici a
pomocny personal nezbytny k provedeni Studie,
ktery bude mit dostate¢né zkuSenosti a kvalifikaci
(dale spolecné jen ,,Studijni tym*“ a samostatné
,.Clen studijniho tymu*). Hlavni zkousejici zajisti,
aby Studijni tym byl nalezit¢ informovan o
Protokolu a jeho dodatcich, Hodnoceném
pripravku, o svych tkolech v souvislosti se Studii a
Studii provadél v souladu s Protokolem a touto
Smlouvou.

Hlavni zkousejici a Clenové studijniho tymu uréeni
Hlavnim zkouSejicim jsou povinni se aktivné
ucastnit schiizek tykajicich se Studie, které jsou
organizovany Zadavatelem na jeho naklady, za
ucelem jejiho fadného provadeéni.

Hlavni zkousejici je povinen uskutecnovat schiizky
s monitorem Studie ustanovenym Zadavatelem
(dale jen ,,Monitor Studie*), a to alespon jednou za
tfi mésice, nebo v prubchu kazdé monitorovaci
navstévy, jsou-li navstévy naplanovany v delSich
nez tiimesicnich intervalech.

Hlavni zkousejici a Poskytovatel zdravotnich
sluzeb odpovidaji za vedeni dokumentace o Studii
po dobu provadéni Studie (vcetné, ale nikoliv
pouze, fadného nakladani s dokumentaci a jeji
uchovavani) i po jejim ukonceni.

Hlavni zkousejici oznami Zadavateli, pokud on sdim
nebo podle jeho nejlepsich védomosti osoby jemu
blizké (vCetné jeho partnera, sourozenct, déti,
rodi¢l a prarodicit) jsou v pracovnépravnim nebo
jiném vztahu, at’ vykonavaném za odménu nebo
bezplatné, k nékterému z nasledujicich organt, a to
v postaveni, které jim umoziuje ovlivnit
podnikatelskou c¢innost Zadavatele nebo jeho
ptidruzenych spolecnosti: (a) Gfedni osoba (véetné
vztahu k ufedni osobé€, na jehoz zékladé by mohla
tato osoba ovlivnit podnikatelskou c¢innost
Zadavatele); (b) clen nebo poradce jakékoliv
komise rozhodujici o uhradach 1&Civ, cené 1éCiv,
registraci 1éCiv, kategorizacni nebo obdobné
komise; (c) jakakoliv jina vefejnd funkce, vcetné
funkce v mezinarodni vladni  zdravotnické



2.10 Without

or similar committee; (c) in any other
governmental position, including a position in an
international governmental health organization,
such as the WHO (World Health Organization) or
UNICEF. Principal Investigator will advise the
Sponsor to the extent Principal Investigator or
Principal Investigator's immediate family
member’s status described in the prior sentence
changes during the term of this Agreement.

waiving confidentiality provisions,
Principal Investigator agrees to disclose the nature
of Principal Investigator's relationship with
Sponsor to the entities mentioned above or any
other such entities and comply with any conflict
of interest policies of such entities. In addition,
Principal Investigator will as directed by Sponsor:
(a) refrain for a specified period of time from
participating in decisions that could impact
Sponsor’s or its affiliates business; (b) seek
approval from such entity for performance of this
Agreement; and/or (c) disclose the business
relationship with the Sponsor to such entity prior
to each time participating in any decision which
could have an impact on the business of Sponsor
or its affiliates.

2.11 Principal Investigator and applicable Study Team

Members such as physicians-sub-investigators
shall complete a certification and disclosure form
concerning financial interests or other conflicts of
interests they may have related to the Study or
Sponsor. Sponsor shall be notified in case the
information collected on the form changes during
the course of the Study or within one year after the
last Study Subject has completed the Study.
Principal Investigator will cause applicable Study
Team Members to fulfil this obligation.

2.12 Except the cases where Principal Investigator

a)

b)

reported to Sponsor in writing prior signing the
Agreement (if any):

Principal Investigator represents and warrants that
no civil, criminal or administrative proceedings or
disciplinary proceedings that may result in
debarment or suspension are pending or
threatened. Principal Investigator agrees to
immediately inform Sponsor in writing if any such
action, threatened or commenced action or
proceedings which may result in the Principal
Investigator being debarred or suspended.

Principal Investigator represents and warrants that
Principal Investigator will not use in connection
with Study, any individual who has been debarred

organizaci, jako je WHO (Svétova zdravotnicka
organizace) nebo UNICEF. Hlavni zkousejici
oznami  Zadavateli  jakékoliv zmény ve
svém postaveni nebo v postaveni osob jemu
blizkych podle ptedchozi véty, k nimz dojde
v prubchu trvani této Smlouvy.

2.10 Aniz by tim bylo dot¢eno ustanoveni o mlCenlivosti,

2.11

Hlavni zkousejici bude informovat vySe uvedené
anebo obdobné organy o povaze svého vztahu k
Zadavateli a bude dodrzovat piedpisy téchto organti
tykajici se stfetu zajmt. Hlavni zkousejici se dale
podle pokyni Zadavatele zavazuje: (a) zdrzet se po
stanovenou dobu ucasti na rozhodovani, které by
mohlo ovlivnit podnikatelskou ¢innost Zadavatele
nebo jeho pridruzenych spolecnosti; (b) usilovat o
souhlas daného orgénu s plnénim této Smlouvy;
anebo (c) informovat dany organ o svém obchodné-
zavazkovém vztahu se Zadavatelem pred kazdou
ucasti na rozhodovani, které by mohlo ovlivnit
podnikatelskou cinnost Zadavatele nebo jeho
ptidruzenych spole¢nosti.

Hlavni zkousejici a pistusni Clenové studijniho
tymu jako jsou dalsi zkousejici, vyplni osvédceni a
prohlaSeni o financnich zajmech nebo jinych
konfliktech zajmu, které se mohou tykat Studie
nebo Zadavatele. Pokud dojde ke zméné udaju
uvedenych ve formulafi v pribéhu Studie nebo do
jednoho roku poté, kdy posledni Subjekt hodnoceni
dokon¢i Studii, musi byt Zadavatel o této zméné
informovan. Hlavni zkouSejici zajisti, aby piislusni
Clenové studijniho tymu splnili tuto povinnost.

2.12 S vyjimkou piipadt (pokud se takové vyskytnou), o

a)

b)

4/27
XXX

kterych Hlavni zkouSejici pisemné informoval
Zadavatele pred uzavienim této Smlouvy:

Hlavni zkousejici prohlasuje a zarucuje, ze viici
nému neprobiha ani mu nehrozi zadné civilni,
trestni nebo spravni fizeni nebo disciplinarni fizen,
které by mohlo vést k odebrani ¢i pozastaveni
opravnéni provadét klinickd hodnoceni. Hlavni
zkousejici bude neprodlené pisemné informovat
Zadavatele o jakémkoliv takovém zah4jeném nebo
hrozicim sporu nebo fizeni, které by mohlo vést
k odebrani nebo pozastaveni jeho opravnéni
provadét klinicka hodnoceni.

Hlavni zkouSejici prohlasuje a zarucuje, Zze
nevyuzije v souvislosti se Studii zadnou osobu,
které bylo podle pfislusnych pravnich predpist



d)

or suspended pursuant to any applicable laws or
regulations, as long as Principal Investigator
possesses such knowledge.

Principal Investigator agrees to immediately
inform Sponsor in writing since becoming aware
if any Study Team Member is debarred or
suspended or if any civil, criminal or
administrative proceedings have been initiated or,
to the best of Principal Investigator's knowledge,
the initiation of a lawsuit or the proceedings on the
ban on the activity with respect to the Provider of
Healthcare or the debarment of any Study Team
Member.

Sponsor and Principal Investigator shall cooperate
to mitigate the risk associated with conducting the
Study in case of conflict of interest, suspension or
debarment (as set above) or in case Principal
Investigator terminates the employment or any
other relationship with Provider of Healthcare.
Additionally, Sponsor reserve the rights to take
necessary steps to minimize or eliminate the risk,
including changing the Principal Investigator,
Study Team Member or termination of this
Agreement.

2.13 Principal Investigator acknowledges that the

II

processing of his personal data as well as that of
the Study Team Members by Sponsor is
necessary for the performance of this Agreement,
for Sponsor’s compliance with a legal obligation
and/or for the purposes of legitimate interests
pursued by Sponsor. For this purpose Principal
Investigator shall sign a data processing
acknowledgement, a sample hereof is attached as
Exhibit C to this Agreement, and submit it to
Sponsor prior to beginning any work on the Study,
and, in addition to that, she shall obtain from each
Study Team Member and deliver to Sponsor, such
acknowledgement signed by the Study Team
Member prior to that Study Team Member
starting any work on the Study.

Provider of Healthcare

2.14 Provider of Healthcare shall allow Principal

Investigator and Study Team to conduct the Study
at the Healthcare Facility, in particular Provider of
Healthcare hereby declares to make available the
rooms, permit to use the equipment and apparatus,
ensure proper condition for storage of the Study
documentation and Study Drug, and not use Study

d)

nebo nafizeni odebrano nebo pozastaveno
opravnéni k provadéni klinickych hodnoceni,
pokud je tato skutecnost Hlavnimu zkousejicimu
znama.

Hlavni zkouSejici bude neprodlené¢ pisemné
informovat Zadavatele, jestlize ziska povédomi o
tom, e jakémukoliv Clenu studijniho tymu bylo
odebrano nebo pozastaveno opravnéni k provadéni
klinickych hodnoceni nebo jestlize bylo zahajeno
jakékoliv civilni, trestni nebo spravni fizeni, nebo
pokud podle nejlepsich védomosti Hlavniho
zkousejictho hrozi zahajeni sporu nebo fizeni o
odejmuti opravnéni k poskytovani zdravotnich
sluzeb Poskytovateli zdravotnich sluzeb nebo
odebrani  opravnéni  k provadéni  klinickych
hodnoceni u n&kterého Clena studijniho tymu.

Zadavatel a Hlavni zkousejici budou spolupracovat
scilem omezeni rizik spojenych s provadénim
Studie v pripadé stfetu zajmi, pozastaveni Cci
odebrani  opravnéni  k provadéni  klinickych
hodnoceni (jak je uvedeno vyse) nebo v piipade
ukonceni pracovnépravniho nebo jiného vztahu
mezi Hlavnim zkouSejicim a Poskytovatelem
zdravotnich sluzeb. Zadavatel si vyhrazuje pravo
pfijmout nezbytnd opatfeni ke snizeni nebo
vylouCeni rizika, vcetné¢ nahrazeni Hlavniho
zkousejiciho, Clena studijniho tymu nebo ukonéeni
této Smlouvy.

2.13 Hlavni zkousSejici uznava, ze zpracovani jeho

II

osobnich tdaji, jakoz i Cleni studijniho tymu
Zadavatelem je nezbytné pro plnéni této Smlouvy,
pro splnéni pravni povinnosti Zadavatele anebo pro
ucely opravnénych zajmu Zadavatele. Hlavni
zkousejici za timto ucelem podepiSe a preda
Zadavateli potvrzeni o zpracovani osobnich udaja,
jehoz vzor tvoti piilohu C této Smlouvy, pied
zahajenim jakychkoliv ¢innosti na Studii, a dale
zajisti podpis a piedani takového potvrzeni o
zpracovani osobnich tidajii i od kazdého Clena
studijniho tymu, a to dfive nez takovy Clen
studijniho tymu zahaji jakoukoliv ¢innost na Studii.

Poskytovatel zdravotnich sluzeb

2.14 Poskytovatel zdravotnich sluzeb umozni Hlavnimu

5127
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zkousejicimu a Studijnimu tymu provedeni Studie
ve Zdravotnickém zafizeni, pficemz Poskytovatel
zdravotnich sluzeb timto zejména prohlasuje, ze
zpiistupni prostory, umozni pouziti zafizeni a
ptistroju, zajisti ndlezité podminky pro uchovavani
dokumentace o Studii a Hodnoceného pfipravku a



Drug for any purpose other than Study. In case
that Sponsor will lend some property to the
Provider of Healthcare a separate written loan
agreement will be executed.

2.15 Provider of Healthcare shall archive Study

documentation after completion of the Study and
shall inform Sponsor on the location where it is
kept.

2.16 Provider of Healthcare shall permit the Principal

Investigator, authorised representatives of
Sponsor (such as the Study Monitor and auditors),
persons appointed by national control authorities
and Ethics Committee access to the medical
(source) documentation of Study Subjects within
the scope necessary for the appropriate
surveillance over conduct of the Study and on the
basis of a written consent granted by a Study
Subject in accordance with the applicable legal
regulations.

2.17 If applicable, Provider of Healthcare agrees to

perform Study procedures (e.g. diagnostic test,
laboratory test, etc.).

2.18 Provider of Healthcare represents and warrants

that it will not knowingly use in any capacity, in
connection with any services to be performed
under this Agreement, any individual who has
been debarred pursuant to any applicable laws or
regulations including debarments under the
United States Federal Food, Drug and Cosmetic
Act, or exclusion from a United States federal
healthcare program.

GDPR

2.19 The Parties agree to adhere to applicable personal

data protection, data security or privacy laws,
rules and regulations (“Data Protection Laws”),
including, without limitation, Regulation (EU)
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of
natural persons with regard to the processing of
personal data and on the free movement of such
data, and repealing Directive 95/46/EC (General
Data Protection Regulation; hereinafter called
“GDPR”), and the Czech Republic national law
implementing legislation for the GDPR.

2.20 The Sponsor, as data controller of Study subjects

Principal Investigator and Study Team Members

nepouzije Hodnoceny pfipravek za jinym ucelem,
nez je provedeni Studie. V piipadé vypujcky
majetku Zadavatele Poskytovateli zdravotnich
sluzeb bude uzaviena samostatna pisemna smlouva

o vypujccee.

2.15 Poskytovatel zdravotnich sluzeb je po ukonceni

Studie povinen archivovat dokumentaci o Studii a
informovat Zadavatele o miste jejiho uchovavani.

2.16 Poskytovatel zdravotnich sluzeb umozni Hlavnimu

zkousejicimu, osobam povéienym Zadavatelem
(napt. Monitor Studie a auditofi), osobam
povéfenym narodnimi kontrolnimi tfady a etickou
komisi nahlizet do zdravotnické (zdrojové)
dokumentace Subjekti hodnoceni, a to v rozsahu
nezbytném pro zajisténi dohledu nad fadnym
provadénim Studie a na zékladé pisemného
souhlasu udélenym Subjektem hodnoceni v souladu
s platnymi pravnimi predpisy.

2.17 Poskytovatel zdravotnich sluzeb piipadné provede

studijni ukony (napt. diagnostické testy, laboratorni
testy apod.).

2.18 Poskytovatel zdravotnich sluzeb prohlasuje a
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zarucuje, ze védomé nevyuzije vzadné funkci,
v souvislosti s jakymikoliv sluzbami, které maji byt
poskytnuty podle této Smlouvy, jakoukoliv osobu,
ktera byla vyloucena podle platnych zakond nebo
predpist, vcetné trestu na zdkladé¢ Federalniho
zakona Spojenych statd americkych o kontrole
potravin, léCivych pripravki a kosmetickych
ptipravkid (United States Federal Food, Drug and
Cosmetic Act) nebo vylouceni z Federdlniho
programu Spojenych stati americkych o péci o
zdravi.

GDPR

2.19 Strany se zavazuji jednat v souladu s pfislusnymi

pravnimi predpisy na useku ochrany osobnich udajt,
bezpecnosti udaji a ochrany soukromi (,,pravni
predpisy na ochranu udaji®), vcetné, ale nikoliv
vylucné, natfizeni Evropského parlamentu a Rady
(EU) 2016/679 ze dne 27. dubna 2016 o ochrang
fyzickych osob v souvislosti se zpracovanim
osobnich dajti a o volném pohybu téchto tdaji a o
zruseni smérnice 95/46/ES (obecné narizeni o
ochran¢ osobnich udaji; dale jen ,,GDPR®) a
pravnimi predpisy Ceské republiky k provedeni
GDPR.

2.20 Zadavatel coby spravce osobnich tdaji Subjektt

6/27
XXX

hodnoceni a Clenti studijniho tymu, které byly



personal data collected and sent to Sponsor in
accordance with this Agreement will comply with
Data Protection Laws in the processing and use of
such data. The Provider of Healthcare, as data
controller of personal data collected and retained
by Provider of Healthcare, will comply with Data
Protection Laws in the processing and use of such
data. The personal data of the Study subjects will
be provided to Sponsor in a pseudonymised form.

the Study Subjects are in accordance with the
GDPR compliance with a legal obligation to
which Sponsor is subject (Article 6 par. 1 lit. ¢) of
the GDPR), legitimate interests pursued by
Sponsor (Article 6 par. 1 lit. f) of the GDPR)
and/or public interest for ensuring high standards
of quality and safety of medicinal products
(Article 9 par. 2 lit. i) of the GDPR) and scientific
purposes (Article 9 par. 2 lit. j) of the GDPR) in
respect of data concerning health. Principal
Investigator shall inform the Study subjects of
processing of their personal data in connection
with the Study. Principal Investigator shall use for
this purpose data protection statement in the
wording provided by Sponsor.

2.22 Provider of Healthcare and Principal Investigator

agree to inform Sponsor in writing about any
breach of Data Protection Laws without undue
delay; however no later than 72 hours of becoming
aware of such breach.

2.23 Sponsor, Provider of Healthcare and Principal

Investigator, respectively, shall be liable for its
own processing of personal data and shall ensure
that it processes personal data concerning Study
Subjects in accordance with the Data Protection
Law applicable to its processing of such personal
data and this Agreement. Sponsor, Provider of
Healthcare and Principal Investigator,
respectively undertake to take such measures to
ensure appropriate security of the personal data in
its possession or control against a Personal Data
Breach (as defined in the GDPR).

2.24 In case of occurrence of a Personal Data Breach

of personal data in the possession or control of
Provider of Healthcare or the Principal
Investigator, Provider of Healthcare shall without
undue delay, however not later than within 72
hours after having become aware of it, notify
Sponsor of the Personal Data Breach and Provider
of Healthcare will meet the other obligations with
respect to such Personal Data Breach, including
notice of the personal data breach to the competent

XXX

2.21 Legal grounds for processing of personal data of 2.21

shromazdény a predany Zadavateli v souladu s touto
Smlouvou, bude zpracovavat a pouzivat tyto udaje
v souladu s pravnimi predpisy na ochranu udaji.
Poskytovatel zdravotnich sluzeb coby spravce jim
shromazdénych a uchovavanych osobnich udaji
bude zpracovavat a pouzivat tyto udaje v souladu
s pravnimi predpisy na ochranu udajii. Osobni udaje
Subjektd hodnoceni budou predany Zadavateli v
pseudonymizované podobg.

Pravnim titulem pro zpracovani osobnich udaji
Subjektii hodnoceni je vsouladu s GDPR plnéni
pravnich povinnosti ulozenych Zadavateli (¢l. 6 odst.
1 pism. ¢) GDPR), opravnéné zajmy Zadavatele (Cl.
6 odst. 1 pism. f) GDPR) anebo vefejny zajem pro
zajisténi prisnych norem kvality a bezpecnosti
1é¢ivych ptipravkid (¢l. 9 odst. 2 pism. i) GDPR) a
védecky vyzkum (€l. 9 odst. 2 pism. j) GDPR), pokud
jde o udaje o zdravotnim stavu. Hlavni zkousSejici se
zavazuje informovat Subjekty hodnoceni o
zpracovani jejich osobnich tdajii v souvislosti se
Studii, a to prostfednictvim sdéleni k ochrané
osobnich udaji ve znéni dodaném Zadavatelem.

2.22 Poskytovatel zdravotnich sluzeb a Hlavni zkousejici

se zavazuji neprodlen¢ a pisemné informovat
Zadavatele o jakémkoliv poruseni ustanoveni
pravnich pfedpisi na ochranu udaji, vkazdém
ptipadé vsak nejpozdéji do 72 hodin od okamziku,
kdy se o takovém poruseni dozveédéli.

2.23 Zadavatel, Poskytovatel zdravotnickych sluzeb a

Hlavni zkousejici bude kazdy sam odpovédny za své
vlastni zpracovani osobnich udaji a zajisti, aby
osobni udaje tykajici se Subjektii hodnoceni byly
zpracovavany v souladu s pravnimi piedpisy na
ochranu udajii a Smlouvou. Zadavatel, Poskytovatel
zdravotnich sluzeb a Hlavni zkousSejici se zavazuji
pfijmout takova opatfeni, kterd zajisti nalezité
zabezpeceni osobnich idaji, které maji v drzeni nebo
pod kontrolou, pfed porusenim zabezpeceni
osobnich udaji (jak je definovano v GDPR).

2.24 Pokud dojde k poruseni zabezpeceni osobnich udaji,

727

které jsou v drzeni nebo pod kontrolou Poskytovatele
zdravotnich sluzeb nebo Hlavniho zkousejiciho,
Poskytovatel zdravotnich sluzeb je povinen bez
zbyte¢ného odkladu uvédomit, a to nejpozdéji do 72
hodin od okamziku, kdy se o daném poruseni dozvi,
Zadavatele o takovém poruseni zabezpeceni
osobnich udaji s tim, ze Poskytovatel zdravotnich
sluzeb splni dalsi povinnosti vztahujici se
k takovému poruseni zabezpeCeni osobnich udaju,



3.1

b)

3.2

33

supervisory authority and data subjects within the
time required under applicable data protection
law. Provider of Healthcare and Principal
Investigator will each provide all assistance and
information Sponsor may reasonably request for
Sponsor to comply with Sponsor’s obligations
under Data Protection Law, including, without
limitation providing notice of a Personal Data
Breach, and to otherwise investigate and address
any other complaint, inquiry, request or concern
by an individual or competent regulatory
authority.

Article 3
Study Monitor and Inspection Rights

The Study Monitor and others designated by
Sponsor, and, when applicable, control
authorities, including foreign control authorities,
may, at any time during normal business hours of
Provider of Healthcare:

during the Study examine and inspect Provider of
Healthcare facilities required for performance of
the Study,

during the Study and for a reasonable period of
time after completion or early termination, subject
to applicable Study Subject confidentiality
considerations, inspect, audit, and to copy or have
copied, all data and work product relating to the
Study conducted under this Agreement and to
inspect and make copies of all data related to
Study necessary for Sponsor to confirm that the
Study is being conducted in conformance with
Agreement.

Provider of Healthcare and Principal Investigator
agree to assist Sponsor in order to facilitate
Sponsor’s representatives’ examination,
inspection, auditing and copying of materials
relating to the Study and in order to enforce the
rights granted to Sponsor in this Article 3

Sponsor undertakes to inform Principal
Investigator and without undue delay also
Provider of Healthcare through the Clinical Trial
Department on a planned date of initial and final
visits, audit and, in addition to that, on the start
and end dates for enrollment of Study Subjects by
means of an e-mail sent to the address XXX.
Sponsor is further obliged to conduct these visits
on the basis of a mutual agreement with Principal

3.1

a)

b)
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vcetn¢ oznameni takového poruSeni zabezpecCeni
osobnich udaji piislusnému dozorovému uradu a
subjektim udaji ve lhGté stanovené pravnimi
pfedpisy na ochranu udaji. Jak Poskytovatel
zdravotnich sluzeb, tak Hlavni zkousejici poskytnou
Zadavateli veSkerou soucinnost a veskeré informace,
které mohou byt z jeho strany rozumné pozadovany
pro splnéni povinnosti Zadavatele podle pravnich
predpisti na ochranu udaji, vcéetné, ale nikoliv
vyluéngé, za ucelem Setfeni a vyfizeni jakékoliv
stiznosti, dotazu, zadosti nebo znepokojeni fyzické
osoby nebo piislusného dozorového ufadu.

Clanek 3
Monitor Studie a kontrolni opravnéni

Monitor Studie a dalsi osoby uréené Zadavatelem a
v piislusnych ptipadech i kontrolni ufady, vcetné
zahrani¢nich kontrolnich ufadti, mohou kdykoli
v bézné pracovni dobé Poskytovatele zdravotnich
sluzeb:

provést po dobu trvani Studie kontrolu a inspekci
infrastrukturnich zatizeni Poskytovatele
zdravotnich sluzeb nezbytnych pro provedeni
Studie,

po dobu trvani Studie a pfiméfenou dobu po jejim
ukonceni nebo ptredCasném ukonceni, a to pii
zohlednéni pozadavkd na divémost informaci o
Subjektech hodnoceni, nahlizet, ovéfovat a
kopirovat nebo si nechat zhotovit kopie vSech udaji
a pracovnich produktid tykajicich se Studie
provadéné na zaklade této Smlouvy a nahlizet do
vSech Udaji a pofizovat si kopie vsech udaji
tykajicich se Studie nezbytnych pro Zadavatele za
ucelem ovéreni, zda Studie probihd v souladu
s touto Smlouvou.

Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici se =zavazuji poskytnout soucinnost
Zadavateli, aby usnadnil zastupcim Zadavatele
provadéni kontroly, inspekce, auditu a kopirovani
materidld tykajicich se Studie a prosazeni dalsich
opravnéni plynoucich Zadavateli z ¢lanku 3 této
Smlouvy.

Zadavatel je povinen informovat Hlavniho
zkousejictho a bez zbyte¢ného odkladu i
Poskytovatele zdravotnich sluzeb prostfednictvim
Centra klinickych studii o pldnovaném terminu
zahajeni a ukonceni naboru Subjektii hodnoceni
prostfednictvim e-mailu zaslaného na adresu XXX.
Zadavatel je dale povinen provadét vyse uvedené
navstevy po vziajemné domluvé s Hlavnim



4.1

5.1

6.1

Investigator. Sponsor agrees that, in the case of
need, other authorized persons of Provider of
Healthcare may take part in the visits besides
Principal Investigator.

Article 4
Clinical Trial Approvals

Sponsor shall be responsible, before the
commencement of the Study, for obtaining an
appropriate permission from the State Institute for
Drug Control and a concurring opinion of the
relevant Ethics Committee.

Article 5
Term of Agreement

The term of this Agreement shall become valid and
effective on the date it is signed by the last party
hereof, however in case the Agreement is a
mandatorily published contract pursuant to the Act
on the Contract Register (Act No. 340/2015 Coll.,,
as amended; hereinafter called the “Contract
Registry Act”) it shall become effective on the day
of its publication in the register of contracts in
accordance with this Act and instructions of the
Ministry of Health. Agreement is concluded for a
specified period of time until the completion of the
Study (which means database is locked and all
final Study documentation required to be provided
under the Protocol is received and accepted by
Sponsor), in accordance with the Protocol or in
accordance with Sponsor's decision to stop the
Study at the Provider of Healthcare or termination
pursuant to Article 6.

Article 6
Termination and Enrollment Cap

Sponsor, Provider of Healthcare or Principal
Investigator may terminate this Agreement by
giving thirty (30) days written notice to the other
parties, even without stating a reason. The
termination notice must be delivered to the other
Parties. The notice period will start to run from the
first day after the termination notice was delivered
to the other Parties. However, if the Study is a
survival study then Provider of Healthcare may
terminate this Agreement only as it applies to the
requirement to enroll new Study Subjects. In the
event a thirty (30) day notice period is determined
by Provider of Healthcare or Sponsor to be
insufficient notice based upon evaluation of risks
to enrolled Study Subjects receiving the Study
Drug, the parties will cooperate to safely withdraw

4.1

5.1
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zkousejicim. Zadavatel souhlasi, Ze se t€chto navstév
budou v piipad¢ potieby ucastnit kromé Hlavniho
zkouSejictho 1 dalsi  povéfeni  pracovnici
Poskytovatele zdravotnich sluzeb.

Clanek 4
Povoleni klinického hodnoceni

Zadavatel odpovida, a to pred zahajenim Studie, za
ziskani prtislusného povoleni Statniho ustavu pro
kontrolu 1é¢iv k zah4jeni klinického hodnoceni a
souhlasného stanoviska piislusné etické komise.

Clanek 5
Doba trvani Smlouvy

Tato Smlouva nabyva platnosti a G¢innosti dnem
jejiho podpisu posledni Smluvni stranou, nicméné v
pfipadé, ze je Smlouva povinné uvetejiiovanou
smlouvou podle zakona o registru smluv (zakon ¢.
340/2015 Sb., v platném znéni; dale jen ,,zakon o
registru smluv®), nabyva uCinnosti dnem
uvefejnéni v registru smluv v souladu s timto
zakonem. Smlouva je uzavirdna na dobu urcitou, a
to do ukonceni Studie (Studie je ukoncena, je-li
uzaviena databdze a  veSkerd  zavéreCna
dokumentace o Studii podle Protokolu je pfedana
Zadavateli a jim akceptovana) v souladu s
Protokolem, nebo rozhodnuti Zadavatele o
zastaveni Studie u Poskytovatele zdravotnich
sluzeb nebo ukonceni Smlouvy podle ¢lanku 6 této
Smlouvy.

Clanek 6
Ukonceni a Maximalni pocet zafazeni

Zadavatel, Poskytovatel zdravotnich sluzeb nebo
Hlavni zkousejici jsou opravnéni ukoncit tuto
Smlouvu vypovédi i bez uvedeni divodu. Vypoved
musi byt dorucena ostatnim Stranam. Vypovédni
doba ¢ini tficet dnti (30) a pocina bézet prvnim
dnem nasledujicim po dni, v némz byla doruc¢ena
ostatnim Stranam. Je-li vSak Studie studii preziti, je
Poskytovatel zdravotnich sluzeb opravnén ukoncit
vypovedi pouze zavazek na zafazeni novych
Subjekti hodnoceni. V piipadé, ze ticetidenni (30)
vypovédni doba bude Poskytovatelem zdravotnich
sluzeb nebo Zadavatelem posouzena jako
nedostatecna s ohledem na vyhodnoceni rizika pro
zatazené Subjekty hodnoceni, kterym je podavan
Hodnoceny ptipravek, budou Strany spolupracovat
na tom, aby byla bezpecn¢ ukoncena 1écba téchto



6.2

6.3

b)

d)

subjects from drug treatment over a mutually
agreeable period of time but in no event shall
Sponsor's obligation to supply Study Drug
hereunder extend beyond a reasonable period,
which shall be determined based on a totality of
the circumstances including Study subject safety.
Notwithstanding the foregoing, in the event
Sponsor believes that immediate termination is
necessary due to its evaluation of risks to enrolled
Study Subjects, Sponsor may terminate this
Agreement immediately.

Either Party may terminate this Agreement
immediately, upon written notice to the other
Parties if the other Party breaches any of its
material obligations under this Agreement and
such breach, if capable of being cured, is not cured
within thirty (30) days of written notice of such
breach.

In the event of termination of the Agreement
through the termination notice of either Party or
expiration of this Agreement:

upon providing or receiving a notice of
termination of this Agreement, Principal
Investigator shall stop enrolling Study Subjects in
the Study and shall in accordance with Sponsor’s
instructions cease conducting the Study;

Principal Investigator and Provider of Healthcare
shall return to Sponsor at Sponsor’s reasonable
expense all unused Sponsor provided Materials
(as defined in Article 11 of this Agreement) and
Study Drug (unless written authorization to retain
or destroy them is given by Sponsor and
respective Party agrees in writing to retain or
destroy it in which case this Party shall comply
with the applicable provisions of Article 11
hereof);

except in the event of termination because of a
material breach by Provider of Healthcare or
Principal Investigator, and wunless otherwise
specified in writing between the Parties, Sponsor
shall pay for services and actual work performed
in accordance with the Protocol to the date of
notice of termination or expiration of Agreement
and any undue funds provided by Sponsor shall be
returned;

in the event of termination as a result of a material
breach by Provider of Healthcare or Principal
Investigator, the Parties agree to make a good faith
effort to reach agreement to compensate Principal
Investigator and Provider of Healthcare for

6.2

6.3

a)

b)

d)
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subjektii timto 1é¢ivem v dohodnuté dobé, pricemz
ale povinnost Zadavatele dodavat Hodnoceny
pripravek podle této Smlouvy nepiesahne
pfiméfenou dobu, kterd bude uréena na zakladé
vSech okolnosti, vcetné bezpecnosti Subjektl
hodnoceni. Bez ohledu na vySe uvedené, v ptipade,
kdy bude Zadavatel nazoru, Ze okamzité ukonceni
Smlouvy je nezbytné vzhledem k jim provedenému
vyhodnoceni rizik pro zafazené Subjekty
hodnoceni, je Zadavatel opravnén ukoncit tuto
Smlouvu s okamzitou u¢innosti.

Kazda ze Stran je opravnéna ukoncit tuto Smlouvu
pisemnou  vypovédi sokamzitou ucinnosti
nastavajici dorucenim vypovédi ostatnim Stranam,
jestlize druha smluvni Strana porusi jakoukoliv ze
svych podstatnych povinnosti podle této Smlouvy a
nenapravi takové poruseni, pokud je 1ze napravit, do
tficeti (30) dnti od obdrzeni pisemného ozndmeni o
takovém poruseni.

V pfipadé ukonceni Smlouvy vypovédi jedné ze
Stran nebo uplynuti doby trvani této Smlouvy:

podanim nebo obdrzenim vypovédi této Smlouvy,
Hlavni zkousejici ukon¢i nabor Subjektii hodnoceni
do Studie a ukonci v souladu s pokyny Zadavatele
provadeéni Studie,

Hlavni zkousSejici a Poskytovatel zdravotnich
sluzeb vrati Zadavateli na jeho pfiméfené naklady
veskery nepouzity Materidl (definované v ¢lanku 11
této Smlouvy) a Hodnoceny piipravek poskytnuty
Zadavatelem (ledaze Zadavatel vydal pisemné
povéteni k jejich ponechani nebo likvidaci a
ptislusna Strana s ponechanim nebo likvidaci
pisemné¢ souhlasi; v takovém piipadé je tato Strana
povinna splnit veskeré povinnosti vyplyvajici z
¢lanku 11 této Smlouvy),

s vyjimkou ukonceni Smlouvy z divodu jejiho
podstatného poruseni ze strany Poskytovatele
zdravotnich sluzeb nebo Hlavniho zkousejiciho, a
nebude-li Stranami dohodnuto jinak, se Zadavatel
zavazuje zaplatit odménu za sluzby a skute¢né
vykonanou ¢innost podle Protokolu ke dni
vypovédi nebo uplynuti doby trvani Smlouvy s tim,
ze jakékoliv Zadavatelem bez pravniho divodu
vyplacené ¢astky budou vraceny,

v pripad¢ ukonceni této Smlouvy z ditvodu jejiho
podstatného poruseni Poskytovatelem zdravotnich
sluzeb nebo Hlavnim zkouSejicim, se Strany
zavazuji jednat v dobré vife s imyslem dosdhnout
dohody o kompenzaci Poskytovatele zdravotnich



e)

6.4

d)

g)
h)

)

6.5

services and actual work performed in accordance
with the Protocol to date of notice of termination;
and

Provider of Healthcare and Principal Investigator
shall return to Sponsor all Confidential
Information (as defined in Article 9 hereof) owned
or controlled by Sponsor and in the possession of
Provider of Healthcare or Principal Investigator.

The termination or expiration of this Agreement
shall not relieve a Party of its obligation to the
others in respect of:

retaining in confidence all Confidential
Information (as defined in Article 9 hereof);

complying with record keeping and reporting
obligations (under Article 7 hereof);

complying with any publication obligations
(under Article 10 hereof) and obtaining any
written approval and consents for any publicity
and promotional purposes (under Article 17
hereof);

payments and reimbursements
consistent with Agreement;

arising and

complying with obligations relating to the Study
Drug and any other Sponsor provided Materials
when supplied (under Article 11 hereof);

indemnification and insurance obligations (under
Article 12 hereof);

inspection rights (under Article 3 hereof);

obligation to assign Inventions and assist in
obtaining patent protection (under Article 13
hereof);

complying provisions regarding archiving and
storage of the Study documentation after the
completion of the Study (under Article 2 hereof);
and

any other commitments that should be performed
or continued after completion of Agreement all of
which obligations are binding on the appropriate
Party and shall remain in full force and effect as
set forth in this Agreement.

Planned number of Study Subject that shall be
allocated to the Study in the Healthcare Facility,
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sluzeb a Hlavniho zkousejiciho za sluzby a skute¢né
vykonanou ¢innost podle Protokolu ke dni
vypovédi; a

Poskytovatel —zdravotnich sluzeb a Hlavni
zkouSejici vrati Zadavateli veskeré Divérné
informace (definované v Clanku 9 této Smlouvy),
které jsou vlastnény nebo  kontrolovany
Zadavatelem, a jsou v drzeni Poskytovatele
zdravotnich sluzeb nebo Hlavniho zkousejiciho.

Ukonceni nebo uplynuti doby trvani této Smlouvy
nezprosti zadnou ze Stran povinnosti vici dalsim
Smluvnim stranam, pokud jde o:

zachovani  daveémosti veSkerych  Duavérnych
informaci (definovanych v ¢lanku 9 této Smlouvy);

splnéni povinnosti ohledn€¢ uchovani zaznami a
podavani hlaseni (podle ¢lanku 7 této Smlouvy);

splnéni vSech povinnosti tykajicich se publikovani
(podle ¢lanku 10 této Smlouvy) a ziskani vsech
pisemnych souhlast a svoleni pro jakékoli
publikacni a propagacni ucely (podle ¢lanku 17 této
Smlouvy);

platby a ndhrady vzniklé v souvislosti a v souladu s
touto Smlouvou;

splnéni povinnosti tykajicich se Hodnoceného
pripravku a jakéhokoliv jiného Zadavatelem
poskytovaného Materialu, pokud byl dodan (podle
¢lanku 11 této Smlouvy);

zavazky tykajici se odskodnéni a pojisténi (podle
¢lanku 12 této Smlouvy);

kontrolni opravnéni (podle ¢lanku 3 této Smlouvy);

povinnost postoupeni Vynalezli a soucinnost pfi
ziskani patentové ochrany (podle ¢lanku 13 této
Smlouvy);

splnéni povinnosti vyplyvajicich zustanoveni o
archivaci a uchovavani dokumentace o Studii po
ukonceni Studie (podle ¢lanku 2 této Smlouvy); a

jakychkoliv dalSich zavazkt, které maji byt
realizovany, nebo vjejichz plnéni ma byt
pokratovano po skonCeni Smlouvy veskeré
povinnosti jsou pro pfislusnou smluvni Stranu
zavazné a maji takové pravni ucinky, jaké vyplyvaji
z této Smlouvy.

Planovany pocet Subjektii hodnoceni, ktefi budou
zafazeni ve Zdravotnickém zafizeni do Studie, bude
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shall be specified in Budget. Sponsor reserves a
right to change that number by giving written
notice to other Parties.

Sponsor reserves the right to stop enrollment by
giving written notice, or by giving notice by
telephone followed by written notice, to Principal
Investigator to cease further enrollment in the
Study (“Enrollment Cap’’). Upon receipt of such
notice, Principal Investigator agrees to enroll no
further Study Subjects in the Study.

Article 7
Records and Reports

Principal Investigator shall have the following
record keeping and reporting obligations:

preparation and maintenance of complete,
accurately written records, accounts, notes,
reports and data relating to the Study under this
Agreement;

preparation and submission to Sponsor (in a
periodic and timely manner during the term of this
Agreement) of all raw data and other material
called for in the Protocol in the form of properly
completed Study Subject case report forms
(“CRF”) or into an electronic database (i.e.,
remote data entry) supplied by Sponsor for each
Study Subject as provided in the Protocol. CRF
concerning the Study and the electronic database
shall be the exclusive property of Sponsor (source
medical records as such are the exclusive property
of Provider of Healthcare); and

providing answers on Sponsor’s questions relating
to data entered into CRF and completing or
correcting such data in a systematic and timely
manner as directed by Sponsor; and

immediately report to Sponsor all information

about any serious adverse events.

enrollment in
related to data

Sponsor may pause or limit
Institution for unresolved issues
entry delays and/or data accuracy.

Principal Investigator and Provider of Healthcare
agree to maintain records and data during and at
least 25 years after the end of the Study in

6.6
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d)

7.2
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obsazen v Rozpoctu. Zadavatel si vyhrazuje pravo
zmeénit tento pocet pisemnym oznamenim zaslanym
ostatnim Stranam.

Zadavatel si vyhrazuje pravo ukonéit nabor do
Studie pisemnym oznamenim nebo telefonickym
oznamenim nasledovanym pisemnym sdélenim

Hlavnimu zkouSejicimu, aby zastavil dalsi
zatazovani do Studie (,,Maximalni pocet
zafFazeni*). Po obdrzeni takového sdéleni nezatadi

Hlavni zkousejici do Studie zadné dalsi Subjekty
hodnoceni.

Clanek 7
Zaznamy a zpravy

Hlavni zkousSejici ma nasledujici povinnosti ve
vztahu k wuchovavani dokumentd a podavani
hlasent:

pfipravovat a uchovavat kompletni, pfesné vedené
pisemné zaznamy, zpravy, poznamky, hlaseni a
udaje tykajici se Studie podle této Smlouvy;

pripravovat a predkladat Zadavateli (véas a v
pravidelnych intervalech po dobu trvani této
Smlouvy) vSechna nezpracovana data a ostatni
materidly pozadované podle Protokolu ve formé
fadné vyplnénych Zaznamil subjektii hodnoceni
(,,Zaznamy subjekti hodnoceni) nebo jejich
vkladanim do elektronické databaze (napt. dalkové
ukladani dat) dodané¢ Zadavatelem pro kazdy
Subjekt hodnoceni, jak je stanoveno Protokolem.
Zaznamy subjektil hodnoceni tykajici se Studie a
elektronické databaze jsou vyhradnim vlastnictvim
Zadavatele (zdrojova zdravotnicka dokumentace
jako  takovd je  vyhradnim  vlastnictvim
Poskytovatele zdravotnich sluzeb); a

odpovidat na dotazy Zadavatele ohledné udaji
zapsanych do Zaznamu subjekti hodnoceni a
kompletovat nebo opravovat tyto udaje
systematicky a vcas podle pokynil Zadavatele, a

neprodlené hlasit Zadavateli vSechny zavazné
nezadouci ptihody.

Zadavatel je opravnén preruSit nebo omezit
zafazovani pacientl do Studie u Poskytovatele
zdravotnich ~ sluzeb zdivodu nevyfeSenych
spornych otazek tykajicich se prodleni pti vkladani
udajl anebo piesnosti tdajt.

Hlavni zkouSejici a Poskytovatel zdravotnich
sluzeb jsou povinni uchovavat zaznamy a udaje
nejméné po dobu 25 let od ukonceni Studie
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compliance with the Protocol and all applicable
legal and regulatory requirements.

Principal Investigator and Provider of Healthcare
further agree to permit Sponsor or Sponsor's
representatives to examine and audit all records
and reports, with prior written notification (to
Clinical Trial Department pursuant to Art. 3.3 of
this Agreement) from Sponsor and during normal
business hours (subject to applicable Study
Subject confidentiality considerations). Principal
Investigator and Provider of Healthcare agree to
take any action necessary, as reasonably requested
by Sponsor, to properly correct or address any
deficiencies noted during any audit and agree to
cooperate with Sponsor with respect to any action
taken to address any such deficiencies.

Principal Investigator agrees to notify Sponsor
within twenty-four (24) hours in the event that
State Institute for Drug Control, FDA or any other
regulatory authority notifies Principal Investigator
of a pending inspection/audit. In addition
Principal Investigator will forward to Sponsor any
written communication received as a result of the
inspection/audit within twenty-four (24) hours of
receipt of such communication and agrees to
allow Sponsor to assist in responding to any
citations. Such responses shall be made within two
(2) weeks of issuance of any citations or within
any earlier deadline set by the issuing regulatory
authority. Principal Investigator shall also provide
to Sponsor copies of any documents provided to
any inspector or auditor. In the event the FDA or
other regulatory authority requests or requires any
action to be taken to address any citations,
Principal Investigator and Institution agree, after
consultation with Sponsor, to take such action as
necessary to address such citations, and agree to
cooperate with Sponsor with respect to any such
citation and/or action taken with respect thereto.

Article 8
Costs and Payments

The costs and payments for the Study (hereinafter
called “Budget”) are set forth in Exhibit B hereto.
The payments set forth in such Budget forms are
acknowledged by the applicable Parties to be
adequate consideration for the work undertaken
by that Party. The payments from Sponsor for the
services provided by Provider of Healthcare and
Principal Investigator hereunder (i) represent the

7.4

7.5

8.1

13/27
XXX

v souladu s Protokolem a vSemi platnymi pravnimi
pfedpisy a regulatornimi pozadavky.

Hlavni zkousSejici a Poskytovatel zdravotnich
sluzeb dale umozni Zadavateli a Zadavatelem
povéfenym osobam provést kontrolu a audit
veskerych zdznamli a zprav, a to po predchozim
oznameni (Centrum klinickych studii dle ¢l. 3.3.
této Smlouvy) a vbeézné pracovni dobé (se
zohlednénim pfislusnych povinnosti vztahujicich se
k divérnosti informaci o Subjektech hodnoceni).
Hlavni zkousejici a Poskytovatel zdravotnich

sluzeb pfijmou veSkerda nezbytnd opatfeni,
vrozumné mife pozadovand Zadavatelem,
ktadnému odstranéni nebo vyporadani se

s nedostatky zjisténymi béhem auditu s tim, Ze
budou spolupracovat se Zadavatelem, pokud jde o
jakékoli opatfeni pfijaté k vyporadani se s t€mito
nedostatky.

Hlavni zkouSejici upozormni Zadavatele do
Ctyfiadvaceti (24) hodin v pripad¢€, ze Statni tistav
pro kontrolu Ilé¢iv, FDA nebo jakykoli jiny
regulatorni Gfad vyrozumi Hlavniho zkousejiciho o
inspekci/auditu. Hlavni zkousSejici dale preda
Zadavateli  veSkerou pisemnou komunikaci
obdrzenou v disledku takové inspekce/auditu, a to
do ctyfiadvaceti (24) hodin od pfijeti takového
pripisu a souhlasi s tim, Ze umozni Zadavateli
spolupracovat na piipravé odpovédi na takovy
pripis. Tyto odpovédi budou pripraveny do dvou (2)
tydnit od vydani takového pripisu nebo v kratsi
[htte stanovené zadajicim kontrolnim ufadem.
Hlavni zkousejici rovnéz poskytne Zadavateli kopie
vsech dokument, které budou pfedany kterémukoli
inspektorovi nebo auditorovi. V ptipade, ze FDA
nebo jiny kontrolni Gfad bude pozadovat prijeti
jakéhokoli opatfeni vreakci na ptipis, Hlavni
zkousSejici a Poskytovatel zdravotnich sluzeb
souhlasi stim, Ze po konzultaci se Zadavatelem
prijmou opatieni nezbytné v souvislosti s takovym
sdélenim a souhlasi s tim, Ze budou spolupracovat
se Zadavatelem ohledn¢ takového pripisu anebo
kroki podniknutych s ohledem na toto sdéleni.

Clanek 8
Naklady a platby

Néklady a platby pro Studii (déle jen ,,Rozpocet™)
jsou obsazeny v ptiloze B této Smlouvy, ktera je
nedilnou soucasti této Smlouvy. Platby stanovené v
rozpoCtovych  formulafich jsou piislusnymi
Stranami povazovany za priméfenou odménu za
praci provedenou danou Stranou. Platby ze strany
Zadavatele za sluzby poskytnuté Poskytovatelem
zdravotnich sluzeb a Hlavnim zkouSejicim na



8.2

9.1

b)

fair market value for such services, (i) were
negotiated in an arm’s length transaction, and (iii)
have not been determined in a manner that takes
into account the volume or value of any referrals
or business otherwise generated between the
Parties. For work performed or expenses incurred
that Sponsor is obligated to make payment on,
Provider of Healthcare and Principal Investigator
will not seek additional reimbursement from
another source.

8.2
Total estimated value of Provider of Healthcare's
Budget is:
XXX
Article 9
Confidential Information
During and for a period of ten (10) years after the 9.1

expiration or early termination of this Agreement,
Provider of Healthcare and Principal Investigator
shall retain in confidence all test articles and
proprietary data and/or information obtained from
Sponsor or generated pursuant to the Study
including, but not limited to, the Protocol, the
investigator's brochure, interim results and any
other information or material disclosed under
confidential disclosure agreements previously
entered into between the Parties (hereinafter
called “Confidential Information”). This
restriction shall not apply to Confidential
Information that:

is or becomes public knowledge (through no fault
of Provider of Healthcare or Principal
Investigator); or

is lawfully made available to Provider of
Healthcare or Principal Investigator by an
independent third party owing no obligation of
confidentiality to Sponsor with regard thereto (and
such lawful right can be properly demonstrated by
Provider of Healthcare or Principal Investigator);
or

is already in Provider of Healthcare's or Principal
Investigator’s possession at the time of receipt
from Sponsor (and such prior possession can be
properly demonstrated by Provider of Healthcare
or Principal Investigator); or

b)
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zakladé této Smlouvy (i) piedstavuji pfiméifenou
trzni hodnotu za takové sluzby, (ii) byly sjednany
jako transakce v béznych obchodnich vztazich a (iii)
nebyly urceny zplsobem, ktery zohlediiuje objem
nebo hodnotu jakychkoliv doporuceni nebo
jakkoliv jinak generovanou obchodni spolupraci
mezi Stranami. Za vykonanou praci nebo
vynalozené vydaje, za néz je Zadavatel povinen
provést platbu, nebude Poskytovatel zdravotnich
sluzeb a Hlavni zkousejici pozadovat z jakéhokoliv
zdroje dodate¢nou uhradu.

Celkova odhadovana vyse Rozpoctu Cini:

Clanek 9
Duvérné informace

Po dobu trvani této Smlouvy a po dobu deseti (10)
let po jejim skonceni nebo pred¢asném ukoncenti,
budou Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici zachovavat divérnost vSech clankl o
testovani a internich udajii, anebo informaci
ziskanych od Zadavatele nebo vytvoienych na
zakladé Studie, a to naptiklad vcetné Protokolu,
souboru informaci pro zkousejiciho, predbéznych
vysledkli a veskerych dalSich informaci nebo
materidld poskytnutych na zakladé dohod o
zptistupnéni divérnych informaci diive uzavienych
mezi Stranami (dale jen ,,Divérné informace®).
Toto omezeni se netykd Duveémych informaci, jez:

jsou nebo se stanou vefejné znamymi (a to bez
zavinéni Poskytovatele zdravotnich sluzeb nebo
Hlavniho zkousejiciho); nebo

jsou zpiistupnény Poskytovateli zdravotnich sluzeb
nebo Hlavnimu zkousejicimu v souladu s pravnimi
predpisy tfeti stranou, ktera neni vazana povinnou
mlCenlivosti vii¢i Zadavateli ve vztahu k této
Smlouvé (a Poskytovatel zdravotnich sluzeb nebo
Hlavni zkousejici mohou fadné prokazat takovyto
soulad); nebo

jsou jiz v drzeni Poskytovatele zdravotnich sluzeb
nebo Hlavniho zkousejiciho v dobé, kdy je ziskal od
Zadavatele (a Poskytovatel zdravotnich sluzeb nebo
Hlavni zkousejici mohou piedchozi drzeni téchto
informaci fadn¢€ prokazat); nebo



d)

9.2

9.3

9.4

is published in accordance with the express terms
of this Agreement.

Provider of Healthcare or Principal Investigator
may disclose Confidential Information to the
extent it is required by law, regulation, act or order
of any governmental authority or agency. To
permit Sponsor an opportunity to intervene by
seeking a protective order or other similar order,
in order to limit or prevent disclosures of
Confidential Information, Provider of Healthcare
or Principal Investigator shall immediately notify
Sponsor, in writing, if it is requested by a court
order or a governmental authority or agency to
disclose Confidential Information in Provider of
Healthcare's or Principal Investigator’s possession
and thereafter Provider of Healthcare or Principal
Investigator shall disclose only the minimum
Confidential Information required to be disclosed
in order to comply, whether or not a protective
order or other similar order is obtained by
Sponsor.

Subject to applicable legal and regulatory
requirements, Provider of Healthcare and
Principal Investigator agree to promptly return to
Sponsor, upon its request, all Confidential
Information obtained from Sponsor or belonging
to Sponsor pursuant to this Agreement; provided,
however, that Provider of Healthcare and
Principal Investigator may retain one copy of
Confidential Information in a secure location for
purposes of identifying their obligations under
these confidentiality provisions.

Provider of Healthcare and Principal Investigator
shall limit disclosure of Confidential Information
received hereunder respectively to only those of
their employees, representatives, subcontractors
and  Study Team  (hereinafter  called
,»Subordinates*) who are bound by an obligation
of confidentiality with terms equivalent to or more
stringent than this Agreement and who are directly
involved with the Study and only on a need to
know basis. Provider of Healthcare and Principal
Investigator shall advise their Subordinates upon
disclosure to them of any Confidential
Information of the proprietary nature thereof and
the terms and conditions of this Agreement and
shall use all reasonable safeguards to prevent
unauthorized use or disclosure by such
Subordinates. Provider of Healthcare and
Principal Investigator shall be responsible for any
breach of these confidentiality provisions by their
Subordinates.

d)

9.2

9.3
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jsou uvetejnény v souladu s
podminkami této Smlouvy.

vyslovnymi

Poskytovatel zdravotnich sluzeb nebo Hlavni
zkouSejici je opravnén zpfistupnit Divérné
informace v rozsahu pozadovaném pravnimi
predpisy, natizenim, ikonem nebo ptikazem organu
vetejné moci. Aby mohl Zadavatel pozadat o pravni
ochranu za tUcelem omezeni nebo zabranéni
zvefejnéni  Diavérnych  informaci,  oznami
Poskytovatel zdravotnich sluzeb nebo Hlavni
zkousejici neprodlené Zadavateli, a to pisemnou
formou, je-li zvefejnéni Duvérnych informaci v
drzeni Poskytovatele zdravotnich sluzeb nebo
Hlavniho zkousSejicitho pozadovano na zakladé
soudniho piikazu nebo organem vefejné moci, a
nasledn¢ Poskytovatel zdravotnich sluzeb nebo
Hlavni zkousejici zpftistupni Dlvémé informace
pouze v minimalnim rozsahu nezbytném ke splnéni
zadosti, a to bez ohledu na skuteCnost, zda
Zadavatel ziska ¢i neziska moznost pravni ochrany
pred takovym zvefejnénim.

Za podminek platnych pravnich piedpisi a
regulatornich pozadavkd Poskytovatel zdravotnich
sluzeb a Hlavni zkousSejici vrati neprodlené
Zadavateli na jeho zadost veskeré Duaveémné
informace obdrzené od Zadavatele, nebo které
Zadavateli nalezi podle této Smlouvy; Poskytovatel
zdravotnich sluzeb a Hlavni zkousSejici si vSak
mohou na bezpetném misté¢ ponechat jednu kopii
Duvérnych informaci za ucelem identifikovani
jejich povinnosti plynoucich z téchto ustanoveni o
dtveérnosti.

Poskytovatel —zdravotnich sluzeb a Hlavni
zkousejici omezi zvetejnéni Diveérnych informaci
obdrzenych na zaklad¢ této Smlouvy pouze na ty
svoje zameéstnance, zastupce, subdodavatele a
Cleny studijniho tymu (dale jen ,,Pod¥izeni), ktefi
jsou vazani povinnou mlcenlivosti za podminek
rovnocennych nebo pfisngjSich, nez jsou ty
stanovené touto Smlouvou a ktefi jsou piimo
zapojeni do Studie, a to pouze v rozsahu informaci,
které potfebuji znat. Poskytovatel zdravotnich
sluzeb a Hlavni zkousejici budou informovat své
Podiizené pii poskytnuti Divérnych informaci o
interni povaze informaci a podminkach této
Smlouvy a pouziji veSkera pfiméfend ochranna
opatieni, aby zabranili neopravnénému pouziti nebo
zptistupnéni téchto informaci t€émito Podfizenymi.

Poskytovatel ~zdravotnich sluzeb a Hlavni
zkouSejici odpovidaji za jakékoli poruseni
ustanoveni o davérnosti informaci ze strany

Podfizenych.
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Provider of Healthcare and Principal Investigator
acknowledge and expressly agree that any
disclosure of Confidential Information in
violation of this Agreement would be detrimental
to Sponsor's business and cause it irreparable
harm and damage. In accordance with applicable
law and in addition to any other rights and
remedies provided herein, Sponsor shall be
entitled to seek equitable relief by way of
injunction or otherwise.

The Parties shall neither disclose to other Parties
nor induce other Parties to use any secret or
confidential information or material belonging to
others, including other sponsors of other clinical
trials.

Article 10

Data, Publications and Other Rights

10.1 In recognition of the importance of disseminating

b)

information relating to any novel or important
observations or results arising from the Study and
understanding that such need must be balanced
with Sponsor's obligations to maintain control
over Confidential Information as well as to
comply with appropriate rules and regulations, the
Parties hereby agree to the following:

Principal Investigator and Provider of Healthcare
agree that all research data and results generated
during the course of the Study shall be the
property of Sponsor. Principal Investigator and
Provider of Healthcare further agree to execute
any documents or undertake any further actions if
requested by Sponsor to evidence transfer of title
to such data and results.

Subject to the terms and conditions of this
Agreement, Provider of Healthcare and Principal
Investigator have the right to publish or publicly
present the results of the Study. Principal
Investigator and Provider of Healthcare agree not
to publish or publicly present any interim results
of the Study. Principal Investigator and Provider
of Healthcare further agree to provide forty-five
(45) days written notice to Sponsor prior to
submission for publication or presentation to
permit Sponsor to review drafts of abstracts and
manuscripts for publication (including, without
limitation, slides and texts of oral or other public
presentations and texts of any transmission
through any electronic media, e.g. any computer
access system such as the Internet, World Wide
Web etc. (hereinafter collectively or individually

9.5

9.6

10.1

b)
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Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici uznavaji a vyslovné potvrzuji, ze jakékoli
zptistupnéni Divérnych informaci v rozporu s touto
Smlouvou muize poskodit podnikatelskou ¢innost
Zadavatele a miize mu zpiisobit nenapravitelnou
ujmu. V souladu s platnymi pravnimi predpisy a nad
ramec jinych prav a opravnych prostiedkti zde
uvedenych je Zadavatel opravnén usilovat o
pfiméteny prostiedek soudni ochrany ve formé
predbézného nebo jiného opatieni.

Strany neposkytnou dal$im Stranam, ani je
nepiiméji k tomu, aby pouzily jakékoliv tajné nebo
dtvérné informace nebo materialy nalezejici tfetim
osobam nebo jinym zadavatelim klinickych
hodnoceni.

Clanek 10
Udaje, publikace a dalsi prava

Uznavajice dilezitost Sifeni informaci souvisejicich
s jakymkoli novym nebo dilezitym pozorovanim
nebo vysledkem vyplyvajicim ze Studie a
chapajice, ze takovato potieba musi byt vyvazovana
se zavazky Zadavatele zachovat kontrolu nad
Davémymi informacemi a dodrzovat pfislusna
pravidla a nafizeni, dohodly se timto Smluvni strany
nasledovné:

Hlavni zkousSejici a Poskytovatel zdravotnich
sluzeb potvrzuji, ze veskeré vyzkumné udaje a
vysledky ziskané v pribéhu Studie jsou
vlastnictvim Zadavatele. Hlavni zkousSejici a
Poskytovatel zdravotnich sluzeb dale potvrzuji, ze
na zadost Zadavatele vyhotovi veskeré dokumenty
a uskutecni veSkerd pravni jednani za ucelem
dolozeni ptevodu vlastnického prava k takovym
udajiim a vysledkim.

Za podminek této Smlouvy maji Poskytovatel
zdravotnich sluzeb a Hlavni zkousejici pravo
zvetejnit €1 vefejné prezentovat vysledky této
Studie. Hlavni zkouSejici a  Poskytovatel
zdravotnich sluzeb potvrzuji, ze nezvefejni ani
nebudou vetejné prezentovat jakékoliv predbézné
vysledky této Studie. Hlavni zkouSejici a
Poskytovatel zdravotnich sluzeb jsou dale povinni
pisemné¢ informovat Zadavatele nejpozdéji Ctyfticet
pét dnit (45) ptedem o planovaném piedlozeni
materiald k publikaci ¢i zverejnéni, aby umoznili
Zadavateli provést revizi navrhli shrnuti a rukopist
urcenych k publikaci (mimo jiné v¢etné diapozitivl
a textll ustnich nebo jinych vefejnych prezentaci a
textd pro elektronickd média, napf. pocitacové
pristupové systémy jakymi jsou Internet, World
Wide Web, atd. (dale souhrnné nebo jednotlive jen
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e)

called a “Public Presentation’) which report any
results arising out of the Study. Sponsor shall have
the right to review and comment on any Public
Presentation.

No Public Presentation shall contain any
Confidential Information of Sponsor (as defined
in Article 9) which for the purposes of this Article
10 shall be deemed to not include the results of the
Study or data generated pursuant to the Study. If
the Parties disagree concerning the accuracy and
appropriateness of the data analysis and
presentation, and/or confidentiality of Sponsor's
Confidential Information, Provider of Healthcare
and/or Principal Investigator agree to meet with
Sponsor's representatives at the clinical Study site
or as otherwise agreed, prior to submission of a
Public Presentation, for the purpose of making
good faith efforts to discuss and resolve any such
issues or disagreement. At Sponsor's request,
Sponsor shall be acknowledged as one of many or
as the sole financial Sponsor, as the case may be,
of the Study reported in the Public Presentation.

To the extent that the Provider of Healthcare's
participation in the Protocol is a part of a multi-
center study, Provider of Healthcare and Principal
Investigator agree that an initial Public
Presentation of their results shall occur only
together with the other sites unless specific written
permission is obtained in advance from Sponsor
for Public Presentation of separate results.
Sponsor shall advise as to the implications of
timing of any Public Presentation in the event
clinical trials are still in progress at sites other than
the Provider of Healthcare's and any provider of
healthcare participating in a multi-center study
shall follow the Public Presentation review
procedures set forth in this Article. Provider of
Healthcare and Principal Investigator may publish
their results in accordance with this Agreement if
a joint publication is not completed within
eighteen (18) months after completion of the
Study at all Study sites and locking of the
database.

If Sponsor believes there is patentable subject
matter contained in any Public Presentation
submitted for review; Sponsor shall promptly
identify such subject matter to Provider of
Healthcare. If Sponsor requests and at Sponsor's
expense, Provider of Healthcare shall use its best
efforts to assist Sponsor to file a patent application
covering such subject matter with the United
States Patent and Trademark Office or through the
Patent Cooperation Treaty prior to any

d)
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»verejna prezentace™), které obsahuji vysledky
ziskané ve Studii. Zadavatel je opravnén
kontrolovat a komentovat Veiejné prezentace.

Vefejna prezentace nesmi obsahovat Divérné
informace Zadavatele (definované v ¢lanku 9), za
které pro ucely tohoto clanku 10 nebudou
povazovany vysledky Studie nebo data vytvoiena
na zékladé¢ Studie. V piipad¢€ rozporu Stran ohledné
presnosti a vhodnosti analyzy dat a prezentace
anebo duvérného charakteru Duvémych informaci
Zadavatele, se Poskytovatel zdravotnich sluzeb
anebo Hlavni zkousejici setkaji pred ptedlozenim
Veftejné prezentace se zastupci Zadavatele v misté
provadéni Studie nebo jiném dohodnutém misté a v
dobré vite projednaji a pokusi se vyiesit tyto otazky
a odstranit nesoulad. Na zadost Zadavatele bude
Zadavatel potvrzen jako jeden z vice financujicich
Zadavateld nebo jako vyhradni financujici
Zadavatel Studie uvedené ve Vetejné prezentaci.

Vrozsahu, vjakém je ucast Poskytovatele
zdravotnich ~ sluzeb v Protokolu  soucésti
multicentrického klinického hodnoceni,
Poskytovatel —zdravotnich sluzeb a Hlavni
zkousejici potvrzuji, Ze ivodni Vefejna prezentace
jejich vysledki se uskutecni pouze spolecné s
ostatnimi centry, ledaze Zadavatel pfedem pisemné
povoli Vefejnou prezentaci samostatnych vysledka.
Zadavatel je povinen informovat o Casovych
aspektech jakékoliv Verejné prezentace v piipadé,
ze klinickd hodnoceni stale probihaji v mistech
hodnoceni odlisnych od Poskytovatele zdravotnich
sluzeb, a vsichni poskytovatel¢ zdravotnich sluzeb
ucastnici se multicentrické studie budou povinni
dodrzovat postupy pro Vefejné prezentace
stanovené v tomto ¢lanku. Poskytovatel zdravotnich
sluzeb a Hlavni zkousejici jsou opravnéni
publikovat své vysledky v souladu s touto
Smlouvou, pokud spolecna publikace nebude
dokoncena do osmnacti (18) mésicti po ukonceni
této Studie ve vSech mistech hodnoceni, kde je
Studie provadéna a po uzavieni databaze.

Pokud se Zadavatel domniva, ze kterakoli Vefejna
prezentace predlozend ke kontrole obsahuje
patentovatelny predmét, Zadavatel neprodlené
uvédomi Poskytovatele zdravotnich sluzeb o
takovém predmeétu. Na zadost a naklady Zadavatele
vynalozi Poskytovatel zdravotnich sluzeb své
maximalni Usili, aby pomohl Zadavateli podat
ptihlasku vynalezu tykajici se tohoto predmétu u
Utadu USA pro patenty a ochranné znamky nebo
prostfednictvim Smlouvy o patentové spolupraci, a



publication. Sponsor shall have the right to delay
publication or presentation of any Public
Presentation for a period not to exceed ninety (90)
days after the initial review period if publication
or presentation of such Public Presentation would
affect Sponsor’s ability to obtain patent protection
for any invention.

Provider of Healthcare is granted the right, subject
to the provisions of this Agreement, to use the
results of the Study provided by Provider of
Healthcare under this Agreement, including but
not limited to, the results of tests and any raw data
and statistical data generated therefrom, for its
own internal teaching and research purposes.

10.2 These following paragraphs a), b) and c) apply

b)

only in case this Agreement is subject to
publication pursuant to the Contract Registry Act:

The Parties acknowledge that this Agreement is a
mandatorily published contract pursuant to the
Contract Registry Act. The Parties have agreed
that publication of this Agreement in the Contract
Registry Act pursuant to Section 5 par. 1 of this
Act shall be performed by the Provider of
Healthcare without undue delay, however not later
than 7 days after its conclusion. Other Parties shall
not be authorized to publish this Agreement,
unless after the expiration of deadline the
Agreement is still not published.

The Party selected to perform duty pursuant to
Section 5 par.1 of the Contract Registry Act as
stated above is further obliged to fulfill the
conditions necessary for delivery of a
confirmation of the publication also to the other
Parties.

The Parties understand that the information
constituting business secrets of Parties and other
information that is not subjected to the obligation
of disclosure, is redacted before the Agreement is
sent for publication. Therefore, the Parties agree
that before publication Sponsor shall ensure
protection of personal data (including given name,
surname, any type of ID numbers, birthdates,
addresses, telephone, bank accounts, etc.) of any
individual referred to in the Agreement in
accordance with the applicable privacy laws and
blind, in particular and if applicable, the number
of the Study subjects and planned Study start and
completion dates set forth in the Agreement as
well as any Confidential Information of the
Sponsor and/or relating to the Study set forth in
the Protocol and the Budget, which form integral

to pfed jakymkoli zverejnénim. Zadavatel ma pravo
pozdrzet zvefejnéni nebo prezentaci jakékoliv
Vefejné prezentace po dobu nepfesahujici
devadesat (90) dnd od tivodni kontroly, jestlize by
zvefejnéni nebo prezentace takové Vefejné
prezentace ovlivnila moznost Zadavatele ziskat
patentovou ochranu pro jakykoliv vynalez.

Poskytovateli zdravotnich sluzeb je poskytnuto
opravnéni, za podminek této Smlouvy, vyuZzivat
vysledky  Studie poskytnuté Poskytovatelem
zdravotnich sluzeb podle této Smlouvy, a to
napiiklad vcetné vysledkt testd, veskerych
nezpracovanych udaju a statistickych dat ziskanych
v této souvislosti, a to pro vlastni vyukové a
vyzkumné ucely.

10.2 Nasledujici odstavce a), b) a c) se pouziji pouze

b)
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vpripad¢, kdy je tato Smlouva predmétem
uverejnéni podle zdkona o registru smluv:

Strany potvrzuji, Ze tato Smlouva je povinné
uvefejnovanou smlouvou podle zakona o registru
smluv. Strany se dohodly, Ze uvefejnéni této
Smlouvy prostfednictvim registru smluv podle § 5
odst. 1 citovaného zakona bude provedeno
Poskytovatelem  zdravotnich  sluzeb  bez
zbytecného odkladu, nejpozdéji vSak do 7 dnd od
jejiho uzavieni. Ostatni Strany nejsou opravnény
uvefejnit tuto Smlouvu, ledaze po uplynuti této
lhiity neni Smlouva stale uverejnéna.

Strana zajist'ujici splnéni povinnosti podle § 5 odst.
1 zakona o registru smluv, jak je uvedena vyse, je
dale povinna splnit podminky nezbytné k tomu, aby
potvrzeni o uvefejnéni Smlouvy bylo doruceno
spravcem registru smluv také ostatnim Stranam.

Strany jsou srozumény s tim, ze informace tvofici
obchodni tajemstvi Stran a dalsi informace, které
nepodl¢haji povinnosti uverejnéni, budou pied
odeslanim Smlouvy k uvefejnéni znecitelnény. S
ohledem na uvedené Strany souhlasi s tim, ze
Zadavatel pfed uvefejnénim zajisti ochranu
osobnich tudaji (vCetné jména a piijmeni,
jakéhokoliv  typu identifika¢nich udaji, dat
narozeni, adres bydlist¢, telefonnich Cisel,
bankovnich Ucth apod.) jakékoli fyzické osoby
zminéné ve Smlouve v souladu s pravnimi piedpisy
na ochranu osobnich udaji a znecitelni zejména
pocet Subjektli hodnoceni zatazenych do Studie,
planovana data zahajeni a ukonceni Studie uvedena
ve Smlouve, jakoz i jakoukoliv Divérnou informaci
Zadavatele anebo vztahujici se ke Studii obsazenou
v Protokolu a Rozpoctu, které tvori nedilné soucasti



parts of the Agreement, and/or in the Sponsor’s
clinical trial insurance policy (if and insofar as the
insurance policy forms part of the Agreement),
and shall deliver such redacted version of the
Agreement well in advance to Provider of
Healthcare.

Article 11
Clinical Supplies

11.1 As applicable for Protocol, Sponsor shall deliver
to Provider of Healthcare for the purpose of the
Study; the Study Drug and may deliver other
material such as: Study materials, laboratory Kkits,
equipment, etc. (collectively called “Materials”).

11.2 Sponsor on its own costs shall deliver the Study
Drug and Materials in an amount necessary for
conducting the Study to the hospital’s pharmacy
of Provider of Healthcare.

11.3 Provider of Healthcare and/or Principal
Investigator shall secure that the disposing of the
Study Drug is in full compliance with the
applicable legal regulations and guidelines of
good pharmacy practice as laid down in Decree
No. 84/2008 Coll.

11.4 Principal Investigator shall maintain the records of
the Study Drug at the Healthcare Facility.
Investigator shall be accountable for storage of the
Study Drug under the conditions specified by the
Sponsor and shall keep the records of the Study
Drug in accordance with the instructions obtained
from the Sponsor. The Study Drug and Materials
may not be used for any other purpose than that
stated in the Protocol. Unused Study Drug and
Materials will be returned to Sponsor at the
conclusion of the Study, or upon earlier
termination of this Agreement, unless written
authorization to destroy or retain the Study Drug
or Materials is given by Sponsor and the
respective Party agrees for this. If authorization to
destroy unused the Study Drug or Material is
given, Principal Investigator or Provider of
Healthcare shall provide Sponsor with
documentation confirming the destruction in
accordance with the applicable laws and by an
authorized entity. Providing of destruction by the
Provider of Healthcare will be charged by the
Provider of Healthcare.

Smlouvy, anebo v pojistné smlouveé Zadavatele (za
predpokladu, ze takova pojistna smlouva je soucasti
Smlouvy) a takto znecitelnénou verzi Smlouvy
predd v dostatecném predstihu Poskytovateli
zdravotnich sluzeb k uvetejnéni v registru smluv.

Clanek 11
Klinické dodavky

Vsouladu s Protokolem Zadavatel poskytne
Poskytovateli zdravotnich sluzeb pro ucely Studie
Hodnoceny pripravek a vedle toho mize
poskytnout dals$i materialy, jako jsou materidly ke
Studii, laboratorni sady, vybaveni atd. (spolec¢né
»Vaterialy*).

11.2 Zadavatel doda na své naklady Hodnoceny
pripravek a Materidly v mnoZzstvi nezbytném pro
provedeni Studie do nemocni¢ni 1ékarny
Poskytovatele zdravotnich sluzeb.

11.3 Poskytovatel zdravotnich sluzeb anebo Hlavni
zkousejici zajisti, aby nakladani s Hodnocenym
ptipravkem bylo plné¢ v souladu s prislusnymi
pravnimi predpisy a zdsadami spravné 1ékarenské
praxe stanovenymi ve vyhlasce ¢. 84/2008 Sb.

11.4 Hlavni zkouSejici povede ve Zdravotnickém
zatizeni zdznamy o Hodnoceném piipravku. Hlavni
zkousejici odpovida za skladovani Hodnoceného
pripravku v souladu s podminkami stanovenymi
Zadavatelem a vede zaznamy o Hodnoceném
pfipravku  vsouladu spokyny Zadavatele.
Hodnoceny pfipravek a Materidly nesmi byt
pouzity k jinému ucelu nez k tomu, ktery je uveden
v Protokolu. Nepouzity Hodnoceny pftipravek a
Materidly budou vraceny Zadavateli pfi ukonceni
Studie nebo pii predcasném ukonceni této Smlouvy,
ledaze Zadavatel vyda pisemné povéieni k likvidaci
nebo ponechani si Hodnoceného piipravku nebo
Materialt a pfislusSnd Strana stimto souhlasi.
V pripadé¢  pisemného  povéfeni  k likvidaci
nepouzittho  Hodnocené¢ho  pfipravku  nebo
Materiald poskytne Hlavni zkousejici nebo
Poskytovatel zdravotnich sluzeb Zadavateli
dokumentaci prokazujici provedeni likvidace
vsouladu splatnymi pravnimi ptedpisy a
opravnénou osobou. Zajisténi likvidace ze strany
Poskytovatele je Poskytovatelem zpoplatnéno.
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12.1 Sponsor shall

Article 12
Indemnification and Insurance

indemnify, defend and hold
harmless Provider of Healthcare, its trustees,
officers, agents, employees and Principal
Investigator, and any Study Team Member
(hereinafter collectively called “Indemnitees”)
from and against any demands, claims, actions,
proceedings or costs of judgments which may be
made or instituted against any of them by reason
of personal injury (including death) to any Study
subject or damage to property that result directly
from the proper administration of the Study Drug
or the proper performance of any Study procedure
required by the Protocol.

12.2 When handling the claims of third parties,

Sponsor is not entitled to acknowledge failure of
Provider of Healthcare or Principal Investigator
without a prior written consent of Provider of
Healthcare.

12.3 Notwithstanding the foregoing, Sponsor shall

b)

c)

d)

have no indemnification obligation or liability for
loss or damage resulting from:

failure of Indemnitees to adhere to the terms and
provisions of this Agreement, the Protocol or
agreed amendments thereto or Sponsor's written
recommendations and written instructions relative
to the administration and use of any drug
substances involved in the Study, including, but
not limited to, the Study Drug, any comparative
drug and any placebo;

failure of Indemnitees to comply with all
applicable laws and regulations, including the
International Conference on Harmonisation of
Technical Requirements for Registration of
Pharmaceuticals for Human Use Good Clinical
Practice: Consolidated Guideline and other
generally accepted standards of good clinical
practice;

failure of Indemnitees to render professional
service or to conduct the Study in a normal,
prudent manner; or

negligent act or omission or willful misconduct by
Indemnitees related to the performance of services
under this Agreement.

12.1 Zadavatel

Clanek 12
Odskodnéni a pojisténi

odskodni, bude branit a zbavi
odpovédnosti Poskytovatele zdravotnich sluzeb,
funkcionare, zastupce, zaméstnance a Hlavniho
zkousejiciho a viechny Cleny studijniho tymu (dale
spolecné jen ,,OdSkodiiovani®) pred veSkerymi
uplatnénymi pravy, naroky, zalobami, soudnimi
fizenimi nebo naklady soudnich fizeni, které mohou
byt vedeny nebo zahajeny proti kterémukoli z nich
z divodu Gjmy na zivot¢ nebo na zdravi kteréhokoli
Subjektu hodnoceni, nebo majetkové skody, které
vzniknou piimo v dusledku fadného podani
Hodnoceného piipravku nebo fadného provadéni
jakéhokoliv postupu v ramci Studie vyzadovaného
Protokolem.

12.2 Zadavatel neni opravnén pii vyfizovani narokt

12.3

b)

<)

d)
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tietich stran pfiznat pochybeni Poskytovatele
zdravotnich sluzeb nebo Hlavniho zkousejiciho bez
ptedchoziho pisemného souhlasu Poskytovatele
zdravotnich sluzeb.

Bez ohledu na vyse uvedené nema Zadavatel
zadnou povinnost nebo odpovédnost poskytnout
odskodnéni za jakoukoliv ztratu nebo Skodu

vyplyvajici z:

poruseni povinnosti Odskodnovanych dodrzovat
podminky a ustanoveni této Smlouvy, Protokolu a
jeho pipadnych dodatkt, nebo pisemna doporuceni
a pisemné pokyny Zadavatele tykajici se podavani
a uzivani kterékoliv 1é¢ivé latky zahmuté v ramci
této Studie, a to napiiklad vCetné Hodnoceného
ptipravku, jakéhokoli srovnavaciho 1é¢iva nebo
placeba;

poruseni povinnosti Odskodnovanych jednat v
souladu s pfislusSnymi pravnimi predpisy a
nafizenimi, vcéetné¢ Konsolidované smérnice
Spravna klinicka praxe mezinarodni konference pro
harmonizaci technickych pozadavkl na registraci
léCiv pro humanni pouziti a dalSimi obecné
uznavanymi zasadami spravné klinické praxe;

poruseni povinnosti OdSkodiovanych poskytovat
sluzby na profesionalni tirovni nebo provést Studii
béznym, obezretnym zplisobem; nebo

nedbalostni jednani, opomenuti nebo umysiné
pochybeni Odskodiiovanych v souvislosti s
poskytovanim sluzeb na zakladé¢ této Smlouvy.



12.4 Sponsor's indemnity obligation is subject to the

a)

b)

d)

following conditions:

immediate notification to Sponsor whenever
Indemnitees have information from which
Indemnitees may reasonably conclude an incident
of bodily injury or death or damage to property has
occurred and the immediate reporting to Sponsor
of all pertinent data surrounding such incident;

compliance by Indemnitees with all of their
obligations with regard to adverse event reporting
procedures as set forth in the Protocol and any
appendix or attachment thereto;

full cooperation and assistance by Indemnitees in
the investigation and defense of the claim or
action along with allowing Sponsor to approve all
acts and defense against such a claim or lawsuit,
so as to ensure that deadlines for raising any
proper procedural defense of the defendant will
not expiry, including the right to decide on its
settlement; and

Indemnitees shall not compromise or settle the
claim or action without the prior written approval
of Sponsor.

12.5 The Provider of Healthcare declares insurance

coverage as required by applicable law covering
liability for damage associated with health care
provided and shall maintain this insurance active
through the entire duration of the Study. This
insurance agreement is concluded in the extent
required by the applicable legal regulations and
does not cover liability for damage caused when
conducting clinical trials.

12.6 Sponsor will to the extent required comply with

applicable laws and regulations covering
insurance requirements of sponsors of clinical
trials. In that respect, Sponsor shall secure that a
liability insurance covering Principal Investigator
and Sponsor is in effect prior to the
commencement of the Study in accordance with
relevant legislation in particular by the Act on
Pharmaceuticals (Act No. 378/2007 Coll., as
amended) and will be maintained active through
the entire duration of the Study.

12.4 Zavazek odskodnéni ze strany Zadavatele je vazan

a)

d)

na splnéni nasledujicich podminek:

neprodlené oznameni Zadavateli kdykoli budou mit
Odskodnovani informace, na jejichz zakladé mohou
Odskodnovani rozumné dospét k zaveéru, ze doslo
ke skod€ na zivoté nebo na zdravi nebo majetkové
Skodé a neprodlené sdéleni Zadavateli veskerych
relevantnich udaji tykajicich se takové mimotradné
udalosti;

splnéni ze strany Odskodnovanych veskerych jejich
povinnosti  tykajicich se hlaseni nezadoucich
ptihod, jak jsou uvedeny v Protokolu a veskerych
schvélenych piilohach nebo dodatcich k Protokolu;

plnd spoluprace a souCinnost ze strany
Odskodnovanych pii Setfeni a obran¢ pied
uplatnénym narokem nebo zalobou a soucasné
umoznéni Zadavateli, aby schvaloval vSechny
ukony a obranu proti takovému naroku nebo Zalobé
tak, aby nedoslo k uplynuti lhiit pro uplatnéni radné
procesni obrany zalovaného, v¢etné rozhodovéni o
jeho urovnani; a

Odskodnovani nepfistoupi na kompromisni nebo
smirné feseni naroku nebo Zaloby bez predchoziho
pisemného souhlasu Zadavatele.

12.5 Poskytovatel zdravotnich sluzeb prohlasuje, Ze ma

uzavieno pojisténi své odpovédnosti za Skodu
zplisobenou v souvislosti s poskytovanim
zdravotnich sluzeb, jak je vyzadovano prislusnymi
pravnimi predpisy, a zajisti trvani tohoto pojisténi
po celou dobu provadéni Studie. Tato pojistna
smlouva je uzaviena v zakonem pozadovaném
rozsahu a neobsahuje pojisténi odpovédnosti za
Skodu zpusobenou pii provadéni klinického
hodnoceni.

12.6 Zadavatel se zavazuje dodrZzovat v pozadovaném
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rozsahu priislusné pravni predpisy upravujici
pozadavky pojisténi ve vztahu ke klinickym
hodnocenim Zadavatele. V tomto ohledu Zadavatel
zajisti, ze ped zahajenim Studie bude pro n€ho jako
Zadavatele a Hlavniho zkousejiciho uzavieno
pojisténi  odpoveédnosti za Skodu v souladu
s ptislusnymi pravnimi pfedpisy, zejména zdkonem
o lécivech (378/2007 Sb., v platném znéni), které
bude udrzovat po celou dobu provadéni Studie..



Article 13

Inventions and Patents

13.1 The sole and exclusive right to any inventions,

discoveries or innovations, whether patentable or
not, arising from the performance of the Protocol
and Study under this Agreement, or otherwise
arising out of use, misuse or modification of the
Study Drug provided under this Agreement
(hereinafter called the “Inventions”), shall be the
property of the Sponsor. Provider of Healthcare or
Principal Investigator will promptly notify
Sponsor in writing of any such Inventions, and at
Sponsor's request and expense Provider of
Healthcare and Principal Investigator will cause to
be assigned to Sponsor all right, title and interest
in and to any such Inventions and provide
reasonable assistance to obtain patents, including
causing the execution of any invention assignment
or other documents.

Article 14

Notice

14.1 Whenever any notice is to be given hereunder, it

shall be in writing and via registered post or
courier services or personally delivered to the
appropriate Party at the address indicated below,
or at such other place or places as either Party may
designate in a written notice to the other. Notice
shall be deemed to have been received upon
receipt.

To Sponsor:

13.1

14.1

Clanek 13
Vynalezy a patenty

Jediné a vyhradni pravo na veskeré vynalezy,
objevy nebo inovace, at’ patentovatelné ¢i nikoli,
vyplyvajici z provadéni Protokolu a Studie na
zakladé této Smlouvy nebo jinak vyplyvajici z
uzivani, nespravného uzivani nebo modifikaci
Hodnoceného piipravku podavaného podle této
Smlouvy (dale jen ,,Vynalezy), bude majetkem
Zadavatele. Poskytovatel zdravotnich sluzeb nebo
Hlavni zkousSejici neprodlen¢ pisemné uveédomi
Zadavatele o vsSech takovych Vynalezech a na
zadost a naklady Zadavatele Poskytovatel
zdravotnich sluzeb a Hlavni zkouSejici zajisti, aby
byla na Zadavatele ptevedena veskera prava, tituly
a naroky k témto Vynalezim a poskytnou
primétenou spolupraci pii ziskavani patenti, véetné
vyhotovent listin o postoupeni vynalezii nebo jinych
dokumentt.

Clanek 14
Oznameni

Jakékoli ozndmeni na zékladé této Smlouvy bude
ucinéno v pisemné formé a doru¢eno doporucenou
postou, kuryrni sluzbou nebo osobné pfislusné
Strané na nize uvedenou adresu, nebo na takové jiné
misto ¢i mista, které kterakoliv ze Stran oznaci v
pisemném oznameni adresovaném ostatnim
Smluvnim strandm. Oznameni bude povazovano za
dorucené ihned po obdrzeni.

Pro Zadavatele:

Merck Sharp & Dohme, s.r.o0., Na Valentince 3336/4, 150 00 Praha 5, Czech Republic

Attn./K rukam: Clinical trial department/ oddéleni klinickych studii

To Provider of Healthcare:

Pro Poskytovatele zdravotnich sluzeb:

Fakultni nemocnice u sv. Anny v Brné, Pekatska 53, Brno, PSC: 602 00, Czech Republic

Attn./K rukam: Clinical trial department/ Centrum klinickych studii

To Principal Investigator:

Pro Hlavniho zkouSejiciho:

Fakultni nemocnice u sv. Anny v Brn¢, Pekatska 53, Brno, PSC: 602 00, Czech Republic
Attn./K rukam: XXX

Article 15
Assignment
15.1 The rights and obligations of Provider of 15.1
Healthcare and Principal Investigator under this
2227
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Clanek 15
Postoupeni Smlouvy

Prava a povinnosti Poskytovatele zdravotnich
sluzeb a Hlavniho zkousejiciho podle této Smlouvy



Agreement may not be assigned or subcontracted
to others without Sponsor’s prior written consent
and any attempted assignment or delegation in
violation hereof shall be void. Provider of
Healthcare and Principal Investigator shall ensure
that all third parties who provide services on
behalf of Provider of Healthcare or Principal
Investigator comply with the terms and conditions
of this Agreement. Sponsor may assign this
Agreement to an affiliated company without the
prior consent of Provider of Healthcare or
Principal Investigator. Notwithstanding any such
assignment by Sponsor, Sponsor shall remain
liable for all of its obligations under this
Agreement.

Article 16

Applicable Law

16.1 This Agreement shall be construed in accordance

with the laws of the Czech Republic, without
reference to its rules of conflict of law. The Parties
do not wish any of their rights and obligations
implied from usages observed in general or in the
given sector and exclude hereby application of
business usages in their legal relations governed
by this Agreement.

16.2 The Parties undertake to settle any possible

differences or disputes resulting from this
Agreement preferably in an amicable manner.
Should an amicable solution not be attainable, any
conceivable disputes resulting from this
Agreement shall be resolved by ordinary courts of
the Czech Republic.

Article 17

Publicity

17.1 No Party shall use the name of another Party (or

the name of Sponsor or any division or affiliated
companies) for promotional purposes without the
prior written consent of the Party whose name is
proposed to be used. Except for Public
Presentations under Article 10, no news release,
publicity or other public announcement, either
written or oral, regarding this Agreement or
performance hereunder or results arising from the
Study, shall be made by Provider of Healthcare or
Principal Investigator without the prior written
approval of Sponsor.

16.1

nemohou byt postoupeny ani subdodavatelsky
zadany dal$im osobam bez pfedchoziho pisemného
souhlasu Zadavatele a jakykoliv pokus o pfevod
nebo preneseni prava vrozporu s timto
ustanovenim  bude  neplatny.  Poskytovatel
zdravotnich sluzeb a Hlavni zkouSejici zajisti, aby
veskeré tieti osoby poskytujici sluzby v zastoupeni
Poskytovatele zdravotnich sluzeb nebo Hlavniho
zkousejiciho dodrZzovaly podminky této Smlouvy.
Zadavatel je opravnén postoupit tuto Smlouvu na
svoji pridruzenou spolecnost bez predchoziho
souhlasu Poskytovatele zdravotnich sluzeb nebo
Hlavniho zkousejiciho. Bez ohledu na jakékoliv
takové postoupeni Zadavatelem, bude Zadavatel
naddle odpovidat za veSkeré své zavazky
vyplyvajici z této Smlouvy.

Clanek 16
Rozhodné pravo

Tato Smlouva se fidi pravnim fadem Ceské
republiky s vyloucenim jeho koliznich norem.
Smluvni strany si nepteji, aby jakakoliv jejich prava
a povinnosti byly dovozovany ze zvyklosti
zachovavanych obecné ¢i vdaném odvétvi a
vylucuji timto pouziti obchodnich zvyklosti ve
svych  pravnich  vztazich  upravenych touto
Smlouvou.

16.2 Strany se zavazuji fesit vSechny piipadné rozpory

17.1
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nebo spory vyplyvajici z této Smlouvy piednostné
smirnym zptsobem. Pokud by nebylo mozné
dosdhnout smirného feSeni, budou vSechny
ptipadné spory vyplyvajici z této Smlouvy feSeny
obecnymi soudy Ceské republiky.

Clanek 17
Publicita

74dn4 ze Stran neni oprdvnéna pouZit oznadent jiné
Strany (nebo ndzev Zadavatele nebo kterékoli
divize nebo pridruzené spolecnosti) k propagacnim
ucelim bez predchoziho pisemného souhlasu
prislusné Strany, jejiz nazev ma byt pouzit. S
vyjimkou Vefejnych prezentaci podle ¢lanku 10
neucini Poskytovatel zdravotnich sluzeb nebo
Hlavni zkouSejici bez predchoziho pisemného
souhlasu Zadavatele zadné tiskové prohlaseni,
zvefejnéni nebo jiné verejné prohldseni, at’ pisemné
nebo Ustni, tykajici se této Smlouvy nebo plnéni na
zakladé této Smlouvy nebo vysledkt vyplyvajicich
ze Studie.



Article 18

Independent Contractor

Healthcare and Principal Investigator are acting in
the capacity of independent contractors hereunder
and not as employees, agents or joint venturers of
or with Sponsor. Neither Provider of Healthcare
nor Principal Investigator shall have any authority
to represent, bind or act on behalf of Sponsor.

Article 19

Agreement Modifications

19.1 This Agreement may not be altered, amended or

modified, excluding the exception mentioned
below, otherwise than by written numbered
amendment signed by all Parties. The Parties are
not obliged to execute an amendment to this
Agreement in case of so-called minor changes in
the Protocol. A minor change in the Protocol
means a change in the Protocol that does not
change the scope or manner of procedures (in
particular examination) performed by the Study
Team as part of the Study and has no impact on
remuneration for performing the Study or on any
other prices specified in this Agreement. Minor
changes in the Protocol shall come into effect on
the day of their delivery to Provider of Healthcare.

Article 20

Severability

20.1 If any term or condition of this Agreement, the

deletion of which would not adversely affect the
receipt of any material benefit by a party
hereunder, shall be held illegal, invalid or
unenforceable, the remaining terms and
conditions of this Agreement shall not be affected
thereby and such terms and conditions shall be
valid and enforceable to the fullest extent
permitted by law.

Article 21

No Waiver

21.1 Failure on the part of a Party to exercise or enforce

any right conferred upon it hereunder shall not be
deemed to be a waiver of any such right nor
operate to bar the exercise or enforcement thereof
at any time or times thereafter.

19.1

20.1

21.1
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Clanek 18

Nezavisly kontrahent

18.1 It is agreed by the Parties that Provider of 18.1 Strany potvrzuji, ze Poskytovatel zdravotnich

sluzeb a Hlavni zkousSejici jednaji pro ucely této
Smlouvy jako nezavislé smluvni strany a nikoli jako
zamestnanci, zastupci ¢ spolecné podniky
Zadavatele. Poskytovatel zdravotnich sluzeb ani
Hlavni zkousSejici nemaji jakoukoliv pravomoc
zastupovat Zadavatele, zavazovat jej ¢i jednat v
jeho zastoupeni.

Clanek 19
Zmény Smlouvy

Tato Smlouva nemize byt, sdile uvedenou
vyjimkou ménéna, doplnovana nebo modifikovana
jinym zplsobem nez pisemnym Cislovanym
dodatkem podepsanym vSemi Smluvnimi stranami.
Strany nemusi uzavirat dodatek k této Smlouve
v ptipad¢€ tzv. nepodstatnych zmén v Protokolu.
Nepodstatnou zménou Protokolu se pfitom rozumi
takovd zména Protokolu, ktera neméni rozsah ¢i
zpusob provadéni ukond (zejména vysSetieni)
provadénych Studijnim tymem v ramci Studie a
nema tedy jakykoliv vliv na vysi odmény za
provadéni Studie ¢i jiné ceny uvedené v této
Smlouvé. Nepodstatné zmeény Protokolu jsou
uc¢inné dnem jejich doruceni Poskytovateli
zdravotnich sluzeb.

Clanek 20
Oddélitelnost jednotlivych ustanoveni

Pokud bude jakékoliv ustanoveni nebo podminka
v této Smlouvé, jejiz vypusténi neptizniveé neovlivni
prijeti jakékoliv hmotné vyhody Stranou této
Smlouvy, povazovéna za protipravni, neplatnou
nebo nevynutitelnou, nebudou timto zbyvajici
ustanoveni a podminky v této Smlouvé ovlivnény a

vvvvv

rozsahu povoleném pravnimi predpisy.

Clanek 21

Nevzdani se prava

Neuplatnéni nebo nevynuceni kteroukoliv ze Stran
jakéhokoli prava ji  poskytnutého nebude
povazovano za vzdani se takového prava, ani
nebude predstavovat zakaz uplatnit nebo vynutit
takové pravo kdykoliv pozdé¢ji.



Article 22

Combating Bribery of Public Officials

22.1 Provider of Healthcare and Principal Investigator

agree that it will not make any payment, either
directly or indirectly, of money or other assets
(hereinafter collectively called “Payment”) to any
Government Official (as defined below) if such
Payment is for the purpose of influencing
decisions or actions with respect to the subject
matter of this Agreement or any other aspect of
Sponsor’s  business. “Government Official”
means (i) any officer or employee of a
government, or of a public international
organization, (ii) any person acting in an official
capacity for or on behalf of any such government
or public international organization, and (iii) any
official of a political party or candidate for
political office. Provider of Healthcare and
Principal Investigator will report any violation of
the requirements of this Article to Sponsor
immediately and agree to make all relevant
records and other documentation relating to a
violation available for Sponsor and its
representatives review.

Article 23

Force Majeure

23.1 Noncompliance by a party with the obligations of 23.1

this Agreement due to laws or regulations of any
government, force majeure (war, civil commotion,
destruction of production facilities and materials,
fire, flood, earthquake or storm, labor
disturbances, shortage of materials, failure of
public utilities or common carriers, pandemic or
epidemic diseases), or any other causes beyond
the reasonable control of the applicable Party,
shall not constitute breach of this Agreement and
such Party shall be excused from performance
hereunder to the extent and for the duration of
such prevention, provided it first notifies the other
Party(ies) in writing of such prevention and that it
uses its best efforts to cause the event of the force
majeure to terminate, be cured or otherwise ended.

Article 24

Entire Understanding

schedules hereto, constitutes the entire agreement

25127
XXX

Clanek 22

Boj proti podpliceni Urednich osob

22.1 Poskytovatel zdravotnich sluzeb a Hlavni

zkousejici potvrzuji, Ze neprovede jakoukoliv
vyplatu, ptfimo nebo nepiimo, penéznich prostiedkt
nebo jinych majetkovych hodnot (dale spolecné jen
,Platba®) jakékoliv Utedni osobé (jak je tato
definovana nize), jestlize je takova Platba ¢inéna za
ucelem ovlivnéni rozhodovani nebo jednani
vztahujicimu se k predmétu této Smlouvy nebo
jakémukoliv jinému aspektu podnikatelské ¢innosti
Zadavatele. Pojmem ,,U¥edni osoba“ se rozumi (i)
jakykoliv funkcionai nebo zaméstnanec organu
vefejné moci nebo mezindrodni organizace
vefejného prava, (ii) jakakoliv osoba jednajici v
ufednim postaveni pro nebo v zastoupeni
jakéhokoliv organu vefejné moci nebo mezinarodni
organizace vefejného prava a (iii) jakykoliv
funkcionat  politické strany nebo kandidat
politického uradu. Poskytovatel zdravotnich sluzeb
a Hlavni zkousejici neprodlen¢ oznami jakékoliv
poruseni povinnosti stanovenych v tomto ¢lanku
Zadavateli a potvrzuji, ze zpfistupni Zadavateli a
jeho zastupcim ke kontrole veskeré relevantni
zaznamy a dalsi dokumenty tykajici se takového
poruseni.

Clanek 23
Vys$$i moc

Poruseni povinnosti stanovenych touto Smlouvou z
divodu pravnich predpisii nebo nafizeni jakékoliv
vlady, vyS$si moci (valka, obcanské nepokoje,
znifeni vyrobnich zafizeni a materiall, pozar,
povoden, zemétieseni nebo boufe, pracovni
nepokoje, nedostatek materialu, vypadek vefejnych
sluzeb nebo vefejnych dopravcill, pandemie nebo
epidemicka onemocnéni) nebo jakychkoli jinych
pri¢in, které jsou mimo piiméfenou kontrolu
prislusné Strany, nebude predstavovat poruseni této
Smlouvy a tato Strana bude zprosténa povinnosti
plnit na zaklad¢€ této Smlouvy v rozsahu a po dobu
nemoznosti plnéni za podminky, Ze nejprve
pisemné uvédomi druhou Stranu (Strany) o
nemoznosti plnéni a vynalozi maximalni usili k
tomu, aby piekazka vy$$i moci pominula, jeji
ucinky byly napraveny nebo jinak ukonceny.

Clanek 24

Uplna dohoda

24.1 This Agreement, including any exhibits and 24.1 Tato Smlouva vcetné jejich pfiloh a dodatkd

predstavuje uplnou dohodu Stran ve vztahu k jejimu



between the Parties with respect to the subject
matter hereof. This Agreement supersedes and
cancels all previous agreements among the
Parties, written and oral in respect of the subject
matter hereof. In the event of any inconsistency
between this Agreement and the Protocol, the
terms of the Protocol shall have precedence with
respect to Study subject care matters and the terms
of this Agreement shall have precedence with
respect to all other matters.

24.2 This Agreement has been executed in English and

in Czech. If there are any divergences between the
English and Czech version of this Agreement, the

predmétu. Tato Smlouva nahrazuje a rusi veskeré
predchozi smlouvy uzaviené mezi Stranami,
pisemné nebo ustni, tykajici se predmétu této
Smlouvy. V pfipad¢ jakékoli nesrovnalosti mezi
touto Smlouvou a Protokolem, budou mit piednost
podminky Protokolu, pokud jde o zélezitosti péce o
Subjekty hodnoceni, zatimco podminky této
Smlouvy budou mit piednost ve vSech ostatnich
zélezitostech.

24.2 Tato Smlouva je uzaviena v anglickém a v ¢eském

jazyce. V ptipade€ rozporu mezi anglickou a ¢eskou
jazykovou verzi této Smlouvy bude mit piednost

Czech language version shall prevail. ceska jazykova verze.

IN WITNESS WHEREOF, the Parties have caused this NA DUKAZ TOHO Strany zajistily vyhotoveni a
Agreement to be executed, by their duly authorized podepsani této Smlouvy svymi fadné opravnénymi

representatives. zastupci.
MERCK SHARP & DOHME s.r-.o.
BY/PODPIS _DATE/DATUM  20-9.2023

NAME/JMENO: XXX

TITLE/TITUL: XXX

PROVIDER OF HEALTHCARE / POSKYTOVATEL ZDRAVOTNICH SLUZEB

BY/PODPIS , DATE/DATUM 22.9.2023
NAME/JMENO: Ing. Vlastimil Vajdak
TITLE/TITUL: director/ feditel
PRINCIPAL INVESTIGATOR / HLAVNI ZKOUSEJICI
29.9. 2023

BY/PODPIS , DATE/DATUM

NAME/JMENO: XXX

Exhibit A (Protocol) / Pfiloha A (Protokol)
Exhibit B (Budget) / Ptiloha B (Rozpocet)

Exhibit C (Use and Disclosure of Personal Data) / Pfiloha C (Pouzivani a zpfistupiiovani osobnich udaja)
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uziv
Psací stroj
20.9.2023

uziv
Psací stroj
22.9.2023

uziv
Psací stroj
29.9.2023
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