CLINICAL TRIAL AGREEMENT SMLOUVA O KLINICKEM HODNOCEN{

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

Tato smlouva o klinickém hodnoceni (“Smlouva”) je
uzavirdna mezi nasledujicimi stranami:

e Fakultni nemocnice v Motole, state budgetary e Fakultni nemocnice v Motole, statni ptispévkova

organization, having a place of business at V Uvalu
84, 150 06 Praha 5, Czech Republic [ NGzczIENG

B cpcscnted by [
I < <d on a mandate, which is

a provider of healthcare services, (the "Institution"
), and

Incyte_Corporation [

(“Sponsor™)

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

organizace, se sidlem V Uvalu 84, 150 06 Praha 5,
Ceska republika,

Dafiové  identifikacni  ¢islo: NN
zastoupen¢ [N

na zakladé poveéfeni, kterd je poskytovatelem
zdravotnich sluzeb, (,,Poskytovatel* ), a

Incyte Corporation. [N

(,,Zadavatel®)

Kazd4d samostatné jako “Strana” a spole¢né jako
“Strany”.

Protocol Number: INCB054707-801

Cislo Protokolu:

INCB054707-801

Protocol Title:

Nazev Protokolu:

Protocol Date:

Datum Protokolu:

Sponsor: Incyte Corporation

CRO

Zadavatel:

Incyte Corporation

CRO

|

Country where
Institution is
Conducting Study

Czech Republic

Stat ve kterém ma
sidlo Poskytovatel,
ktery provadi Studii

Ceskda republika

Location where the
study will be

Misto,
provadéna Studie:

kde bude

I
I -
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conducted: ]
]
|

The Investigator:

(the ,,Investigator)

Doba trvani studie

EK

ZKkousejici:

E

(dale jen ,,ZKousejici™)

The following additional definitions shall apply to this
Agreement:

Applicable Laws: GCPs, U. S. Food and Drug
Administration  (“FDA”)  guidance  documents
governing the performance of clinical research,
including the Standard for Privacy of Individually
Identifiable Health Information, and other Privacy
Laws, PhARMA’s Principals on the Conduct of Clinical
Trials, the Federal False Claims Statue (31 USC 3729)
and Anti-Kickback Statute (42 USC § 1320a-7b), and
all other applicable federal, state, and local laws,
regulations and guidelines, as well as laws mentioned
in Section 1.1. of this Agreement

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

Good Clinical Practices or GCPs: International

Counsil for Harmonisation of Technical Requirements

Ve Smlouvé jsou pouzity nasledujici smluvni definice:

Platné zakony: SKP, Pokyny a nafizeni amerického
Utadu pro kontrolu potravin a 1é¢iv (,FDA®)
upravuyjici provadéni klinického vyzkumu, vcetné
Standardt ochrany soukromi u osobné
identifikovatelnych informaci o zdravotnim stavu
a dalsich zakonti o ochrané¢ osobnich udajl, principt
PhRMA ohledné provadéni klinickych hodnoceni,
federalniho zakona o nepravdivych tvrzenich (31 USC
3729) a zakona proti uplatkarstvi (42 USC § 1320a-
7b), a vsSech dalSich platnych federalnich, statnich
a mistnich zakond, predpisti a nafizeni, jakoz i zékony
uvedené v bodé 1.1. této Smlouvy.

Formulare zdznamu subjektti hodnoceni neboli CRF:
formulatf pro zadznamy o subjektech hodnoceni (v
tisténé Ci elektronické podobé¢) bude pouzivan Mistem
provadéni klinického hodnoceni za G¢elem zaznamu
veskerych informaci pozadovanych Protokolem, které
podléhaji oznamovani Zadavateli ve vztahu ke
kazdému Subjektu studie (ve smyslu nize uvedené
definice).

Spravna klinicka praxe neboli GCP: Mezinarodni rada
pro harmonizaci technickych pozadavki na ptipravky
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for Pharmaceuticals for Human Use (ICH)
Harmonised Tripartite Guideline for Good Clinical
Practice as amended from time to time and the
principles set out in the Declaration of Helsinki as
revised from time to time.

Government Official: any officer or employee at any
level, branch, or subdivision (including local, regional,
national, and administrative, judicial, and executive)
of a government or of any ministry, department,
agency, or instrumentality of a government; any
person acting in an official capacity on behalf of a
government or of any ministry, department, agency, or
instrumentality of a government; any officer or
employee of a company or of a business owned in
whole or part by a government; any officer or
employee of a public international organization such
as the World Bank or the United Nations; any officer
or employee of a political party or any person acting in
an official capacity on behalf of a political party;
and/or any candidate for political office; any doctor,
pharmacist, or other healthcare professional who
works for or in any hospital, pharmacy or other
healthcare facility owned or operated by a government
agency, ministry or department. Government Official
includes, without limitation, elected or appointed
government officials, individuals working part-time or
full-time for, or on behalf of a government official,
government agency, or an enterprise performing a
governmental function, individuals working for, or on
behalf of, a state-owned or controlled entity, political
party officiers or candidates for public office,
individuals acting for, or on behalf of, a public
international organization, and any person who is
considred a government official under local law.

Investigational Product: the compound identified in
the Protocol that is being tested in the Study.

Item(s) of Value: should be interpreted broadly and

pro humanni pouziti (ICH): Harmonizovana tripartitni
smérnice pro Spravnou klinickou praxi, ve znéni, jez
je prubézné novelizovano, a zasady vymezené
Helsinskou deklaraci v platném znéni.

Zastupce vefejné moci:  jakykoli vykonny fidici
pracovnik ¢i zaméstnanec na jakékoli urovni, odvétvi
nebo utvaru (v€etné mistnich, regionalnich, ndrodnich
a administrativnich, soudnich a vykonnych) vlady
nebo jakéhokoli vladniho ministerstva, rezortu, ufadu
¢i agentury, nebo zastupce statniho/spravniho ufadu,
jakakoli osoba plisobici v ufedni funkci jménem vlady
nebo jakéhokoli vladniho ministerstva, rezortu, ufadu
¢i agentury, nebo zastupce statniho/spravniho ufadu,
jakykoli vykonny fidici pracovnik nebo zaméstnanec
spoleCnosti  ¢i  podniku vlastnéného zcela nebo
¢astecné vladou, jakykoli vykonny fidici pracovnik
nebo zameéstnanec vefejné mezinarodni organizace,
jako je naptiklad Svétovd banka nebo Organizace
spojenych narodu, jakykoli vykonny fidici pracovnik
¢i zaméstnanec politické strany nebo osoba jednajici v
oficialni funkci za politickou stranu a/nebo jakykoli
kandidat na politickou funkeci, jakykoli 1ékaft, 1ékarnik
nebo jiny zdravotnik, pracujici pro jakoukoli
nemocnici, lékarnu nebo zdravotnické zarizeni nebo v
jakékoli  nemocnici, lékarn€é  nebo  jiném
zdravotnickém zafizeni vlastnéném nebo fizeném
vladnim GOfadem, ministerstvem nebo resortem.
Pojem Zastupce vefejné moci zahrnuje naptiklad
volené nebo jmenované statni ufedniky, osoby
pracujici na ¢astecny nebo na plny uvazek pro statniho
ufednika, statni ufad nebo podnik vykonavajici statni
funkci nebo v jejich zastoupeni, osoby pracujici pro
statem vlastnény nebo ovladany subjekt nebo v jeho
zastoupeni, predstavitele politickych stran nebo
kandidaty na vefejnou funkci, osoby puisobici ve
vefejné mezindrodni organizaci nebo v jejim
zastoupeni a jakoukoli osobu, kterd je za zastupce
vefejné moci povazovana podle mistniho prava.

Hodnoceny ptipravek: Latka definovana v Protokolu,
kterd je predmétem hodnoceni ve Studii.

Hodnotné plnéni: bude vykladano v Sir§Sim smyslu a
muze tak zejména zahrnovat penézni Castky, platby ¢i
ekvivalenty plateb, jako naptiklad darkové certifikaty
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may include, but is not limited to, money or payments
or equivalents, such as gift certificates; gifts or free
goods; meals, entertainment, or hospitality; travel or
payment of expenses; provision of services; purchase
of property or services at inflated prices; assumption
or forgiveness of indebtedness; intangible benefits,
such as enhanced social or business standing (e.g.,
making donations to government official’s favored
charity); and/or benefits to third persons related to
Government Officials (e.g., close family members).

Medical Records: the Study Subjects’ primary
medical records in medical documentation (including
paper and/or electronic records) kept by the Institution
on behalf of the Investigator, including, without
limitation, treatment entries, x-rays, biopsy reports,
ultrasound photographs and other diagnostic images.

Privacy Laws: to the extent applicable to each Party,
all data protection requirements including but not
limited to those specified in the Regulation (EU)
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of natural
persons with regard to the processing of personal data
and on the free movement of such data, and repealing
Directive 95/46/EC ("GDPR"), United Stated Health
Insurance Portability and Accountability Act of 1996,
as amended from time to time including but not
limited to the amendments in Subtitle D of the Health
Information Technology for Economic and Clinical
Health Act (HIPAA); the Czech data protection
legislation, and/or other applicable data protection
privacy legislation in force as amended, extended or
replaced from time to time and including any
regulations and codes of practice, the Czech data
protection legislation.

Protocol: the clinical protocol referenced above as it
may be modified from time to time by the Sponsor

¢i poukazy; dary ¢i bezplatné poskytované vyrobky;
pohosténi, zabavu, ¢i pohostinnost; cesty ¢i proplaceni
nakladt; poskytovani sluzeb; koupé majetku ¢i sluzeb
za nadhodnocené castky; prevzeti ¢i prominuti
splatnych zavazki; vyhody nehmotného charakteru,
jako naptiklad zvysené socialni ¢i podnikatelské
postaveni (napf. poskytovani darii ¢i podpory na
dobro¢inné  ucely, jez jsou  podporovany
statnimi/spravnimi ufady); a/nebo vyhody vici tfetim
osobam vztahujici se k Zastupctim vetejné moci (napi.
blizci ¢lenové rodiny).

Zdravotni zaznamy: primdrni zdravotni zaznamy ve
zdravotnické  dokumentaci (v tiS§téné  a/nebo
elektronické podob€) Subjektii studie vedené
Poskytovatelem, zejména zdznamy o poskytnuté péci,
zaznamy o RTG vySetfenich, protokoly o
provedenych biopsiich, snimky z ultrazvukovych
vySetfeni a dalsi snimky diagnostické povahy.

Zakony o ochrané osobnich udaji: v rozsahu platném
pro kazdou Smluvni stranu se jednd o vSechny
pozadavky na ochranu osobnich udajii, zejména
pozadavky uvedené v  Nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna
2016 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udaji a o volném pohybu
téchto udaji a o zruSeni smérnice 95/46/ES
("GDPR"), americkém Zakon¢ o odpovédnosti za
prenos udaji o zdravotnim pojisténi zroku 1996
v platném znéni véetn¢ piipadnych budoucich zmén,
zejména o vSechny upravy v kapitole D Zakona o
zdravotnickych informacnich technologiich pro
ekonomické a klinické zdravi (HIPAA); ¢eské pravni
predpisy o ochrané osobnich udajii a/nebo jiné platné
pravni predpisy o ochrané osobnich tdaji vcetné
ptripadnych budoucich rozsifeni nebo tprav a vcetné
veskerych predpist a pfedepsanych postupti, dale jen
Ceské pravni ptedpisy o ochran¢ osobnich tdajti.

Protokol: klinicky protokol, na ktery je odkazovano
vySe, a ktery muze podléhat budoucim zméndm
provedenym Zadavatelem (ve smyslu niZze uvedené
definice).
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(defined below).

Sponsor: the sponsor of the Study (defined below).

Study: the clinical trial that is to be performed in
accordance with this Agreement and the Protocol for
purposes of gathering information about the
Investigational Product.

Study Data: all results, data, know-how, formulas,
records and reports, collected or created pursuant to,
prepared in connection with, or otherwise resulting
from the conduct of the Study including, without
limitation, reports (e.g., CRFs, data summaries,
interim reports and the final report) and all records
regarding inventories and dispositions of all
Investigational Product.

Study Information: all results, documents, data, know-
how and formulas provided to the Institution and/or
Investigator for purposes of a Study under the terms of
this Agreement.

Study Staff: The Institution, its Investigator, their
affiliates, and their respective employees, agents,
representatives, independent contractors or third party
entities who perform work or research activities in
connection with the Study on behalf of the Institution
or Investigator.

Study Subject: an individual who participates in the
Study, either as a recipient of the Investigational
Product or as a control.

RECITALS:

WHEREAS I I it} -
]

-
I -ciinc for and on behalf of

Sponsor is arranging and administering the Study to
evaluate ) and

Sponsor and CRO have entered into an agreement
concerning the management of the Study, authorizing

Zadavatel: zadavatel Studie (ve smyslu niZze uvedené
definice).

Studie: klinické hodnoceni, které ma byt provedeno v
souladu s touto Smlouvou a Protokolem za ucelem
shromazdéni informaci o Hodnoceném ptipravku.

Studijni data a tdaje: veSkeré vysledky, data, know-
how, vzorce, zaznamy a zpravy které ziskané Cci
vzniklé v souvislosti se Studii nebo jinak vyplyvajici
z provadéni Studie, zejména zpravy, zdznamy (napf.,
CRF, datové piehledy, pfedbézné zpravy a zaveérecna
zprava) aveSkeré zaznamy tykajici se inventurni
evidence a naklddani s veSkerym Hodnocenym
pripravkem.

Informace o klinickém hodnoceni: vSechny vysledky,
dokumenty, data, know-how a vzorce poskytnuté
Poskytovateli a/nebo Zkousejicimu pro ucely Studie
podle podminek této Smlouvy.

Studijni personal: Poskytovatel, Zkousejici, jejich
pridruzené subjekty a jejich prfislusni zaméstnanci,
Cinitelé, zastupci, nezavisli dodavatelé nebo subjekty
tretich stran, ktefi provadéji pracovni nebo vyzkumné
¢innosti v souvislosti se Studii jménem Poskytovatele
nebo Zkousejiciho.

Subjekt studie: osoba, ktera se ucastni Studie, bud’
jako prijemce Hodnoceného piipravku nebo jako
kontrolni subjekt.

Uvodni ¢ast:

VZHLEDEM K TOMU, ze spolecnost

e S¢ Sidlem na
0000000000000
I jcdnajici  jménem
Zadavatele, organizuje a spravuje studii posuzujici
Zadavatelllv  piipravek

B : /:davatel a vyzkumna organizace
uzavteli smlouvu tykajici se fizeni studie a opraviujici
vyzkumnou organizaci poskytovat jako povéteného
zastupce urCité sluzby, napf. uzavirat jménem
Zadavatele smlouvy s vyzkumnymi pracovisti, a jako
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CRO to serve as Sponsor’s designee for certain
services including contracting with clinical research
sites on behalf of Sponsor, and to assume obligations
as applicable under this Agreement as independent
contractor of Sponsor; and

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

WHEREAS, this Agreement does not cover the
arrangements between Sponsor, CRO and Investigator
and thus, a separate Clinical Trial Agreement with the
Investigator, Sponsor and CRO shall be executed, on
the basis of which the Investigator and Study Staff
shall be reimbursed for the performance of the Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Regulations, and
Good Clinical Practices

Institution agrees that Institution and Study
Staff shall perform the Study at Institution in
strict accordance with this Agreement, the
Protocol, any and all applicable laws,
including in particular, but without limitation,
Act No. 378/2007 Coll., on Pharmaceuticals
and on amendments to some related acts (“Act
on Pharmaceuticals”) and Decree No.
226/2008 Coll., on good clinical practice and
detailed conditions of clinical trials on
medicinal products, as amended, Act No.
372/2011 Coll., on Medical Services and terms

and conditions of performance of such

services (,,Act on Medical Services®) or any
subsequent amendments or laws substantially
replacing any of the foregoing.(together
“Applicable Laws”). Institution and Study
Staff acknowledge that CRO and Sponsor, and
their respective affiliates, must adhere to the

nezavisly smluvni zé&stupce Zadavatele piebirat
zavazky vyplyvajici z této smlouvy.

VZHLEDEM K TOMU, ze Poskytovatel a
Zkousejici (dale spolecné jen “Misto provadéni
klinického hodnoceni”) hodlaji provést Studii a CRO
po Poskytovateli pozaduje provedeni takové Studie.

VZHLEDEM K TOMU, Ze tato Smlouva neupravuje
ujednani mezi Zadavatelem, CRO a Zkousejicim,
a proto bude mezi Zadavatelem, CRO a ZkousSejicim
uzaviena samostatna smlouva_o provedeni klinického
hodnoceni [éCiv, na zaklad¢ které bude rovneéz
Zkousejici a Studijni personal odménén za provedeni
této Studie.

NYNIi S OHLEDEM NA SHORA UVEDENE, bylo
dohodnuto nasledujici:

1. PROVEDENI STUDIE

1.1  Soulad s Pravnimi pfedpisy, nafizenimi a
Spravnou klinickou praxi

Poskytovatel souhlasi s tim, ze Poskytovatel a
Studijni personal provedou ve Zdravotnickém
zatizeni Poskytovatele Studii v pfisném souladu s
touto Smlouvou, Protokolem, veskerymi Platnymi
zakony, zejména zak. ¢. 378/2007 Sb., o 1é¢ivech
a zmeénach nékterych souvisejicich zakoni
(“Zakon o lé¢ivech”) a Vyhlasky ¢. 226/2008 Sb.,
o spravné klinické praxi a bliz§ich podminkach
klinického hodnoceni 1écCivych pfipravki, v
platném znéni, =zak. ¢. 372/2011 Sb., o
Zdravotnich sluzbach a podminkach jejich
poskytovani (,,Zakon o zdravotnich sluzbach®)
nebo jakychkoli naslednych pozménujicich ¢i
podstatné¢ nahrazujicich pravnich predpisi ve
vztahu ke shora uvedenym pravnim normam,
(spolecné “Platné zakony”). Poskytovatel a
Studijni personal timto berou na védomi, ze CRO
a Zadavatel, a jejich odpovédné pobocky, se
zavazuji dodrzovat (i) britsky zakon proti korupci
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1.2.

1.3.

provisions of (i) the Bribery Act 2010 of the
United Kingdom (Bribery Act); (ii) the
Foreign Corrupt Practices Act 1977 of the
United States of America (FCPA) (iii) all
applicable European Data Protection Laws
(defined in Schedule B, Article 1 attached
hereto) and (iv) any other applicable anti-
corruption legislation. Furthermore, the parties
shall agree to data processing terms, attached
to this Agreement as Attachment B and
incorporated herein by reference.

Informed Consent Form

Institution acknowledges that Investigator
shall use an informed consent form that has
been approved by Sponsor and is in
accordance with applicable regulations and
approved by the relevant authorities.

Medical Records and Study Data

1.3.1.Collection, Storage and Destruction:

Institution shall ensure the timely, complete,
and accurate collection, recording and
classification of the Medical Records and
Study Data.

Institution shall:

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

(i) protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed by
Sponsor or CRO, Institution will submit
Study Data using the electronic system
provided by Sponsor or CRO or their
designated  representative and in
accordance with Sponsor’s instructions
for electronic data entry. Institution shall

z roku 2010 (“Protikorupéni zakon™); (ii) zakon
USA z roku 1977 o zahrani¢nich korupcnich
praktikach z roku 1977 (“FCPA”) a (iii) vSechny
platné evropské zakony na ochranu osobnich
udaji (definované v Ptiloze B, ¢l. 1 této Smlouvy)
a (iv) jakékoli dalsi pravni piepisy na useku
zakazu korupcnich praktik. Strany se dale
dohodnou na podminkéach zpracovani udajua, které
jsou piilozeny k této Smlouvé jako Pfiloha B a
jsou jeji soucasti formou odkazu.

1.2 Formulaf pisemného informovaného souhlasu
Poskytovatel bere na védomi, ze Zkousejici
bude pouzivat formulaf informovaného
souhlasu, ve znéni schvaleném Zadavatelem,
ktery je v souladu s pfislusnymi pravnimi
predpisy a schvalen pfislusnymi trady.

1.3 Zdravotni zaznamy a Studijni data a udaje

1.3.1 Shromazd’ovani, uskladnéni a likvidace:
Poskytovatel zajisti v€asné, uplné a presné
shromazd’ovani, zaznamenavani a
klasifikacni roztiidéni Zdravotnich
zédznamu a Studijnich dat a udaju.

Poskytovatel bude:

(i)  vést a skladovat Zdravotni zaznamy a
Studijni data a udaje bezpe¢nym zpisobem
s omezenim fyzického i elektronického
pfistupu, dle podminek konkrétniho
pfipadu a s kontrolou prostiedi pfislusnou
pro konkrétni typ dat a udaji v souladu s
Platnymi zakony a technickymi standardy;

a
(i)  chranit Zdravotni zaznamy a Studijni
data a udaje proti neopravnénému zneuZiti,
pristupu, kopirovani ¢i odhaleni. Bude-li
tak pozadovano Zadavatelem ¢i CRO,
Poskytovatel predlozi Studijni data a tdaje
za pouziti elektronického systému pro
elektronicky zaznam dat, ktery bude
poskytnuty Zadavatelem nebo CRO nebo
jimi urenym zastupcem, a to v souladu s
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(iii)

In

prevent unauthorized access to the Study
Data by maintaining physical security of
the electronic system and ensuring that
Study Staff maintain the confidentiality
of their passwords. Institution agrees to
collect all Study Data in Medical Records
prior to entering it into the CREF.
Institution shall ensure the prompt
submission of CRFs; and

take measures to prevent accidental or
premature destruction or damage of the
Medical Records and Study Data. for as
long as required by Applicable Laws. The
Institution will keep all Medical Records
and Study Data as well as any
documentation related to Study subjects
under adequate conditions to prevent their
damage or destruction for 25 years after
completing the Study (the “retention
period”). The Sponsor shall notify
Institution six months prior to the
expiration of the retention period about
how these Medical Records and Study
Data will be handled. If Sponsor fails to
notify Institution at agreed time, it is
understood that the Institution is entitled
to destroy the Medical Records and Study
Data. In the event that the Sponsor
requests an extension of the retention
period at the Institution, the Institution is
entitled to demand a proportional fee
from the Sponsor.

case of termination of Investigator
employment relationship, the
responsibility for maintaining Medical
Records and Study Data shall be
determined  in  accordance  with

Applicable Laws but Institution will not
in any case be relieved of its obligations
under this Agreement for maintaining the
Medical Records and Study Data. For
avoidance of doubt, the Institution’s

pokyny Zadavatele pro elektronicky
zdznam  dat.  Poskytovatel  zabrani
neopravnénému piistupu ke Studijnim
datim a udajim zajiSténim fyzické
bezpecnosti elektronického systému a dale
zajisti, ze Studijni personal bude
zachovavat v davérmém rezimu jim
pfidélend piistupova hesla. Poskytovatel
souhlasi, ze shroméazdi veSkerd Studijni
data a udaje obsazené ve Zdravotnich
zédznamech pfed jejich vlozenim do CRF.
Poskytovatel zajisti neprodlené predkladani
CRFs; a

(i) pfijme opatfeni za ucelem zabranéni
nahodného ¢i predCasného zniceni C¢i
poskozeni  Zdravotnich  zdznaml a
Studijnich dat a 0daji po dobu
vyzadovanou Platnymi zékony.
Poskytovatel uchova Zdravotni zaznamy a
Studijni data a udaje, jakoz i veskerou
dokumentaci vztahujici se k Subjektim
Studie v  adekvatnich  podminkéach
zamezujicich jejich poskozeni nebo znic¢eni
po dobu 25 let od ukonéeni Studie (dale jen
,doba archivace®). Zadavatel bude
informovat Poskytovatele nejpozdéji 6
mesictt pred uplynutim doby archivace o
tom, jakym zplsobem bude s té€mito
zaznamy a Studijnimi daty a udaji
nalozeno, v pfipadé, Ze Zadavatel ve
stanovené dobé Poskytovatele informovat
nebude, ma se za to, ze souhlasi se skartaci.
V pfipadé, Ze bude Zadavatel zadat o
prodlouzeni doby archivace u
Poskytovatele, je Poskytovatel opravnén po
Zadavateli pozadovat umérné zpoplatnéni.

V ptipadé¢ ukonceni pracovnépravniho
poméru Zkousejiciho, odpovédnost za
vedeni Zdravotnich zdznamt a Studijnich
dat a udaji bude urcena v souladu s
Platnymi zékony, avSak Instituce se v
zadném piipadé nezprosti svych povinnosti,
jez ji plynou z této Smlouvy ve vztahu k
vedeni Zdravotnich zdznamt a Studijnich
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1.3.3.Access,

confidentiality obligations with respect to
the Medical Records and Study Data shall
continue to apply.

1.3.2.0wnership. Institution shall retain ownership

of Medical Records. The Institution shall
assign and hereby does assign to Sponsor all
of its rights, title and interest, including
intellectual property rights, to all Confidential
Information (as defined below) such as any
Study Data. Sponsor will have the right to use
the Study Data, including results of the Study,
in accordance with the Study Subjects’ ICFs,
Applicable Laws and the terms of this
Agreement, in any manner deemed appropriate
to Sponsor's business interests. For clarity, all
Study Information shall be, are and will
remain Sponsor's property.

Use, Monitoring and Inspection.
Institution shall provide original or copies (as
the case may be) of all Study Data to CRO and
Sponsor for Sponsor’s use. Institution shall
afford Sponsor and CRO and their
representatives and designees reasonable
access to Institution ’s facilities and to
Medical Records and Study Data so as to
permit Sponsor and CRO and their
representatives and designees to monitor the
Study. Such inspection/ monitoring visit shall
be announced to the Institution at least 3 days
in advance Standard operations of the
Institution shall not be disturbed by such an
audit/ monitoring visit.

Institution shall, and shall cause all other
Study Staff to, make themselves available to
and reasonably cooperate with Sponsor with
respect to
monitoring

audit and
shall afford

such inspection,
visits.Institution

1.3.2

1.3.3

dat a adaji. Aby se piedeslo
pochybnostem, povinnosti Poskytovatele
ohledné diivérnosti Zdravotnich zaznami a
Studijnich dat a Gdaja zlstanou v platnosti.

Vlastnictvi. Poskytovatel si  ponecha
vlastnictvi Zdravotnich zaznamu.
Poskytovatel pfevede atimto pievadi na
Zadavatele veSkerd sva prava, ndroky a
tituly, véetn¢ prav dusevniho vlastnictvi k
Dtvérnym informacim (ve smyslu nize
uvedeném) i k veskerym Studijnim datim a
udajim. Zadavatel bude mit pravo pouzivat
Studijni data a udaje, vcéetné¢ vysledkt
Studie, \ souladu S formulafi
informovaného souhlasu Subjektd studie,
Platnymi zékony a podminkami této
Smlouvy jakymkoli zplGsobem, ktery
povazuje za vhodny pro své obchodni
zajmy. Aby se predeslo pochybnostem,
Informace o klinickém hodnoceni jsou a
zlstanou majetkem Zadavatele.

Piistup, Pouziti, Monitoring a Kontrola.
Poskytovatel poskytne origindly ¢i kopie
(dle podminek konkrétniho piipadu) vSech
Studijnich dat a udaji CRO a Zadavateli
pro moznost jejich vyuziti Zadavatelem.
Poskytovatel umozni Zadavateli a CRO a
jejich  zastupcim a  zmocnéncum
odpovidajici pfistup do prostor a zafizeni
Poskytovatele a k Zdravotnim zdznamim a
Studijnim datim a Udajim, aby umoznil
Zadavateli a CRO a jejich zastupcim a
zmocnéncim  provedeni  monitoringu
Studie. Takova kontrola/ monitoring musi
byt Poskytovateli ozndmena alesponi 3 dny
predem, probéhne v ramci bézné pracovni
doby Poskytovatele azaroven touto
¢innosti nesmi byt naruSen bézny chod
Poskytovatele.

Poskytovatel zajisti v piipadé takovych
kontrolnich, auditnich a monitorovacich
navstév dostupnost a pfimétenou spolupraci
se Zadavatelem a stejné tak dostupnost a
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regulatory authorities reasonable access to
Institution ’s facilities and to Medical Records
and Study Data, and the right to copy Medical
Records and Study Data. The Institution shall
make itself available and cooperate, and shall
cause all other Study Staff to make themselves
available to and cooperate, with the
representatives and designee of CRO and
Sponsor and any regulatory authorities, and
the Institution agrees to ensure that the
employees, agents and representatives of the
Institution do not harass, or otherwise create a
hostile working environment for such
representatives and designees of CRO and
Sponsor and any regulatory authorities.

The Institution shall without undue delay
notify Sponsor and CRO of, and provide
Sponsor and CRO copies of, any inquiries,
correspondence or communications to or from
any governmental or regulatory authority
relating to the Study, including, but not limited
to, requests for inspection of the Institution’s
facilities, and the Institution shall permit CRO
and Sponsor to attend any such inspections.
The Institution will make reasonable efforts to
separate, and only disclose, Confidential
Information that is required to be disclosed
during such inspections.

1.3.4.License. Sponsor hereby grants to Institution a

non-exclusive,  nontransferable,  paid-up
license, without right to sublicense, to use
Study Data (i) subject to the obligations set
forth in section 3 “Confidentiality”, for

internal, non-commercial research, provided
that Institution notifies Sponsor in writing of

1.3.4

pfiméfenou spolupraci vSech ostatnich
¢lend Studijniho persondlu. Poskytovatel
umozni regulatornim Ufadim pfiméfeny
ptistup do prostor a zafizeni Poskytovatele
a ke Zdravotnim zdznamim a Studijnim
datim a udajlim, a poskytne opravnéni ke
kopirovani ~ Zdravotnich  zaznami a
Studijnich dat a udajii. Poskytovatel zajisti
dostupnost a pfiméfenou spolupraci se
zastupci a povéfenymi osobami spolecnosti
CRO a Zadavatele a veskerych kontrolnich

ufadl, a =zajisti také dostupnost a
pfiméfenou spolupraci vSech ostatnich
clenit  Studijniho persondlu a bude

spolupracovat se zastupci a poveérenymi
osobami CRO a Zadavatele ase vSemi
kontrolnimi ufady a Poskytovatel souhlasi,

7ze zajisti, Ze zaméstnanci a zastupci
Poskytovatele nebudou klast jakékoli
prekazky ¢i  jakkoli jinak  vytvaret

nepiiznivé pracovni podminky pro takové
zéstupce a poverené osoby spolecnosti
CRO a Zadavatele a veskerych kontrolnich
urada.

Poskytovatel bez zbytecného odkladu
vyrozumi Zadavatele a CRO, a v téze
souvislosti Zadavateli a CRO poskytne
veskeré kopie, o jakékoli zadosti,
korespondenci ¢i komunikaci pfijaté ¢i
zaslané jakémukoli statnimu/spravnimu
ufadu ¢i regulatorni autorité vztahujici se
ke Studii, zejména vcCetné zadosti ¢i
oznameni o kontrole prostor a zafizeni
Poskytovatele, a Poskytovatel umozni CRO
a Zadavateli, aby se takovych kontrol
zucCastnili. Poskytovatel vyvine nezbytné
usili za ucelem oddé€leni, a zpfistupnéni
pouze Divérnych informaci, jejichz
odhaleni ¢i zpfistupnéni je v této souvislosti
vyzadovano béhem takovych kontrol.

Licencni opravnéni. Zadavatel timto
Poskytovateli ~ poskytuje  nevyhradni,
nepfevoditelné, jiz hrazené licencni

opravnéni, bez prava udéleni sublicence, k
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such research prior to the start of same, and for
internal, non-commercial educational
purposes, and (i) for preparation of
publications in accordance with Section 5
“Publication Rights”.

1.3.5.Regarding Electronic Data Capture (“EDC”),

the Institution shall: (a) enter all data related
to the Study onto the appropriate e-CRF pages
using the EDC system within forty-eight (48)
hours of a Study Subject’s last completed
Study visit; (b) promptly assist the Sponsor or
its designee from time-to-time to obtain data
collected on a worksheet/questionnaire (e.g.,
MPN-SAF, local laboratory data) or other
medium prior to entry onto the e-CRF page(s)
in the EDC system or transmission to a
vendor, as appropriate; (c¢) review all e-CRF
pages for accuracy and completeness; (d)
comply with the use of technology/equipment
as requested by Sponsor or its designee
intended to facilitate the collection of data and
conduct of the Study (e.g., Interactive Voice
Response System (IVRS), handheld electronic
diary issued to Study Subjects for the
collection of information pertaining to the
symptom(s) attributed to their disease), and (e)
maintain and store medical records and Study
Data (as defined below) in a secure manner
with  physical and electronic  access
restrictions, as applicable and environmental
controls appropriate to the applicable data type
and in accordance with Applicable Laws and
industry standards.

1.3.6. Biological Samples. The Institution will use

biological samples in accordance with the
Protocol and in compliance with Applicable
Laws. The Institution shall not collect and/or
reserve additional quantities of biological

1.3.5.

1.3.6.

uziti Studijnich dat a dajt (i) v souladu se
zavazky stanovenymi v Clanku 3 “Davérny
rezim”, pro vnitini cely, vyzkum
nekomercniho charakteru za podminky, ze
Poskytovatel Zadavatele o tomto vyzkumu
jest¢ pied jeho zahajenim pisemné
uvédomi, a pro interni, nekomeréni
vzdélavaci ucely, a pro interni, nekomeréni
edukativni tucely, a (ii) pro pfipravu
publikaci v souladu s Clankem 5 “Prava na
zvetejnéni”.

Pokud jde o Elektronicky zaznam dat
(EDC), bude Poskytovatel povinen: (a)
zadavat veskeré udaje tykajici se Studie do
ptislusnych stranek e-CRF pomoci systému
EDC do c¢tyticeti osmi (48) od posledni
uskutecnéné navstévy Subjektu studie; (b)
poskytnout Zadavateli nebo piipadné jim
povéfenému zastupci okamzitou soucinnost
pii ziskavani udaji shroméazdénych ve
vykazech/dotaznicich (napf. MPN-SAF,
udaje z mistni laboratofe) nebo na jiném
médiu jesté pred jejich zadanim do stranky
(stranek) e-CRF v systtmu EDC, resp.
odevzdanim dodavateli; (c¢) kontrolovat
presnost atuplnost stranek e-CRF; (d)
pouzivat technologie/vybaveni dle
pozadavki Zadavatele nebo  jim
povéieného zastupce za ucelem usnadnéni
shromazd’ovani udaji a provadéni Studie
(napf. interaktivni hlasovy zaznamovy
systtm (IVRS), pienosny elektronicky
denik vydavany Subjektim studie za
ucelem shromazd’ovani informaci ohledné
priznaka pfipisovanym jejich onemocnéni a
(e) spravovat auchovavat zdravotni
zaznamy a Studijni data (dle definice nize)
zabezpeCenym  zpusobem s omezenim
fyzického, resp. elektronického pfistupu
a s kontrolou prostiedi odpovidajici
pfislusnému  typu  Udaji  asouladu
s Platnymi zakony a oborovymi standardy.

Biologické vzorky. Poskytovatel bude
biologické vzorky pouzivat podle Protokolu
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samples for use in research not described in
the Protocol.

1.3.7.Survival. This section 1.3 “Medical Records

and Study Data” shall survive termination or
expiration of this Agreement.

1.4. Duties of Investigator

Investigator is responsible for the conduct of
the Study at Institution and for supervising
any individual or party to whom the
Investigator delegates Study-related duties
and functions in Delegation-Log.

In particular, but without limitation, it is the
Investigator’s duty to review and understand
the information in the investigator’s brochure
or device labeling instructions. CRO or
Sponsor will ensure that all required reviews
and approvals by applicable regulatory
authorities and ECs are obtained. The
Institution acknowledges, that the
Investigator is  responsible  prior to
commencement of the study to ensure that all
approvals by applicable regulatory authorities
and ECs have been obtained and to to review
all CRFs to ensure their accuracy and
completeness.

If the Investigator and Institution retain the
services of any individual or party to perform
Study-related duties and functions, the
Institution and Investigator shall ensure this
individual or party is qualified to perform
those Study-related duties and functions and
shall implement procedures to ensure the
integrity of the Study-related duties and
functions performed and any data generated.
Notwithstanding the foregoing, neither
Institution nor Investigator may delegate or
assign any obligation under this Agreement
without the prior written approval of Sponsor.

Institution agrees to provide prompt advance

1.3.7

a v souladu s Platnymi zékony.
Poskytovatel nebude odebirat a/nebo si
ponechavat biologické vzorky navic k
zadnému pouziti, které neni popsano v
prislusném Protokolu.

Pretrvavajici platnost. Tento odstavec 1.3
“Zdravotni zaznamy a Studijni data a
udaje” ziistane zavazny i v piipade zaniku
této Smlouvy.

1.4 Povinnosti ZkousSejiciho

Zkousejici je odpoveédny za provedeni Studie
ve zdravotnickém zafizeni Poskytovatele a za
dohled nad vSemi fyzickymi ¢i pravnickymi
osobami, kterym svéri v tzv. Delegation Log
povinnosti a funkce v souvislosti se Studii.

Konkrétné¢ pak jde zejména ale nejen o
povinnost  Zkousejiciho  zkontrolovat a
porozumét informacim obsazenym v Souboru
informaci pro zkousejiciho ¢i pokynech k
pristroji. CRO nebo Zadavatel zajisti, ze
budou opatiena  veSkerd pozadovana
kontrolni  schvaleni od  pfisluSnych
regulatornich tfadli a EK. Poskytovatel bere
na védomi, ze se Zkousejici zavazuje, ze pied
zahdjenim Studie oveéfi, zda byly ziskany
veskeré souhlasy a povoleni piislusnych
regulatornich ufadi a EK a zda byly
zkontrolovany vSechny CRF tak, aby byla
zaji$téna jejich piesnost a tplnost.

Pokud Zkousejici a Poskytovatel vyuzivaji k
plnéni povinnosti a funkci v souvislosti se
Studii sluzby jakékoli fyzické nebo pravnické
osoby, museji zajistit, aby tyto fyzické nebo
pravnické osoby byly k plnéni piisluSnych
povinnosti a funkci souvisejicich se Studii
zplsobilé, a =zavést postupy zajistujici
integritu povinnosti a funkci provadénych v
souvislosti se Studii a veSkerych ziskanych
udaji. Bez ohledu na vySe uvedené nemohou
Poskytovatel ani ZkouSejici delegovat ani

postoupit zadnou povinnost podle této
Smlouvy bez predchoziho pisemného
CONFIDENTIAL
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1.5.

1.6.

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

Adverse Events

The Investigator shall report adverse events
and serious adverse events as directed in the
Protocol and by Applicable Laws. Institution
acknowledges that the Investigator shall
cooperate with Sponsor or its designee in its
efforts to follow-up on any adverse events.
The

Sponsor will promptly report to the Site, the
applicable EC, and CRO, any finding that
could affect the safety of participants or their
willingness to continue participation in the
Study, influence the conduct of the Study, or
alter the applicable EC approval to continue
the Study.

Use and Return of Investigational Product and
Equipment

Sponsor or a duly authorized agent of Sponsor,
shall supply Institution with sufficient amount
of Investigational Product as described in the
Protocol.

Sponsor via vendor shall secure distribution of
shipment of the Investigational Product to the
pharmacy of the Institution, where the
shipment shall be received and examined by
the pharmacist (in the same manner as any
other shipment — e.g. whether the delivery is
unharmed, in case of any specific

requirements as to the means of transport also
whether such requirements were duly met,
and confirms due acceptance of the delivery),
Investigational Product shall be stored and
furthermore, on the basis of an order form, the

souhlasu Zadavatele.

Poskytovatel souhlasi, ze zaSle neprodlené
oznameni Zadavateli a CRO v piipade, ze
Zkousejici ukon¢i pracovni pomér u
Poskytovatele ¢i nebude-li Zkousejici z
jakéhokoli jiného diivodu schopen provadeét
Studii. Ustanoveni nového Zkousejiciho bude
podléhat predchozimu schvaleni Zadavatele a
CRO.

1.5 Nezéadouci prihody

ZkouSejici oznami nezddouci piihody a
zavazné nezadouci prihody v souladu s
pozadavky Protokolu a Platnymi zakony.
Poskytovatel bere na védomi zavazek
Zkousejiciho, ze bude spolupracovat se
Zadavatelem nebo jim povéfenou osobou
v souvislosti s jeho usilim vynalozeném v
radmci kontrolniho procesu ve vztahu k
jakékoli nezadouci piihodé...

Zadavatel bez zbytecného odkladu vyrozumi
prislusnou EK, a CRO ohledné jakéhokoli
zjisténi, které by mohlo ovlivnit bezpecenost
ucastniku ¢i jejich ochotu pokracovat v ucasti
ve Studii, mit vliv na provadéni Studie, ¢i
zménit souhlasné stanovisko pfislusné EK
vztahujici se k pokracovani ve Studii.

1.6 Pouziti a vraceni Hodnoceného
ptipravku a Materialt

Zadavatel, ¢i jeho fadné opravnény zastupce,
doda Poskytovateli dostatecné mnozstvi
Hodnoceného  ptipravku dle podminek
popsanych v Protokolu.

Zadavatel prostfednictvim tfeti osoby zajisti
distribuci zasilky Hodnoceného l1éciva do
lékarny  Poskytovatele, kde je Iékarnik
prevezme a zkontroluje (jako jiné zasilky - tzn.
neni-li poSkozena, v pfipadé¢ zvlastnich
pozadavkii na transport, byly-li  tyto
pozadavky dodrzeny, pfijem zasilky potvrdi),
Hodnocené 1é¢ivo bude v 1ékarné uchovavano
a nasledné si na zadanku Zkousejici
Hodnocené 1é¢ivo vyzvedne na misto vykonu
klinického hodnoceni, kde je za né¢ pln¢
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Investigator shall collect the Investigational
Product and transport it to the site.

CRO shall notify the appointed pharmacists
via e-mail within 3 working days prior to the
delivery, as to when the shipment is to be
delivered to the pharmacy.

Disposal and transport of any used, unused,
and partially used external boxes of
Investigational Product shall be performed by
CRO at the expense of Sponsor.

The Institution shall use the Investigational
Product and any comparator products provided
in connection with the Study, solely for the
purpose of properly completing the Study and
shall maintain the Investigational Product as
specified by Sponsor and according to
Applicable Laws, including storage in a
locked, secured area at all times.

Institution shall comply with all laws and
regulations governing the disposition of
Investigational Product and any instructions
from CRO that are not inconsistent with such
laws and regulations.

The Institution shall return any equipment or
materials provided by Sponsor for use in the
Study unless Sponsor and Institution have a
written agreement for Institution to acquire the
equipment. If there are Institution facility
improvements provided by CRO or Sponsor in
relation to the Study, then Institution shall
enter a separate written agreement with CRO
or Sponsor with respect to such facility

odpovédny.

CRO je povinna oznamit do 3 pracovnich dnti
pfed dodanim, kdy bude zasilka do 1ékarny
pfedana, a to emailem povérenym lékarnikim.

Likvidaci a odvoz pouzitého, nevyuzit¢ho a
Castecné vyuzittho Hodnoceného 1éCiva a
obalt zajisti CRO na naklady Zadavatele.

Poskytovatel bude pouzivat Hodnoceny
ptipravek a jakykoli komparac¢ni produkt
poskytnuty v souvislosti se Studii vyhradné
pro ucely fadného dokonceni Studie a bude
uchovavat Hodnoceny pfipravek dle pokynt
Zadavatele a v souladu s Platnymi zakony,
vCetné povinnosti skladovat Hodnoceny
pripravek v uzamcéeném a zabezpeceném
prostoru, a to po celou predmétnou dobu.

Poskytovatel se zavazuje, ze bude jednat v
souladu s vesSkerymi pravnimi piedpisy,
natizenimi a pravidly upravujicimi nakladani s
Hodnocenym pfipravkem a jakymikoli
instrukcemi a pokyny poskytnutymi CRO, jez
nejsou v rozporu s takovymi pravnimi prepisy,
nafizenimi a pravidly.

Poskytovatel vrati jakékoli vybaveni ¢i
materialy poskytnuté Zadavatelem pro jejich
pouziti ve Studii, nebude-li uzaviena pisemna
smlouva mezi Zadavatelem a Poskytovatelem,
na jejimz zakladé Poskytovatel nabude
vlastnictvi k takovému vybaveni. Doslo-li k
jakémukoli zhodnoceni zafizeni
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improvements.

1.7. Key Enrollment Date
The Institution understands and agrees that if Site
has not enrolled at least one (1) Study Subject by
the Key Enrollment Date then CRO or/and Sponsor
may terminate this Agreement in accordance with
Section 13 “Term & Termination” Sponsor/ CRO
has the right to limit enrollment at any time.

2. PAYMENT

In consideration for the proper performance of the
Study by Institution in compliance with the terms and
conditions of this Agreement, payments shall be made
in accordance with the provisions set forth in
Attachment A, with the last payment being made after
the Site completes all its obligations hereunder, and
CRO has received all properly completed CRFs and, if
CRO requests, all other Confidential Information (as
defined below).

The estimated value of financial payment under this
Agreement shall be approximately 404,320.00 CZK
for the study, for the Institution.

3. CONFIDENTIALITY

3.1 Definition

"Confidential Information" means any and all

information or materials, whether written, oral, or in
any other form, including, without limitation, Study
Information, Study Data, Inventions, Pre-Existing
Intellectual Property (defined below), Investigational
Product, knowledge, know how, practices, process,

3

provozovanych  Poskytovatelem, a to
prostiednictvim CRO ¢i  Zadavatele v
souvislosti se Studii, Poskytovatel se
zavazuje, ze uzavie samostatnou smlouvu s
CRO nebo Zadavatelem ve vztahu k a v
souvislosti s takovym zhodnocenim zatizeni
provozovanych Mistem provadéni klinického
hodnoceni.

1.7 Kli¢ové datum zatazeni

Poskytovatel je srozumén a souhlasi, Ze v pfipadé,
ze Misto provadéni klinického hodnoceni nezaradi
alesponi jeden (1) Subjekt studie ke Klicovému
datu zatazeni, pak CRO a/nebo Zadavatel budou
opravnéni ukonCit tuto Smlouvu v souladu s
Clankem 13 “Platnost a Ukondeni platnosti”.
Zadavatel / CRO jsou opravnéni omezit zafazeni
Subjekti studie, a to v kterykoli ¢asovy okamzik.

PLATBY

V souvislosti s fadnym plnénim Studie
Poskytovatelem, a to v souladu s podminkami a
ustanovenimi této Smlouvy, budou poskytovany
platby dle podminek a ustanoveni definovanych v
Ptiloze A, pficemz posledni platba bude
uskute¢néna poté, co Misto provadéni klinického
hodnoceni splni a dokon¢i veskeré zavazky, jez
mu vyplyvaji z této Smlouvy, a CRO obdrzi
veskeré fadné vyplnéné CRF a, bude-li tak CRO
vyzadovat, vesSkeré dalsi Divérné informace (ve
smyslu nize uvedené definice).

Predpokladana hodnota finan¢niho plnéni dle této
Smlouvy €ini piiblizné¢ 404.320,00 K¢ za studii,
pro Poskytovatele.

DUVERNY REZIM

3.1 Definice
Pojem ,,Duvérné informace® znamena vSechny
informace nebo materidly, at’ uz pisemné, Gstni
nebo v jakékoli jiné podobé, zejména Informace
o klinickém hodnoceni, Studijni data a udaje,
Vynalezy, Existujici  duSevni  vlastnictvi
(definované nize), Hodnoceny pfipravek,
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data, or other information or materials provided,
disclosed, resulting from, learned, created, developed,
or acquired in connection with the conduct of the
Study by the Institution, Investigator or Study Staff,
shall be the property of Sponsor and shall be received
and maintained in strict confidence and not disclosed
to any third party during the term of this Agreement
and for ten (10) years thereafter. Institution and
Investigator may disclose Confidential Information to
the Study Staff who require access thereto for the
purposes of this Agreement; provided that prior to
making any such disclosures, each such Study Staff
shall be bound by written obligations no less stringent
than those contained herein, to maintain Confidential
Information in confidence and not to use such
information for any purpose other than in accordance
with the terms of this Agreement.

Confidential Information shall not include
information that:

(i) is or becomes generally available in the
public domain through no act or fault of
Institution or Study Staff (from and after
the time such information is publicly
available);

(i1) can be shown by documentation to have
been in the possession of Investigator,
Institution or any of its Study Staff prior
to disclosure by Sponsor, from sources
other than Sponsor that did not have an
obligation of confidentiality to Sponsor;

(iii)can be shown by documentation to have
been independently developed by

Investigator, Institution or any of its

poznatky, know how, praxe, postupy, data nebo
jiné informace nebo materidly, které byly v
souvislosti s provadénim Studie
Poskytovatelem, ZkouSejicim nebo Studijnim
personalem poskytnuty, zpfistupnény, které ze
Studie vyplynuly, které se uvedené osoby
dozveédely, které byly vytvofeny, vyvinuty nebo
ziskany. Tyto informace museji byt pfejimany a
zachovany v pfisné tajnosti a nesméji byt
zptistupnény zadné treti strané po dobu platnosti
této Smlouvy a po dobu deseti (10) let po jejim
skonCeni. Poskytovatel a Zkousejici mohou
zptistupnit Divérné informace Studijnimu, ktefi
k nim pottebuji mit piistup pro ucely plnéni této
Smlouvy, avSak za predpokladu, ze kazdy
takovy ¢len Studijniho persondlu je pied
takovym zpfistupnénim pisemné zavazan k
povinnostem, které jsou alesponi stejné¢ piisné
jako povinnosti obsazené v této Smlouve, k
zachovavani Dluvémych informaci v tajnosti a k
tomu, Ze nebudou tyto informace pouzivat k
jinym ucelim nez v souladu s podminkami této
Smlouvy.

Pojem Diavérné informace nezahrnuje informace,
ve vztahu ke kterym:

(i) jsou nebo se stanou obecné
dostupnymi ve vefejném prostoru
bez zapfi¢inéni nebo zavinéni ze
strany Poskytovatele nebo studijniho
personalu (od doby a po okamziku

vefejného zptistupnéni téchto
informaci);
(i1) na zakladé pfislusné dokumentace

lze prokazat, ze byly v dispozici
Zkousejiciho,  Poskytovatele  ¢i
jakeéhokoli Studijniho personalu pied
jejich  zvefejnénim, sdélenim ¢i
zptistupnénim ze strany Zadavatele,
a byly ziskany ze zdroju odlisnych
od Zadavatele, pfiCemz tyto nebyly
vazany povinnosti divérnosti vuci
Zadavateli;

(iiil)  na zaklad¢ prislusné dokumentace
lze prokédzat, ze byly vyvinuty
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Study Staff without use of or reference to
or reliance on such Confidential
Information;; or

(iv)is permitted to be disclosed by written
authorization from Sponsor , provided
that any such disclosure is consistent with
and limited to the Sponsor’s written
authorization.

The terms of this Agreement, including, but
not limited to, the financial terms, shall also be
considered Confidential Information and will
be maintained in confidence by the Parties in
accordance with Section 3.1, but may be
disclosed by Institution or any other Study
Staff in the event that such disclosure is
required by Applicable Law or court order
without breaching its obligation under this
Article 3; provided, in advance of disclosure,
Institution on behalf of itself or its Study Staff
notifies Sponsor of the information to be
disclosed, the reason for disclosure, and the
anticipated or required date of disclosure.

3.2 Obligations
Institution and  Institution’s

including Study Staff shall not

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

(i) disclose Confidential Information to
any third party, except as permitted
by this Section 3, or as required by
law or by a regulatory authority or as
authorized in writing by the
disclosing party.

personnel,

To protect Confidential Information, Institution
agrees to:
(i)  limit dissemination of Confidential

nezavisle Zkousejicim,
Poskytovatelem ¢i jakymkoli ¢lenem
Studijni persondl bez pouziti nebo
odkazu na tyto Divémné informace
nebo spoléhani se na né; nebo

(iv)  jejich odhaleni, zpfistupnéni ¢i
sdéleni lze provést na zaklade
pisemného svoleni Zadavatele pod
podminkou, ze jakékoli takové
zptistupnéni je v souladu s pisemnym
povolenim Zadavatele a je timto
povolenim omezeno.

Za divérné informace se povazuji rovnéz
podminky této Smlouvy, zejména financni
ujednani, a Smluvni strany budou zachovavat
jejich dvérnost v souladu s Clankem 3.1.
Poskytovatel nebo jiny Studijni persondl je
vSak miize zpfistupnit v piipadé, ze takové
zptistupnéni vyzaduji Platné zidkony nebo
soudni piikaz, aniz by tim své povinnosti
podle tohoto Clanku 3 porusili, za podminky,
ze jest¢ pred jejich  zpfistupnénim
Poskytovatel sam nebo jeho Studijni personal
o planovaném zptistupnéni informaci,
o divodu zptistupnéni a o predpokladaném
nebo pozadovaném datu zptistupnéni uvédomi
Zadavatele.

3.2 Povinnosti

Za

Poskytovatel a jeho zaméstnanci, a to vcetné
Studijniho persondlu, nebudou
(i) vyuzivat Davérné informace pro
jakykoli jiny ucel, nezli je
provadéni Studie, nebo
(i) odhalovat,  zpfistupnovat  ¢i
sd€lovat  Duvérné  informace
jakékoli tfeti strané, s vyjimkou
opravnéni povoleného v tomto
Clanku 3, nebo povinnosti
ulozené zakonem ¢i jakymkoli
regulatornim Ufadem nebo na

zakladé  pisemného  svoleni
odhaluyjici strany.
ucelem ochrany Duvémych informaci,
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Information to only those Study Staff
having a need to know for purposes
of performing the Study;

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

(iii) bind such Study Staff in writing to
obligations of confidentiality that are
no less strict than those set out
herein.

Nothing herein shall limit the right of
Institution to disclose Study Data as permitted
by Section 5 “Publication Rights”.

3.3 Compelled Disclosure

In the event that Institution receives notice
from a regulatory authority or a court order
seeking to compel disclosure of any
Confidential Information, the notice recipient
shall provide Sponsor with prompt notice so
that Sponsor may seek a protective order or
other appropriate remedy. In the event that
such protective order or other remedy is not
obtained sufficiently in advance so that the
deadline provided by the respective authority
for submission of the requested information is
reasonably met, the notice recipient shall
furnish only that portion of the Confidential
Information which is legally required to be
disclosed, and shall request confidential
treatment for the Confidential Information.

Poskytovatel souhlasi, ze:

(1) omezi distribuci Dtvérnych
informaci pouze vuci tém clenim
Studijniho personalu, kteii takové

skute¢nosti potiebuji znat
v souvislosti s provadénim Studie;
(i1) bude informovat vSechny Ccleny

Studijniho persondlu, kterym budou
Dtvérné informace odhaleny,
zptistupnény ¢i sdéleny, o diveémé
povaze takovych informaci; a

(iii)  pisemné zavazat takové Cleny
Studijniho personalu pisemné k
povinnostem pri zachovavani
daveérnosti, které budou stejné piisné
jako povinnosti stanovené v této
Smlouvé.

Z4adné ze shora uvedenych ustanoveni
neomezuje opravnéni Poskytovatele odhalit,
zptistupnit, zvetejnit ¢i sdélit Studijni data a
udaje v povoleném rozsahu v souladu
s upravou uvedenou v Clanku 5 “Priva na
zvetejnéni”.

3.3 Zakonem uloZené odhaleni

V ptipadé, Ze Poskytovatel obdrzi oznameni
¢i vyzvu od kontrolniho tfadu nebo soudu,
ktera bude pozadovat odhaleni, sd€leni c¢i
zptistupnéni jakékoli Divérné informace,
ptijemce takové vyzvy Zadavateli takovou
skuteCnost neprodlené¢ oznami, aby mél
Zadavatel moznost uplatnit
predbézné/ochranné opatieni ¢i jakykoli jiny
vhodny ochranny ¢i napravny prostredek. V
pfipadé, ze takové piredbézné/ochranné
opatfeni ¢i jiny vhodny ochranny ¢i napravny
prosttedek neni vydan ¢i dosazen v
dostatecném predstihu, aby byla pfimérené
zachovana pripadna lhdata ke  splnéni
povinnosti stanovena pfisluSnym organem,
pfijemce vyzvy poskytne pouze takovou cast
Duvérnych informaci, a to v rozsahu, v jakém
je jejich odhaleni, sdéleni ¢i zpfistupnéni
pozadovano, pficemz bude Zadat o
uplatiiovani divérného rezimu ve vztahu
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Notwithstanding the foregoing, Institution,
Sponsor and CRO hereby acknowledge that
this Agreement shall be published pursuant to
Act no. 340/2015 Sb., on Agreements
Register. As and between the Parties,
Institution agrees to publish the Agreement
pursuant to the foregoing. Any information
which constitutes trade secret of either Party is
exempted from such publication. For the
purposes of this Agreement, trade secrets
include, but are not limited to, Attachment A —
Budget and payment schedule, the minimum
enrollment goal, expected number of Study
subjects enrolled i.e. 4 estimated subjects and
the expected duration of the Study.
Furthermore, personal data of the individuals
are also exempted from publication, unless
they have been previously published in
another public register. The version of this
Agreement intended for publication will be
provided to Institution by Sponsor or CRO via
e-mail for approval and publication in
accordance with Act no. 340/2015 Sb., on
Agreements Register as applicable. The
Institution is obliged to publish this
Agreement in accordance with the article
herein above. The Institution will inform
Sponsor of publishing the Agreement in the
Agreements Register

by designating the following email address:
I 25 the
email address to which a notification of
publication in the Agreements register shall be
sent. Should the Institution fail to publish this
Agreement within 15 working days from the
last signature date or from being provided with
a properly redacted version (whichever occurs
later), it may be published by the Sponsor or
CRO.

Sponsor hereby acknowledges that the
Institution as a state budgetary organization is
obliged to provide information to requesting
third parties under Act No. 106/1999 Coll., on
Free Access to Information, as amended. The

k témto Diivérnym informacim.

Bez ohledu na vyse uvedené, Poskytovatel,
Zadavatel a CRO timto berou na védomi, Ze
tato smlouva bude zvefejnéna v souladu se
zék. ¢. 340/2015, o registru smluv. Za
zvetejnéni dle predchozi véty odpovida
Poskytovatel. Takovémuto zverejnéni
nepodléhaji ty udaje, které tvoii obchodni
tajemstvi nékteré ze smluvnich stran. Dle této
Smlouvy se obchodnim tajemstvim rozumi
zejména Pfiloha A - Rozpocet a platebni
ptehled, minimalni cilovy pocet zafazeni,
oc¢ekavany zatazeny pocet subjektl (tj. 4) a
ocekavana délka trvani Studie. Déle nebudou
takovémuto zvefejnéni podléhat osobni udaje
fyzickych osob, ledaze jsou jiz zvefejnény v
jiném vetejné pristupném registru. Verzi této
Smlouvy urcené ke zvefejnéni poskytne
Zadavatel nebo spole¢nost CRO
k odsouhlaseni a zvefejnéni Poskytovateli
prostfednictvim e-mailu v souladu se zak. €.
340/2015, o registru smluv. Za zvetejnéni
této Smlouvy dle piedchoziho odstavce
odpovida Poskytovatel. Poskytovatel
vyrozumi Zadavatele o zvefejnéni smlouvy
v registru smluv prostfednictvim vyhrazené
e-mailové adresy:  m———————
I 02 niz bude zaslano
oznameni o zvefejnéni Smlouvy v registru
smluv. Neni-li tato Smlouva Poskytovatelem
zvetejnéna ve lhit€ 15 pracovnich dni od
data posledniho podpisu nebo poskytnuti
fadn¢ zaslepené verze (dle toho, ktera
skute¢nost nastan€ pozd¢ji), jsou k jejimu
zvetejnéni opravnéni CRO ¢i Zadavatel.

Zadavatel timto bere na védomi, zZe
Poskytovatel jakozto statni piispévkova
organizace je povinna na dotaz tfeti osoby
poskytnout informace podle zak. ¢. 106/1999
Sb., o svobodném piistupu k informacim, ve
znéni  pozd€jSich  predpist.  V pripade
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Institution will promptly notify Sponsor and
CRO of such a request and will inform them
what information is being requested. Insitution
will provide such information only to the
extent requested.

34 Return or Destruction

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

3.5 Survival

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

INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property

Ownership of inventions, discoveries, works
of authorship and other developments existing
as of the Effective Date and all patents,
copyrights, trade secret rights and other
intellectual property rights therein
(collectively,  “Pre-existing  Intellectual
Property”), are not affected by this
Agreement, and no Party or Sponsor shall
have any claims to or rights in any Pre-
existing Intellectual Property of another,
except as may be otherwise expressly provided
in any other written agreement between them.

4.2 Inventions
For purposes hereof, the term “Inventions”
means all inventions, improvements,

developments, discoveries, and technology,
whether patentable or not, conceived by
Institution or its Investigator or Study Staff
solely or jointly with others that use, rely on or
are derived from Confidential Information or
the Investigational Product (“Inventions’) and
such Inventions shall be, and remain, at all

takového dotazu vyrozumi Poskytovatel
Zadavatele a CRO auvede, jakd informace
byla pozadovana. Poskytovatel poskytne tyto
informace pouze v pozadovaném rozsahu.

3.4 Vraceni ¢i likvidace

V navaznosti na ukonCeni platnosti této
Smlouvy ¢i v kterykoli diivéjsi okamzik na
zéklad¢ pisemného pozadavku Zadavatele,
Poskytovatel Zadavateli vrati, ptipadné dle
pozadavku Zadavatele zlikviduje, veskerée
Dtvérné informace, odlisné od Studijnich dat
a udaja.

3.5 Pretrvavajici platnost

Tento Clanek 3 “Duvérny rezim” zistane v
platnosti i v piipadé zaniku této Smlouvy, a to
po dobu deseti (10) let.

DUSEVNI VLASTNICTVI

4.1 Existujici duSevni vlastnictvi
Vlastnictvi ~ vSech  objevli,  vynalez,
autorskych dél a jinych vysledkd dusSevni
¢innosti, jez existuji k Datu Uc¢innosti, a dale
veSkeré patenty, autorskd préva, obchodni
tajemstvi a dalsi prava k objektim dusevniho
vlastnictvi, s timto souvisejici (spolecné dale
jen, “Existujici duSevni vlastnictvi”), nejsou
jakkoli dotCeny touto Smlouvou, a jakakoli
Strana ¢i Zadavatel nemaji naroky vici nim ¢i
prava k jakémukoli predmétu Existujiciho
duSevniho vlastnictvi jiného, neni-li tak
vyslovné pisemné wujednano v jakékoli
pisemné dohod€ mezi Stranami uzaviené.

4.2 Objevy

Pojem “Objevy“ znamend pro ucely této
Smlouvy veskeré objevy, zdokonaleni,
vysledky vyvoje, objevy a technologie, bez
ohledu na to, zda jsou patentovatelné ¢i nikoli,
které byly vyvinuty Poskytovatelem nebo jeho
ZkouSejicim  ¢i  Studijnim  personalem
samostatné¢ nebo spolecné s jinymi osobami,
které vyuzivaji Duvémé informace nebo
Hodnoceny ptipravek (,,Objevy*) spoléhaji se
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times the sole and exclusive property of
Sponsor.

4.3 Assignment of Inventions

Institution shall, and shall cause its Study Staff
to, disclose all Inventions promptly and fully
to Sponsor in writing, and Institution, on
behalf of itself and its Study Staff, to Sponsor
all of their rights, title and interest in and to all
Inventions, including all patents, copyrights
and other intellectual property rights therein
and all rights of action and claims for damages
and benefits arising due to past and present
infringement of said rights. Institution shall
cooperate and assist Sponsor by executing,
and causing its Study Staff to execute, all
documents reasonably necessary for Sponsor
to secure and maintain Sponsor’s ownership
rights in Inventions. Institution warrants by the
execution of this Agreement, that it has not
entered, and will not enter, into any
contractual agreement or relationship which
would in any way conflict with or compromise
Sponsor’s proprietary interest in, or rights to,
any Inventions. Institution undertakes to obey
the obligations hereunder unless this is
inconsistent with applicable legislation.

4.4 Patent Prosecution

Institution shall cooperate, at Sponsor’s
request and expense, with Sponsor’s
preparation,  filing,  prosecution,  and
maintenance of all patent applications and
patents for Inventions.

na n¢ nebo jsou z nich odvozeny, pficemz
takové vynalezy budou a ziistanou po celou
dobu vyhradnim vlastnictvim Zadavatele.

4.3 Pievod prav k Objevim

Poskytovatel se zavazuje, ze odhali,
zptistupni €i sdéli a dale zajisti, ze jeho
Studijni personal odhali, zpfistupni ¢i sdé€li
veskeré Objevy, a to neprodlené¢ a plné
Zadavateli v pisemné form¢, a Poskytovatel,
jménem svym a jménem a v zastoupeni svého
Studijniho  personalu, zavazuje se na
Zadavatele ptrevést veskera sva prava, naroky
a zajmy ke vSem Objeviim, vcetné vSech
patentd, autorskych dél a jinych prav
dusevniho  vlastnictvi k  tomuto se
vztahujicim, jakoz i veSkera prava procesni
povahy a naroky na nahrady Skod a uzitky,
jez jiz vznikly v disledku minulého ¢i
soucasného poruseni shora uvedenych prav.
Poskytovatel se zavazuje, ze bude nalezité
spolupracovat a  poskytne  Zadavateli
sou¢innost pfi vyhotoveni a uzavieni, a
zajisti, ze ¢lenové jeho Studijniho personalu
vyhotovi a wuzaviou, veSkeré dokumenty
divodné Zadavatelem pozadované za ucelem
ochrany a zajisténi vlastnickych prav
Zadavatele k  Objevim.  Poskytovatel
podpisem této Smlouvy zarucuje, ze
neuzavfelo ani neuzavie zadnou smlouvu ani
vztah, ktery by byl jakkoli v rozporu nebo
ktery by jakkoli ohrozoval majetkové zajmy
Zadavatele nebo jeho prava na jakékoli
Objevy. Poskytovatel se zavazuje ke splnéni
povinnosti uvedenych vtomto odstavci,
jestlize to neni v rozporu s platnymi pravnimi
predpisy.

4.4 Patentové tizeni

Poskytovatel se  zavazuje, Ze bude
spolupracovat a poskytne soucinnost, a to v
navaznosti na vyzvu Zadavatele a na jeho
naklady a s jeho ucasti, v souvislosti s
pfipravou, podanim, vedenim patentového
fizeni a udrzovanim veskerych patentovych
prihlasek a patentil pro veskeré Objevy.
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5.1

5.2

4.5 Survival

This Section 4 “Intellectual Property” shall
survive termination or expiration of this
Agreement.

PUBLICATION RIGHTS

Publication and Disclosure

If the Study is a multi-center study, the Institution
for itself and on behalf of its Study Staff agrees
that Sponsor shall have the right to the first
publication of the results of the Study. Sponsor
shall serve as the coordinator of multi-center
study disclosures, in those specific instances
where the first publication is intended to be a
joint, multi-center publication of the Study results
made by Sponsor in conjunction with the
participating investigators and sites contributing
data, analysis and comments, as appropriate. In
the event of a disagreement among the principal
investigators in a multi-center study, the lead
investigator and a representative of Sponsor shall
serve as co-arbiters of such dispute. Any
publication(s) resulting from the Study shall give
appropriate credit to the scientific contributions
made by Sponsor personnel. For such
publication(s), authorship or acknowledgement of
participating investigators shall be determined
based primarily on scientific contribution to
protocol development and data interpretation and
secondarily on patient enrollment. All authors
must meet authorship criteria as outlined by the
International Committee of Medical Journal
Editors.

However, following the earlier of the first

publication, or if a multi-center publication is not
submitted within the earlier of: (a) eighteen (18)
months after Study conclusion; (b) eighteen (18)
months after abandonment or termination of the

S

tudy occurs at all Study sites; or (c) if Sponsor

confirms there will be no multi-center Study

5.1

4.5 Pretrvavajici platnost

Tento Clanek 4 “Dusevni vlastnictvi” zistane
v platnosti i v pfipad¢ ukonceni platnosti ¢i pii
vyprseni platnosti této Smlouvy.

PRAVA NA ZVEREJNENI

Publikovani a zpfistupnéni

Pokud je Studie multicentrickym klinickym
hodnocenim, Poskytovatel za sebe aza cCleny
Studijniho personalu souhlasi, Ze Zadavatel ma
pravo publikovat vysledky Studie jako prvni.
Zadavatel bude v pfipadech, kdy je prvni

publikace zamyslena jako spole¢né,
multicentrické  zvetfejnéni  vysledkti  Studie
uskute¢néné¢ Zadavatelem v souinnosti se

zuCastnénymi zkousejicimi a misty provadeéni
klinického hodnoceni, ktefi podle potieby
prispivaji udaji, analyzami a komentafi, piisobit
jako  koordinator zvefejiiovani  informaci
z multicentrické studie. V ptipad¢ neshody mezi
hlavnimi zkousejicimi multicentrického
klinického hodnoceni budou jako spolurozhodci
takového sporu vystupovat vedouci zkousejici a
zastupce Zadavatele. Vsechny publikace
vyplyvajici ze Studie budou obsahovat
odpovidajici pod€kovani za védecky piinos
pracovniki  Zadavatele. Autorstvi  nebo
pode€kovani zucastnénym zkousejicim budou
pro ucely publikace ur€eny primarné na zakladé
veédeckého ptinosu vyvoji protokolu a vykladu
udaji a sekundarn€¢ na zakladé zatazeni
pacientti. VSichni autofi museji spliiovat kritéria
autorstvi stanovend Mezinarodnim vyborem
redaktorti 1ékatskych casopist (ICMJE).

vvvvvv

nize wuvedenych lhit v pfipadé, ze se
nepiedkladd multicentricka publikace (podle
toho, kterd moznost nastane diive): (a) osmnact
(18) mésicti od uzavieni Studie; (b) osmnact
(18) mésict od upusténi od Studie nebo jejiho
ukon¢eni na vSech Mistech provadéni
klinického hodnoceni; nebo (c) pokud Zadavatel
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publication, then the Institution and/or Investigator
may publish the Study results subject to Sponsor’s
rights as set forth below:

(a) Institution agrees to notify Sponsor of the
intent by it or Investigator to submit a publication
at least sixty (60) days prior to the proposed
submission date; such notification shall include a
brief overview of the key points of the intended
publication. Institution shall formally submit to
Sponsor all materials proposed publications for
submission for publication/presentation, if
applicable, which by definition shall include, but
are not limited to, manuscripts, abstracts, posters,
slides, and/or other written materials related to
the Study at least forty-five (45) days before the
submission of the contemplated publication or
abstract or the start date of the congress/meeting
for presentations of posters and/or slides. During
such forty-five (45) day period, Sponsor shall
have the opportunity to review_and comment
upon the contents of the publication with regard
to Sponsor’s confidential and proprietary
information, as well as the accuracy and
completeness of the clinical and scientific
observations contained therein. Sponsor may
remove from the proposed publication any
specifically identified sponsor confidential and/or
proprietary information. Institution agrees to
discuss and consider in good faith any Sponsor
comment with regard to the accuracy and
completeness of the clinical and scientific
observations contained therein and, upon request,
to submit written responses to specific Sponsor
comments or questions regarding accuracy or
completeness prior to submission of proposed
publications.

(b) In the event Sponsor determines that an
enabling description of patentable subject matter
is contained in such material or outline, it shall
notify the Investigator and the Institution, and the
publication or disclosure will be withheld for a

potvrdi, Ze nebude Zadnou multicentrickou
publikaci o Studii publikovat, pak miize
Poskytovatel a/nebo  ZkouSejici  zvefejnit
vysledky Studie na zaklad¢ nize uvedenych prav
Zadavatele:

(a) Poskytovatel souhlasi s tim, Ze oznami
Zadavateli svij zamér predlozit publikaci
nejméne Sedesat (60) dnii pred navrhovanym
datem predlozeni; toto oznameni bude
obsahovat kratky pifehled klicovych boda
zamySlené publikace. Poskytovatel formalné
predlozi  Zadavateli  vSechny  materialy
a publikace navrhované ke
zvetejnéni/prezentaci, které podle definice
zahrnuji zejména rukopisy, resumé, postery,
snimky a/nebo jiné pisemné materialy
souvisejici se Studii, a to nejméné Ctyficet pét
(45) pracovnich dni pted predloZzenim
zamyslené publikace nebo resumé, nebo pied
datem zahajeni kongresu/jednani, kde maji byt
postery a/nebo snimky prezentovany. Béhem
tohoto obdobi ¢tyficeti péti (45) dnd bude mit
Zadavatel moznost zkontrolovat obsah ¢étyficet
pfipominky  tykajici se jejiho obsahu
s ohledem na divémé a chranéné informace
Zadavatele a na spravnost a Uplnost klinickych
a védeckych pozorovani obsazenych v dané
publikaci.  Zadavatel mize z navrhované
publikace odstranit vSechny své daveérné
a/nebo chranéné informace, které mohou
poslouzit k identifikaci. Poskytovatel s tim, Ze
projedna a v dobré vife zvazi pripadné
pripominky Zadavatele tykajici se spravnosti a
uplnosti klinickych a védeckych pozorovani
obsazenych v publikaci a ze na jeho zadost
predlozi pfed odevzdanim navrhované
publikace pisemné odpovédi na konkrétni
pripominky nebo otazky Zadavatele tykajici se
jeji spravnosti nebo uplnosti.

(b) pokud Zadavatel rozhodne, Ze tento
material nebo nastin obsahuje provadéci popis
patentovatelné predmétné zaleZzitosti,
vyrozumi o tom Zkousejiciho a Poskytovatel a
publikace nebo zvefejnéni 1daji budou
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reasonable period of time, not to exceed one-
hundred twenty (120) days from the date the
Investigator and the Institution first submit to
Sponsor the materials proposed for submission
for publication/presentation to permit appropriate
patent application(s) to be prepared and filed by
Sponsor, if it so elects.

(c) The Institution agrees that it shall not publish
or publicly present any interim results or analyses
using Study Data.

5.3 Media Contacts

Institution shall not, and shall ensure that
Study Staff do not engage in interviews or
other contacts with the media, including but
not limited to newspapers, radio, television
and the Internet, related to the Study, the
Investigational Product, Inventions, or Study
Data without the prior written consent of
Sponsor. This provision does not prohibit
publication or presentation of Study Data in
accordance with Sections 5.1 and 5.2.

5.4 Use of Name, Registry and Reporting
No Party hereto shall use any other Party’s
name, in connection with any advertising,
publication or promotion without prior written
permission of the other Party, except that the
Sponsor and CRO may use the Institution’s
name in Study  publications and
communications, including clinical trial
websites and Study newsletters. Sponsor will
register the Study with a public clinical trials
registry in accordance with Applicable Laws
and regulations and will report the results of
the Study publicly when and to the extent
required by Applicable Laws.

pozastaveny na piiméfenou dobu, ktera nebude
delsi nez sto dvacet (120) dnii od data, kdy
Zkousejici a Poskytovatel poprvé Zadavateli
predlozi materidly navrzené na odeslani k
publikaci/prezentaci, aby mél Zadavatel
moznost vyhotovit a podat prisluSnou
patentovou pfihlasku, pokud se tak rozhodne.

(c) Poskytovatel souhlasi s tim, Ze nezvetejni
ani nebude vefejn¢ prezentovat zadné
pifedbézné vysledky ani analyzy vyuzivajici
dotcend Studijni data a udaje.

5.3 Kontakty s médii

Poskytovatel nebude, a zajisti, Ze jeho
zaméstnanci nebudou, poskytovat jakékoli
rozhovory ¢i jiné formy kontaktd s médii,
zejména  vcetn¢  vydavatelstvi  novin,
provozovateli radiového vysilani,
provozovateli  televizniho  vysilani  a
spole¢nostmi plisobicimi na internetu, a to v
souvislosti se Studii, Hodnocenym
ptipravkem, Objevy nebo Studijnimi daty a
udaji bez predchoziho pisemného svoleni
Zadavatele. Toto ustanoveni nebrani moznosti
publikovat ¢i prezentovat Studijni data a udaje
v souladu s témito Clanky 5.1 a 5.2.

5.4 Pouziti nazvu &i jména, registrace a
oznamovani

Z4dna strana této Smlouvy neni opravnéna
pouzit jména ¢i nazvu jiné Strany, a to
v souvislosti s jakoukoli reklamni ¢innosti,
k publika¢nim ¢i marketingovym ucelim bez
ptedchoziho pisemného svoleni druhé Strany,
s vyjimkou pfipadl, kdy Zadavatel a CRO
budou opravnéni pouzit nazvu Poskytovatele
v souvislosti s publikacemi tykajicimi se
Studie a vramci komunikace, vcetné
webovych stranek vénovanych klinickym
hodnocenim a pro ucely newsletterd
vydavanych v souvislosti se Studii. Zadavatel
bude Studii registrovat v souladu s Platnymi
zédkony a bude oznamovat vysledky Studie
vetejné tehdy a v rozsahu uloZzeném Platnymi
zakony.
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5.5 Survival

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

PERSONAL DATA

6.1 Personal Data

Both prior to and during the course of the
Study, the Investigator and Study Staff may be
called upon to provide personal data. This data
falls within the scope of the law and
regulations relating to the protection of
personal data, in particular Act No. 110/2019
Coll., on the processing of personal data, as
amended and may be used by CRO, Sponsor,
and their affiliates in compliance with
applicable law, including as set forth below in
Attachment B

Names of members of Study Staff may be
processed in CRO’s study contacts database
for study-related purposes only.

6.2 Study Subject Personal Data

The Investigator shall obtain Study Subject
written informed consent for the collection and
use of Study Subject personal data for Study
purposes, including the disclosure, transfer
and processing of data collected in accordance
with the Protocol, in compliance with
applicable data protection provisions.

6.3 Data Controller

The Sponsor shall be the data controller for
such personal data except that, if CRO deals
with any personal data under this Agreement
in the manner of a data controller, CRO shall
be the data controller of such personal data to
the extent of such dealings.

5.5 Pretrvévajici platnost

Tento Clanek 5 “Prava na zveiejnéni” zistane
v platnosti i v pfipad¢ ukonceni platnosti ¢i pii
vyprseni platnosti této Smlouvy.

OSOBNi UDAJE

6.1 Osobni udaje

Jak ptfed zahdjenim, tak 1 v pribehu
provadéni Studie, Zkousejici a jeho/jeji
Studijni persondl mohou byt pozadani o
poskytnuti svych osobnich tdajti. Tyto udaje
spadaji do ramce pravnich piedpisti na tseku
ochrany osobnich tidajt, konkrétn€¢ zakona ¢.
110/2019 Sb., o zpracovani osobnich udajt, v
platném znéni a mohou byt pouzivany
spole¢nosti CRO, Zadavatelem a jejich
pridruzenymi subjekty v souladu s platnymi
zakony, jak je uvedeno nize v Ptiloze B.

Jména ¢lent Studijniho personalu mohou byt
zpracovana v databazich vedenych CRO pro
ucely studijnich kontaktd, a to vylucné pro
ucely souvisejici s klinickymi studiemi.

6.2 Osobni udaje Subjektu studie
Zkousejici  zajisti  ziskani = pisemného
informovaného souhlasu Subjektu studie pro
ucely k ziskani a pouziti osobnich tudaji
Subjektu studie pro ucely souvisejici se Studii,
a to vcetn¢ odhaleni, pfevodu a zpracovani
osobnich udaji ziskanych dle Protokolu, a
dale v souladu s prislusnymi ptedpisy na poli
ochrany dat.

6.3 Spréavce udaji

Zadavatel bude pusobit jako spravce udaji ve
vztahu k takovymto osobnim udajim, avsak s
vyjimkou pfipadu, kdy CRO naklada s
jakymikoli osobnimi tudaji na zaklad¢ této
Smlouvy jakozto spravce dat, v takovém
pfipadé bude CRO spravcem takovych
osobnich Udaji v rozsahu, v jakém s nimi
naklada.

CRO je opravnén zpracovavat "osobni udaje",
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CRO may process "personal data", as defined
in the applicable data protection legislation
enacted under the same or equivalent/similar
national legislation, of the Investigator and
Study Staff for study-related purposes and all
such processing will be carried out in
accordance with the applicable data protection
legislation.

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

7. INDEMNIFICATION AND STUDY
SUBJECT INJURY, INSURANCE AND DAMAGES

Sponsor hereby represents and warrants that it
will provide clinical trial insurance in accordance
with § 58, par. 2 Act on Pharmaceuticals as may
be subsequently amended. Sponsor will maintain
this insurance with adequate coverage of all
claims or obligations that may arise under this
Agreement, including claims by Study Subjects
or on their behalf, in accordance with the
aforementioned legal provision.

Sponsor Indemnification. Sponsor agrees to
indemnify, defend and hold harmless
Institution, Investigator, and Institution’s
directors, officers, and Study Staff (each an
“Institution Indemnitee”) against any third
party cause of action, claim, lawsuit or other
proceeding, and reasonable  expenses,
including reasonable legal fees (collectively,
“Claim”), brought against any Institution
Indemnitee seeking compensation for personal
injury or death arising from Investigator’s
administration of the Investigational Product
in the performance of the Protocol. Institution
Indemnitee shall promptly notify Sponsor in
writing upon receipt of notice of any Claim
and shall not make any admission of liability.

jak jsou tyto definovany pfislusnymi pravnimi
predpisy na useku ochrany osobnich udaji, jez
byly vydany na zakladé¢ shodné ¢i
ekvivalentni/obdobné narodni legislativy ,
Zkousejiciho a ¢lenii Studijniho personalu pro
ucely souvisejici se Studii, pficemz veskera
takova zpracovani budou provadéna v souladu
s Platnymi zdkony na ochranu osobnich udaji.
6.4 Pietrvani platnosti

Tento Clanek 6 “Osobni udaje” zistane v
platnosti i v pfipad¢ ukonceni platnosti ¢i pii
vyprseni platnosti této Smlouvy.

ODSKODNENI A POSKOZENI ZDlgAVI’
SUBJEKTU STUDIE, POJISTENI A
ODSKODNENI

Zadavatel prohlaSuje a potvrzuje, ze v souladu
s ust. § 58 odst. 2 zakona ¢. 378/2007 Sb., o
léCivech, v platném znéni, zajisti pojiSténi
klinického  hodnoceni. = Zadavatel bude
udrzovat pojistné kryti takového druhu a s
pojistnou vysi odpovidajici okolnostem na
ochranu proti naroklim nebo povinnostem,
které mohou nastat podle této Smlouvy, véetné
narokd ze strany Subjektl Studie nebo jejich
jménem, a to vsouladu se shora uvedenym
ustanovenim zakona.

Odskodnéni ze strany Zadavatele. Zadavatel
souhlasi s tim, ze Poskytovatele, Zkousejiciho
a Cleny statutarniho organu, vedouci
pracovniky a Studijni personal Poskytovatele
(dale jednotlivé jako ,,OdSkodiiované osoby
na strané Poskytovatele”) odSkodni, ochrani
a zbavi odpovédnosti vici tfetim stranam za
jakékoli zaloby, naroky, soudni spory nebo
jind fizeni a priméfené vydaje vcetné
pfiméfenych vydaji na pravni zastoupeni
(dale souhrnné jako ,,Narok™), které budou
vzneseny vici kterékoli Odskodnované osobé
na strané Poskytovatele a které budou
pozadovat nahradu za ujmu Subjektu studie,
ke kter¢ dojde v disledku podani
Hodnoceného ptipravku Zkousejicim v ramci
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Sponsor shall assume the defense, if it is in
accordance with local law, and costs
associated with such Claim and have the right
to select defense counsel and Institution
Indemnitee shall reasonably cooperate with
Sponsor. This indemnity shall not apply to
any Claim resulting from an event for which
Institution  is  required to  provide
indemnification. Sponsor shall make no
settlement admitting fault on the part of an
Institution Indemnitee without its written
consent, which consent shall not be
unreasonably withheld.

The Sponsor shall reimburse the Institution for
reasonable,necessary and documented medical
expenses, incurred by Study subjects,
including diagnosis, treatment, and
hospitalisation, for any physical illness or
injury sustained to the Study subject to the
extent such illness or injury arises directly
from the administration of the Investigational
product in accordance with the Protocol or the
properly performed non-standard protocol
procedure (that would not otherwise be
customarily performed to treat Study subject’s
underlying disease or condition) performed
during the course of the Study in strict
accordance with the Protocol and the
Sponsor's written instructions.

Institution represents and warrants that it has
taken out insurance required by § 45, par. 2,
letter n) of the Act No. 372/2011 Coll., on
Medical Services (Medical Services Act), as
amended, which covers professional liability
arising out of provision of medical services
and the insurance must be taken out for the
entire period during which the Institution
provides medical services, ie. even for the

provadéni Protokolu. Odskodiovand osoba
na strané Poskytovatele vyrozumi Zadavatele
pisemn¢ ihned poté, co obdrzi oznameni o
Naroku, anepfiznd Zzadnou odpovédnost.
Zadavatel  prevezme  odpovédnost za
obhajobu, bude-li to v souladu s mistnimi
pravnimi predpisy, a naklady souvisejici s
takovym Narokem a bude mit pravo zvolit
obhajce, pficemz Odskodiiovand osoba na
stran¢ Poskytovatele bude se Zadavatelem
primétené spolupracovat. Toto odSkodnéni se
nebude vztahovat na zadny Narok vyplyvajici
z udalosti, za kterou ma povinnost poskytnout
odskodnéni Poskytovatel. Zadavatel
neprovede zadné vypotfddani pfiznavajici
zavinéni ze strany OdSkodiované osoby na
strané Poskytovatele bez jejiho pisemného
souhlasu, ktery vSak nebude bezdivodné
odepten.

Zadavatel uhradi Poskytovateli pfiméereng,
nezbytné a dolozené lécCebné vydaje vzniklé
Subjektim studie, v¢etn¢ diagnostiky, 1é¢by a
hospitalizace, za jakoukoliv télesnou nemoc
nebo zranéni vzniklé Subjektu studie v
rozsahu, v jakém toto onemocnéni nebo
zranéni vzniklo piimo v souvislosti s
podavanim  studijniho  1éku v souladu
s Protokolem  nebo  jakymkoliv ~ fadné
provedenym vykonem nestandardni péce
(ktery by jinak nebyl bézn€¢ provadén za
ucelem [éCby zakladniho onemocnéni nebo
stavu  subjektu  studie). vyzadovanym
protokolem, provedenym béhem studie v
pfisném souladu s protokolem a pisemnymi
pokyny zadavatele.

Poskytovatel prohlasuje, ze je dle ust. § 45
odst. 2 pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach a podminkach jejich
poskytovani (zédkon o zdravotnich sluzbach),
ve znéni pozdéjsich predpisd, pojistén pro
ptipad odpovédnosti za Skodu zplisobenou v
souvislosti s poskytovanim zdravotnich sluzeb
a musi byt pojisténi uzavieno po celou dobu,
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duration of this Study.

The Institution shall promptly notify CRO and
Sponsor in writing of any claim of illness or
injury actually or allegedly due to an adverse
reaction to the Investigational Product and
cooperate with Sponsor in the handling of the
adverse event.

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

Institution shall not be entitled to such
reimbursement according to the previous
paragraph if:

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

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

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

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

This Section 7 subsections “Indemnification and
Study Subject Injury and Damages” shall survive

po kterou Poskytovatel poskytuje zdravotni
péci, tzn. i po dobu trvani této Studie.

Poskytovatel je povinen neprodlené pisemné
vyrozumét CRO a Zadavatele o jakémkoli
naroku vztahujicimu se k onemocnéni ¢i ijmé
na zdravi, k nimz skutecné ¢i idajné doslo v
souvislosti s nezadouci reakci na Hodnoceny
ptipravek a zavazuje se plné spolupracovat se
Zadavatelem pii feSeni nezadouci udalosti.

Odpovédnost Zadavatele odskodnit
Poskytovatele i dle tohoto ustanoveni nebude
limitovana c¢astkou splatnou dle jakéhokoliv
pojisténi uzavieného Zadavatelem, ale bude
se vztahovat na celou ¢astku skute¢né Skody
Poskytovatele ve vysi naroku subjektu nebo
naroku jeho zidkonného zastupce uspésné
uplatnéného dle ¢eského pravniho fadu.

Narok Poskytovateli na ndhradu Skody dle
predchoziho ustanoveni nevznika, jestlize:

a) ujma na zdravi (vCetné smrti) Subjektu
hodnoceni bylo zplsobeno Umyslng,
nedbalosti, protipravnim jedndnim nebo
nesplnénim povinnosti stanovené
Poskytovateli ¢i ZkouSejicimu pravnim
pfedpisem nebo v této Smlouve, vcetné
vSech jejich ptiloh;

b) Poskytovatel do dvaceti (20) pracovnich
dnti ode dne, kdy se dozvédel, ze byl vuci
nému uplatnén narok na nahradu Skody,
neoznamia tuto skuteCnost pisemné
Zadavateli. Oznameni musi byt odeslano
doporucenou postou Zadavateli.

c) na zadost Zadavatele mu Poskytovatel
neumoznil Uc¢astnit se mimosoudniho
vyjednavani o vzneseném naroku nebo
nasledného soudniho fizeni;

d) Poskytovatel uznal vzneseny narok, aniz
by obdrzel ptedchozi pisemny souhlas
Zadavatele.

Tento Clanek 7 podsekce "Odskodnéni a
poskozeni zdravi Subjektu Studie a Pojisténi a
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odskodnéni" zdstane v platnosti po ukonéeni
nebo uplynuti doby trvani této Smlouvy.

termination or expiration of this Agreement.

8. CRO DISCLAIMER 8 ODMITNUTI ODPOVEDNOSTI CRO

CRO expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any claim arising
out of a condition caused by or allegedly
caused by any Study procedures associated
with the Investigational Product such product
except to the extent that such liability is
caused by the negligence, willful misconduct
or breach of this Agreement by CRO.

This Section 8 “CRO Disclaimer” shall
survive termination or expiration of this
Agreement.

DEBARMENT

The Institution represents and warrants that
neither Institution nor Investigator, nor any of
Institution’s Study Staff have been debarred,
disqualified or banned from conducting
clinical trials or are under investigation by any
regulatory authority for debarment or any
similar regulatory action in any country or is
restricted from medical practice, or otherwise
sanctioned, nor is any action, suit, claim
investigation or legal or administrative
proceeding pending or threatened relating to
Institution, Investigator or such other persons,
and the Institution shall notify CRO
immediately if any such investigation,
restriction, disqualification, debarment, or ban
occurs.

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

CRO timto vyslovné odmita jakoukoli
odpovédnost v souvislosti s Hodnocenym
ptipravkem, vcetné jakékoliv odpovédnosti za
jakékoliv naroky vyplyvajici z okolnosti
zptisoben¢ nebo  domnéle  zplsobené
jakymkoliv Studijnim postupem spojenym
s Hodnocenym ptipravkem vyjma rozsahu, v
nedbalosti, umyslnym protipravnim jednanim
nebo poruSenim této Smlouvy ze strany CRO.

Tento Clanek 8 "Odmitnuti odpovédnosti
CRO " zistane v platnosti i po ukonceni nebo
uplynuti doby trvani této Smlouvy.

9 VYLOUCENI

Poskytovatel prohlasuje a potvrzuje, Ze ani
Poskytovatel, ani Zkousejici, ani kterykoli ze
Clent Studijniho personalu Poskytovatele
nebyl zbaven pfislusného opravnéni, nebyla
mu ulozena sankce zakazu vykonu cCinnosti
klinickych hodnoceni a dale, ze kterykoli z
téchto subjektd neni vySetfovan jakoukoli
kontrolni instituci, kdy vysledkem takového
Setfeni ¢i fizeni muze byt ulozeni sankce
zakazu  vykonu Cinnosti ¢ odebrani
opravnéni, a to v kterémkoli staté, a smi bez
omezeni vykonavat 1ékatskou praxi, nebyl mu
vysloven zadny jiny zakaz, neprobiha nebo
nehrozi zadné fizeni, Zzaloba, vySetfovani
naroku nebo soudni ¢i spravni fizeni tykajici
se Poskytovatele, Zkousejiciho nebo takovych
dalSich osob a Poskytovatel se dale zavazuje
neprodlen¢ vyrozumét CRO v piipadé, Zze
dojde ktakovému vySetfovani, omezeni,
diskvalifikaci, ulozeni sankce zakazu vykonu
¢innosti nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

Tento Clanek 9 "Vyloudeni" ziistane v
platnosti po ukonceni nebo uplynuti doby
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10.

11.

trvani této Smlouvy.

FINANCIAL DISCLOSURE AND CONFLICT OF 10 FINANCNI INFORMACE A STRET ZAJMU

INTEREST

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

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

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

Institution agrees that the completed forms
may be subject to review by governmental or
regulatory agencies, Sponsor, CRO, and their
agents.

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

or expiration of this Agreement.

ANTI-KICKBACK, ANTI_FRAUD AND ANTI-

BRIBERY

Institution agrees that (i) its judgment with
respect to the advice and care of each Study
Subject will not be
compensation it

affected by the
receives under this

11

Poskytovatel souhlasi, Ze na zaklad¢ zadosti
Zadavatele nebo CRO Zkousejici pro kazdého
uvedeného a identifikovaného zkousejiciho
nebo spoluzkousejiciho, kteti se pifimo podili
na léCeni nebo hodnoceni Subjektd studie
neprodlené predd CRO vyplnény a podepsany
formulat finan¢niho prohlaseni a konfliktu
zajmu, ktery byl vyplnén a podepsan takovym
zkousejicim  nebo  spoluzkousejicim, ve
kterém tito zkouSejici ¢i spoluzkousejici
priznavaji jakékoli pfislusné zajmy, které maji
oni sami nebo jejich manzelé/manzelky C¢i
nezaopattené déti.

CRO je opravnéna pozdrzet platby, v pripad¢,
ze neobdrzi vyplnéné formulare od kazdého
takového zkousejiciho a spoluzkousejiciho.

Zkousejici  zajisti urychlenou aktualizaci
formulard dle potieby, s cilem zajistit jejich
pfesnost a Uplnost v pribéhu realizace Studie
a jeden (1) rok po dokonc¢eni Studie.

Poskytovatel souhlasi stim, Ze vyplnéné
formulafe mohou kontrolovat statni a
regulacni ufady, Zadavatel, CRO a jejich
zastupci.

Tento Clanek 10 "Finanéni informace a stiet
z4jma" zistane v platnosti po ukonceni nebo
uplynuti doby trvani této Smlouvy.

ZAMEZENI UPLATKARSTVI, PODVODU A
KORUPCI

Poskytovatel souhlasi, Ze (i) jeho usudek,
pokud jde o poradenstvi a péci o kazdy
subjekt hodnoceni, nebude ovlivnén thradou,
kterou obdrzi na zakladé této Smlouvy nebo
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Agreement or in relation to the Study, (ii) such
compensation does not exceed the fair market
value of the services it is providing and any
fees to be paid pursuant to this Agreement is
fair compensation for the services to be
provided by Institution, and (iii) no payments
are being provided to the Institution for the
purpose of inducing it to purchase or
prescribe any drugs, devices or products.

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

Institution agrees that it will not bill any
Study Subject, insurer, or governmental
agency or third party for any visits, services or
expenses incurred during the Study for which
it has received compensation from CRO or
Sponsor, or which are not part of the ordinary
care it would normally provide for the Study
Subject, and that Institution will not pay
another physician to refer subjects to the
Study.

Institution agrees that the fees to be paid
pursuant to this Agreement represent fair
compensation for the services to be provided
by Institution. Institution represents and
warrants that payments or Items of Value
received pursuant to this Agreement or in
relation to the Study will not influence any
decision that Institution or any of Institution’s
respective owners, directors, employees,
agents, consultants, or any payee or Study
Staff may make, as a Government Official or
otherwise, in order to assist Sponsor or CRO
to secure an improper advantage or obtain or
retain business.

v souvislosti se  Studii, ze (II) tato
kompenzace nepiesahuje redlnou trzni
hodnotu sluzeb, které poskytuje a veskeré
Castky vyplacené podle této Smlouvy
pfedstavuji pfimeéfenou odménu za sluzby
poskytované Poskytovatelem, a ze (iii) zadné
platby nejsou poskytovany za ucelem piimeét
Poskytovatele k nakupu nebo predepisovani
jakychkoliv 1ékd, zatizeni nebo produkti.

Pokud Zadavatel nebo CRO poskytnou
jakékoli produkty nebo predméty pro pouziti
ve Studii zdarma, Poskytovatel souhlasi, Ze
nebude zadat thradu po zadném Subjektu
studie, pojistovné nebo stitnim/spravnim
ufadu nebo jakékoli jiné tfeti strané¢ za tyto
zdarma poskytnuté produkty nebo predméty.

Poskytovatel souhlasi, Ze nebude zadat tthradu
po zadném Subjektu Studie, pojistovné nebo
staitnim Gfadé ani zadné tfeti strané za
jakékoliv navstévy, sluzby nebo vydaje
vzniklé v prubéhu Studie, za které obdrzelo
thradu od CRO nebo Zadavatele, nebo které
nejsou soucasti bézné péce, kterou by za
normalnich okolnosti poskytlo Subjektu
studie a ze Poskytovatel nebude poskytovat
platbu jinému lékaii za doporuceni subjektt
do Studie.

Poskytovatel timto souhlasi, Ze platby, které
budou uhrazeny na zakladé¢ této Smlouvy,
predstavuji tadnou kompenzaci za sluzby
poskytnuté  Poskytovatelem. Poskytovatel
timto prohlaSuje a zavazuje se, ze platby ¢i
Hodnotné véci, které obdrzi na zakladé této
Smlouvy ¢i v souvislosti se Studii jakkoli
neovlivni jakékoli rozhodnuti Poskytovatele
¢i  jakéhokoli prislusného vlastnika
Poskytovatele, ¢lend  spravnich organt,
zaméstnancli, zastupcd, konzultantd  ¢i
jakékoli pfijjemce plnéni ani Studijniho
personalu k tomu, aby ucinil, jakozto
Zastupce vetejné moci Ci jakkoli jinak, za
ucelem poskytnuti pomoci Zadavateli ¢i CRO
v podobé¢ zajisténi neopravnéné vyhody i za
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12.

Institution further represents and warrants that
neither Institution nor any of its respective
owners, directors, employees, agents, or
consultants, nor any payee or Study Staff, will,
in order to assist Sponsor or CRO to secure an
improper advantage or obtain or retain
business, directly or indirectly pay, offer or
promise to pay, or give any Items of Value to
any person or entity for purposes of (i)
influencing any act or decision: (ii) inducing
such person or entity to do or omit to do any
act in violation of their lawful duty; (iii)
securing any improper advantage; or (iv)
inducing such person or entity to use influence
with the government or instrumentality thereof
to affect or influence any act or decision of the
government  or  instrumentality  with
connection to this Study.

In addition to other rights or remedies under
this Agreement or at law, CRO or Sponsor
may terminate this Agreement if Institution
breaches any of the representations or
warranties contained in this Section or if CRO
or Sponsor learns that improper payments are
being or have been made to or by Institution
or Investigator or any individual or entity
acting on its or their behalf.

INDEPENDENT CONTRACTORS

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

ucelem ziskani ¢i zachovani si obchodni
prilezitosti.

Poskytovatel dale prohlasuje a zavazuje se, Ze
ani Poskytovatel, ani jakykoli jeho vlastnik,
Clen statutdrniho organu, zastupce ¢i
konzultant, ani jakykoli pifijemce plnéni, ani
Studijni persondl, a to za ucelem pomoci
Zadavateli ¢i CRO k zajiSténi neopravnéné
vyhody ¢i ziskani ¢i zachovani obchodni
prilezitosti, pfimo ¢i nepfimo, neuhradi,
nenabidne ¢i neslibi uhradit, nebo nedaruje
jakoukoli Hodnotnou véc jakékoli osobé ¢i
subjektu v souvislosti s nasledujicimi ucely:
(i) ovlivnéni jakéhokoli jednani ¢i rozhodnuti:
(ii)) pobidky ¢i pohnuti takové osoby ¢i
subjektu, aby néco konal nebo se zdrzel
urcittho jednani v rozporu se zakonem
uloZzenou povinnosti; (iii) zajisténim jakékoli
neopravnéné vyhody; nebo (iv) pobidky Cci
pohnuti takové osoby ¢i subjektu ke zneuziti
vlivu vii€i statnimu/spravnimu orgénu ¢i jeho
zastupci v této souvislosti, a to za ucelem
ovlivnéni jakéhokoli jednani ¢i rozhodnuti
statniho/spravniho organu ¢i jeho zastupce
v souvislosti s touto Studii..

Nad ramec ostatnich prav a prostredki
napravy dle této Smlouvy, ¢i na zékladé¢
prislusnych pravnich ptedpisi, CRO nebo
Zadavatel budou opravnéni ukonéit platnost
této Smlouvy v pfipadé, ze Poskytovatel
porusi jakékoli prohlaSeni ¢i zaruky obsazené
v tomto Clanku, piipadné, pokud CRO nebo
Zadavatel zjisti, ze jsou poskytovany ¢i byly
poskytnuty neopravnéné platby vuci ¢i ze
strany Poskytovatele ¢i Zkousejiciho nebo
jakéhokoli jednotlivce ¢i subjektu jednajiciho
jejich jménem.

NEZAVISLI DODAVATELE

Poskytovatel a Studijni personal budou jednat
jako nezavisli poskytovatelé smluvniho plnéni
CRO a nebudou jakkoli povazovani za
zaméstnance C¢i  zastupce CRO  nebo
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13.

Neither CRO nor Sponsor shall be responsible
for any employee benefits, pensions, workers’
compensation, withholding, or employment-
related taxes as to the Institution or its staff.

TERM & TERMINATION

Term

This Agreement will become effective on the
date of its publication in the Register of
Agreements (the ,,Effective Date) and shall
continue until completion or until terminated
in accordance with this Section 13 “Term &
Termination”.

13.1 Termination

CRO and/or Sponsor may terminate this
Agreement for any reason upon thirty (30)
days prior written notice, starting as of the
date of provable delivery of the notice to the
Institution.

The Institution may terminate this Agreement
for material breach by Sponsor, if it provides
CRO and Sponsor written notice of the breach
and the breach is not cured within sixty (60)
days of receipt of the notice.

The Institution may terminate upon written
notice if circumstances beyond the
Institution’s  reasonable control prevent
completion of the Study, or if it reasonably
determines that it is unsafe to continue the
Study. Upon receipt of notice of termination,
the Institution shall immediately cease any
subject recruitment, follow the specified
termination procedures, ensure that any

required Study Subject follow-up procedures
are completed, and make all reasonable efforts
to minimize further costs, and CRO shall
make a final payment for visits or milestones

13

Zadavatele.

Ani CRO ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
benefitim, penzim, nahradam, narokim k
dichodovému pfipojisténi, pracovnépravnim
odménam, srazkovym ¢i jinym
pracovnépravnim  danim  tykajicim  se
Poskytovatele nebo jeho zaméstnanc.

PLATNOST A UKONCENI PLATNOSTI

Platnost

Tato Smlouva nabyva ucinnosti k datu, kdy
bude zvefejnéna v Registru smluv (,,Datum
ufinnosti®) a zistane v UCinnosti do
okamziku dokonceni ¢i ukoncéeni v souladu s
timto Clankem 13t ,Platnost a ukon&eni
platnosti®.

13.1 Ukondéeni platnosti

CRO a/nebo Zadavatel jsou opravnéni
vypovedét tuto Smlouvu z jakéhokoli divodu
s vypovédni dobou tficeti (30) dnti ode dne
prokazatelného doruceni pisemné vypovédi
Poskytovateli.

Poskytovatel je opravnén ukonCit tuto
Smlouvu zdGvodu podstatného poruseni
stim, ze zasle CRO pisemnou vyzvu o
poruSeni a toto poruseni neni napraveno do
Sedesati (60) dni od doru¢eni vyzvy CRO.

Poskytovatel je opravnén ukoncit platnost této
Smlouvy pisemnym oznamenim v piipade, ze
okolnosti, jez jsou svoji povahou mimo
moznost ovlivnéni ze strany Poskytovatele,
zabrani dokonceni Studie, nebo v pfipadé, Ze
Poskytovatel divodné usoudi, Ze pokracovani
ve Studii neni bezpe¢né. V navaznosti na
doruceni oznameni o wukonceni platnosti
Poskytovatel neprodlené ukonci jakykoli
nabor subjektt, bude jednat v souladu s
definovanymi postupy pro ukonceni, zajisti,
ze ve vztahu k Subjektim Studie budou
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14.

properly  performed pursuant to this
Agreement prior to the effective date of
termination in the amounts specified in
Attachment A; provided, however, that
Payments will be in each case reduced by ten
(10 %) percent. This reduced amount shall
represent a value of any/all activities related to
close-out of the database, and will be made
upon the final acceptance by Sponsor of all
CRF pages and all data clarifications issued
and satisfaction of all other applicable
conditions set forth herein. If CRO or
Sponsor finds that a material breach of this
Agreement has been caused by the Institution
or Investigator and termination may be
required, then, except to the extent that Study
Subject safety may be jeopardized, CRO
and/or Sponsor may suspend performance of
all or part of this Agreement, including, but
not limited to, subject enrollment.

NOTICE

Any notices required or permitted to be given
hereunder shall be given in writing and shall
be delivered
a) in person,
b) by certified mail, postage prepaid,
return receipt requested,
¢) to the extent an email address is
provided below. by e-mail of
pdf/scan or other non-editable format
notice with confirmed transmission

report, or

d) by a commercial overnight courier
that guarantees next day delivery and
provides a receipt, and such notices
shall be addressed as follows:

dokonceny jakékoli procesy kontrolni povahy,
a vyvinou nezbytné usili za ucelem limitace
jakychkoli dal§ich nakladd, pficemz CRO
provede zaveéreCnou uhradu za navstévy a
milniky, jez byly fadné provedeny na zaklad¢
a v souladu s touto Smlouvou pied datem
ucinnosti ukonceni, a to ve vySi Castek
definovanych v Priloze A; avSak za
podminky, ze Platby budou v kazdém piipadé
snizeny o castku ve vysi deseti (10 %)
procent. Takto snizend Castka bude
pfedstavovat hodnotu veskerych cCinnosti
spojenych s uzavienim databaze, a bude
poskytnuta poté, co Zadavatel schvali veskeré
stranky formulaiit CRF, a dale poté, co budou
poskytnuta veskera vyjasnéni dat a dale dojde
ke splnéni veskerych ostatnich podminek, jez
jsou stanoveny v této Smlouve. V pfipade, ze
spole¢nost CRO nebo Zadavatel zjisti, ze
Poskytovatelem nebo ZkouSejicim bylo
zpusobeno zavazné poruseni této Smlouvy a
muze tak dojit k ukonceni platnosti této
Smlouvy, pak s vyjimkou a v rozsahu, v
jakém muize byt ohroZzena bezpeénost
Subjektii studie, CRO a/nebo Zadavatel
mohou pferusit naplnéni celé ¢i Casti této
Smlouvy, =zejména véetné  zafazovani
Subjektl studie.

14 OZNAMENI

a)
b)

d)

Veskera oznameni vyzadovana nebo povolena
podle této Smlouvy budou uéinéna v pisemné
podob¢ a budou dorucena:

osobné

doporuc¢enym dopisem, s ptredem zaplacenym
postovnym, s doruc¢enkou

e-mailem ve formatu pdf/scan nebo v jiném
formatu, ktery znemoziuje zasah do obsahu
S potvrzenou zpravou o pienosu nebo

pokud je nize uvedena e-mailova adresa,
komeréni nocni kurymi sluzbou, ktera
zarucuje doruceni dal$i den a poskytne
potvrzeni. Tato oznameni budou adresovana
takto:
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If to Sponsor:

Always with
copy to:

If to CRO:

Oznameni
zasilana
Zadavateli:

Vzdy s kopii
pro:

To Institution

15.

FORCE MAJEURE

The performance by either Party of any
obligation on its part to be performed
hereunder shall be excused by floods, fires or
any other Act of God, accidents, wars, riots,
embargoes, delay of carriers, inability to
obtain materials, failure of power or natural
sources of supply, acts, injunctions, or
restraints of government or other force
majeure  preventing such performance,

whether similar or dissimilar to the foregoing,
beyond the reasonable control of the Party
bound by such obligation, provided, however,
that the Party affected shall exert its
reasonable efforts to eliminate or cure or

Poskytovateli

15

VYSSi MOC

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou splnéna na
zakladé podminek této Smlouvy, bude
prominuto v disledku zaplav, pozart ¢i jinych
projevii Vyssi moci, nehod, valek, nepokojt,
embarg, prodleni dopravcli, nemoznosti
opatfit pfislusné materialy, nebude-li dodana
elektricka energie ¢i jiné pfirodni zdroje, v
dusledku rozhodnuti, zakazi ¢i omezeni
statniho/spravniho uradu ¢i jiného prvku vyssi
moci, ktery zabrani splnéni takové povinnosti,
bez ohledu na to, zda je shodny ¢i odlisny od
shora uvedeného, a ktery stoji mimo moznost
ovlivnéni pfislusné Strany, kterd je takovou
povinnosti vazana, to vSak za podminky, Ze
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16.

overcome any of such causes and to resume
performance of its obligations with all
possible speed.

MISCELLANEOUS

16.1 Entire Agreement

This Agreement, including its attachment(s),
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the
Study. In the event of a conflict between the
terms of this Agreement and the Protocol, this
Agreement shall control with respect to
commercial and contract terms, but the
Protocol shall control with respect to the
conduct of the Study and with respect to
patient welfare issues.

16.2 No Waiver/Enforceability

Failure to enforce any term of this Agreement
shall not constitute a waiver of such term.

If any part of this Agreement is found to be
unenforceable by a court of competent
jurisdiction, the rest of this Agreement will
remain in effect.

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

The Institution shall not assign or transfer any
rights or obligations under this Agreement
without the written consent of CRO and
Sponsor.

Upon Sponsor’s request, CRO may assign this
Agreement to Sponsor or to a third party, and
CRO shall not be responsible for any
obligations or liabilities under this Agreement

takto dotena Strana vyvine odpovidaji usili
za Uucelem odstranéni ¢i napravy ¢i prekonani
jakéhokoli takového diivodu ¢i pric¢iny a bude
pokracovat v plnéni svych povinnosti v
nejbliz§im mozném Casovém okamziku.

RUZNE

16.1 Celistvost Smlouvy

Tato Smlouva, vcetné¢ priloh, predstavuje
vyhradni, celistvé a uplné ujednani Stran a
nahrazuje veSkeré ostatni pisemné a ustni
dohody vztahujici se k této Studii. V pripadé
rozporu mezi podminkami této Smlouvy a
Protokolem bude mit tato Smlouva piednost
ve vztahu k obchodnim a smluvnim
podminkam, avSak Protokol bude mit
prednost ve vztahu k provadéni Studie a ve
vztahu k otdzkam prospéchu pacienti.

16.2 Vzdani se uplatnéni/Vynutitelnost

Neuplatnéni jakéhokoli prava ¢i podminky
této Smlouvy nezaklada domnénku vzdani se
uplatnéni takového prava ¢i podminky.

V ptipadé, ze bude kterdkoli ¢ast této
Smlouvy shledana soudem s pfislusnou
pravomoci jako nevykonatelnd, zbytek této
Smlouvy ziistane i nadale v platnosti.

16.3  Pievod Smlouvy

Tato Smlouva bude zavazna viacéi Stranam 1
jejich pfipadnym pravnim nastupcim a
postupnikim.

Poskytovatel nepievede jakakoli prava ci
zavazky z této Smlouvy bez piedchoziho
pisemného souhlasu CRO nebo Zadavatele.

Na =zakladé¢ Zadosti Zadavatele, CRO je
opravnén prevést tuto Smlouvu na Zadavatele
nebo jakoukoli tfeti stranu, a CRO nebude
odpovédny za  jakékoli  zavazky i
odpovédnosti dle této Smlouvy, jez vyplynou
po datu pievodu a Poskytovatel timto souhlasi
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that arise after the date of the assignment, and
the Institution hereby consents to an
assignment to the extent allowed by applicable
law provided that the assignment shall be
appropriately notified in advance. Institution
will be given prompt notice of such
assignment by the assignee.

16.4  Applicable Law
This Agreement shall be interpreted and

enforced under the laws of Czech Republic,
excluding its rules regarding the conflict of
laws. The Parties agree that the competent
court of the Czech Republic shall have
jurisdiction to decide any questions or
disputes arising from or related to this
Agreement.

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

16.6  Survival:

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive
termination or completion of this Agreement,
even if not expressly stated herein.

16.7 Signature
This Agreement may be executed signatures

transmitted through electronic means.

16.8 Counterparts
This Agreement shall be executed in three (3)

counterparts, out of which each party will
receive one counterpart. Each counterpart shall
be deemed an original with respect to any
party that has signed it, but all of these
counterparts together shall constitute one and
the same document and shall represent the
legal, valid, and binding signature of this
Agreement by the respective Party

s postoupenim v zakonem povoleném rozsahu
za predpokladu, ze mu bude postoupeni fadné
a vCas pfedem oznameno. Poskytovateli bude
takové postoupeni ¢i prevod oznameno bez
zbyte¢ného odkladu nabyvatelem.

16.4 Rozhodné pravo

Tato Smlouva bude vykladana a vymahana v
souladu s pravnim fadem Ceské republiky
vyjma jeho koliznich norem. V pfipadé
pochybnosti nebo sporGt vzniklych z této
Smlouvy ¢i s touto Smlouvou souvisejicich je
k rozhodnuti timto uréen mistné a vécné
ptisluiny soud v Ceské republice.

16.5 Rozhodnd jazykovd verze. Tato
Smlouva je vyhotovena v anglickém a ¢eském
jazykovém znéni. V pfipadé¢ jakéhokoli
rozporu bude rozhodujici ceskd jazykova
verze.

16.6  Pretrvavajici platnost:

Podminky této Smlouvy, jez obsahuji prava a
povinnosti, jez svoji povahou piekracuji
okamzik dokonceni Studie, zlistanou zavazné
1 v ptipad€ ukonceni ¢i vyprSeni platnosti této
Smlouvy, a to 1 v pfipadé, Ze tak neni v této
Smlouvé vyslovné uvedeno.

16.7  Podpisy
Tuto Smlouvu je mozné podepsat

i elektronicky prendSenymi podpisy..

16. 8 Pocet vyhotoveni

Tato smlouva je vyhotovena ve tfech (3)
stejnopisech, pficemz kazdd smluvni strana
obdrzi jedno paré. Kazdy stejnopis bude vici
kterékoli smluvni stran¢, ktera jej podepsala,
predstavovat original, avSak kazdé z téchto
vyhotoveni bude pfedstavovat jeden a tentyz
dokument abude predstavovat zakonny,
platny a zavazny podpis této Smlouvy danou
Stranou
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ACKNOWLEDGED AND AGREED BY

By/Jméno:
Title/Funkce:

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice v Motole, state budgetary organization / Na dikaz
souhlasu pripojuje sviij podpis opravnény zastupce Fakultni nemocnice v Motole, statni prispévkova organizace]:

By/Jméno:

Title (must be authorized to sign on Institution's behalf)/Funkce (musi se jednat o podpis opravnéného
zastupce Poskytovatele): Naméstek LPP na zakladé povéreni

Signature/Podpis:

Date/Datum:

I hereunder  signed, _
!

hereby certify, that I have duly read this
Agreement along with any/all documentation
submitted in relation to this Study and I do
further oblige to ensure the fulfilment of the
obligations stipulated herein. I do further affirm
not to disclose any information related to this
Study unless prior approval of Sponsor is
obtained, and also oblige to maintain secrecy
about any/all submitted information, to maintain

Ja, nize  podepsana,

, Jako ZKousejicl
potvrzuji, ze jsem se fadn€é seznamila se
Smlouvou a prfislusSnou dokumentaci k této
Studii a =zavazuji se zajistit dodrzovani
povinnosti z nich vyplyvajicich. Dale se
zavazuji nezvetejnovat informace tykajici se
predmétné Studie bez predchoziho pisemného
souhlasu Zadavatele, zachovavat mlcenlivost o
vSech poskytnutych informacich, povazovat tyto
za divérné a zdrzet se jakéhokoliv jiného uziti
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such information as confidential and to refrain
from any use of such information and results
other than for purposes of this Study. As the
Investigator, I consent to the collection, use,
processing and disclosure of my personal data
by Sponsor (or CRO), including name,
qualification and experience in clinical trials, my
financial data concerning, including but not
limited to, received remuneration and financial
compensation and other personal data for
administrative purposes in relation to the Study,
or for disclosure to ethics committees and
applicable regulatory authorities and I agree to
obtain such consents also from Co-
Investigator(s) and other members of Study
team.

MBA
Position: Investigator

Date:

Signature:

téchto informaci a vysledkli nez pro ucely této
Studie. Jako Zkousejici souhlasim s tim, ze
Zadavatel (a popt. i CRO) bude/budou
shromazd’ovat, pouzivat, zpracovavat a
zvetejilovat mé osobni udaje, vCetné jména,
kvalifikace a zkusenosti v klinickém hodnoceni,
mé financni udaje vztahujici se mimo jiné k
obdrzené odmeén¢ a financni nahradé a dalsi
osobni udaje k administrativnim ucelim v
souvislosti se Studii, popt. k poskytnuti etickym
komisim a statnim ufadim a zavazuji se zajistit
tento souhlas 1 od spoluzkousejici(ho/ch) a
ostatnich ¢lent studijniho tymu.

smeno: [N

MBA
Funkce: ZkousSejici
Datum:

Podpis:
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Attachments:

Attachment A - Budget and payment schedule
Attachment B - Data Processing Terms

Prilohy:

Ptiloha A — Rozpocet a platebni ptehled
Ptiloha B — Podminky zpracovavani osobnich
udaji
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spole¢nosti.

In case of changes in the Payee’s bank details, Payee must Zmeéni-li pfijemce plateb bankovni udaje, musi o
inform Sponsor or its designee in writing in advance of the tom pisemné informovat zadavatele nebo jeho
applicable payment. The parties agree that in case of changes povéfenou osobu pied provedenim piislusné platby.
in bank details which do not involve a change of Payee/Bank Smluvni strany souhlasi s tim, Ze v pfipadé zmén

Account Name or change of country location of bank v bankovnich tdajich, které nezahrnuji
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account, no further amendments are required.

2. INVOICES

CRO shall act as payment agent “Payment Agent” for
services performed in this Agreement. All invoices should be
issued to the following as instructed:

All invoices and payment related queries -including the
Project Code- must be sent to:

nazvu piijemce plateb / bankovniho uc¢tu nebo
zmény zemée, v niz je bankovni ucet veden, nejsou
nutné dal$i ipravy smlouvy.

2. FAKTURY

CRO bude jednat jako platce (,,platce™) s ohledem
na sluzby provadéné podle této smlouvy. VSechny
faktury je nutné vystavovat podle pokynt
nasledovné:

Vsechny faktury a dotazy souvisejici s platbami,
vcetné kodu projektu, je tfeba zasilat na:

In case hard copy invoices need to be processed, they must be
sent to the Payment Agent address stated in this Section.

Invoices should include Sponsor’s name, Protocol ID, project
code | Principal Investigator Name, Site Name, site
number and a summary of the reimbursement to be made in
compliance with Schedule A and Exhibit A and if the Payee
is VAT registered, the Payee VAT registration number, and
for cross border tax payments the note “VAT is zero rated
under tax shift”.

Sponsor will pay Institution for invoiced procedure(s) and/or
Institutional fees within thirty (30) days from Sponsor or
CRO’s receipt of undisputed invoice and any supporting
documentation that Sponsor requires.

Je-li tieba zpracovat tisténé kopie faktur, je nutné je
zasilat na adresu platce uvedenou v tomto ¢lanku.

Faktury musi obsahovat nazev zadavatele, Cislo
protokolu, kéd projektul | | | i méno hlavniho
zkousejiciho, nazev pracovisté, Cislo pracovisté a
souhrn splatnych thrad v souladu s dodatkem A a
prilohou A, a pokud je pfijemce plateb platcem
DPH, je nutné uvést jeho registracni Cislo DPH a
v pfipadé preshrani¢nich plateb je nutné vepsat
»DPH je podle danového posunu stanoveno na
nulu®.

Zadavatel uhradi vyfakturované tukony a/nebo
poplatky Zdravotnickému zafizeni do tficeti (30)
dni ode dne, kdy zadavatel nebo CRO obdrzi
nespornou  fakturu a  veskerou podplrnou

dokumentaci vyZadovanou zadavatelem.
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Ethics Committee. Central and/or Local Ethics Committee
fees will be paid directly to the applicable Ethics Committee
by the Sponsor through CRO.

odsouhlasené poplatky pracovisti.

Eticka komise. Poplatky centralni a/nebo mistni
etické komisi zaplati zadavatel prostfednictvim
CRO ptimo pftislusné etické komisi.

3. SUBJECT ENROLLMENT

The study has passive recruitment, participants are rolling
over into this study form parent studies where the site
participated. Every potential participant for roll over must be
assessed for continued efficacy and tolerability of the study
treatment, as outlined in the protocol.

4. PAYMENT TERMS

Payment to Institution for services provided shall be made
according to the agreed upon detailed budget, attached hereto
as Exhibit A and hereby incorporated by reference. All fees
listed include overhead and are calculated in Czech Koruna.
All budget amounts are exclusive of Value Added Tax
(“VAT”). Where applicable under local legislation, VAT
should be added to the budget amounts at the relevant rate.
Payments will be made upon receipt of a valid VAT invoice.
The payment will not be subject to withholding tax. Within
the limits of applicable regulation, it is the responsibility of
the Payee to declare this income and Sponsor and CRO are
not liable for any taxes due. Payments, as set forth herein,
shall only be made after Sponsor or it designee has verified
that data has been entered into EDC.

3. NABOR SUBJEKTU HODNOCENI

Nabor do studie je pasivni, pfiCemz ucastnici do
studie ptechazeji z ptedchozich studii, jichz se
pracovisté¢ ucastnilo. Kazdy ucastnik potencialné
zpusobily pro prechod musi byt posouzen
z hlediska pokracujici Uc€innosti a snaSenlivosti
hodnocené 1é¢by, jak je stanoveno v protokolu.

4. PLATEBNi PODMINKY

Platby poskytovateli za poskytované sluzby budou
provadény v souladu s odsouhlasenym podrobnym
rozpoCtem, ktery je k této smlouvé prilozen jako
pfiloha A a timto je do ni zaclenén odkazem.
Vsechny uvedené poplatky zahrnuji rezijni naklady
a jsou vypoéteny v korunach c¢eskych. Veskeré
Castky v rozpoctu jsou uvedeny bez dané z ptidané
hodnoty (,,DPH®). Je-li to podle mistni legislativy
na misté, ma byt DPH pfidana k ¢astkam uvedenym
vrozpoCtu v pfislusné vysi. Platby budou
provadény na zaklad¢ obdrzené faktury s DPH. Na
platby se nebude vztahovat srazkova dan. Piijemce
plateb je vramci omezeni platnych pravnich
predpisti povinen vykazat tento piijem a zadavatel
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Compensation for all Protocol-required activities to be
performed by Institution is included in Exhibit A, except for
any services reimbursed by a National Health Service
Provider.

In order to ensure compliance and accuracy with local
regulations and transparency reporting requirements,
Institution agrees to submit an invoice no later than forty-five
(45) calendar days from the date the expense is incurred. In
addition, Institution agrees to perform a study level financial
reconciliation and submit any outstanding invoices at a
minimum of every six (6) months during the Institution’s
participation in the Study. Performing periodic invoice
reconciliations ensures that all invoices are submitted and
reimbursed in a timely manner. Delaying invoicing or
submitting invoices from procedures performed more than six
(6) months after the date the expense is incurred may result in
delayed payments.

Institution must submit all final invoices no later than thirty
(30) days after Sponsor’s database lock for the Study.
Institution will receive a 30-day Close-Out Notification
Letter serving as a final notice to submit final invoices. Any
invoices that are submitted after such thirty (30) days will not
be paid.

If, during the course of the Study, Sponsor compensates
Institution with any funds in excess of the amount due under
the Exhibit A, CRO may deduct the amount of such
overpayment from its next payment to Institution. Otherwise,
Institution will return such excess funds to Sponsor within
sixty (60) calendar days of written notification by Sponsor or
CRO to Institution or within sixty (60) calendar days of
Institution’s discovery of such overpayment, whichever
occurs first.

Sponsor reserves the right to suspend payments in the event

ani CRO nebudou odpovédni za zadné splatné dané.
Platby zde uvedené budou provadény az poté, co
zadavatel nebo jeho povéiena osoba ovéii, ze idaje
byly zadany do EDC.

Uhrada za  vsechny ¢&innosti  vyzadované
protokolem, které ma poskytovatel provadét, je
uvedena v piiloze A, s vyjimkou sluzeb hrazenych
narodnim poskytovatelem zdravotnich sluzeb.

Poskytovatel souhlasi stim, Ze v zajmu zajisténi
dodrzovani pokynli a pfesnosti podle mistnich
pravnich piedpist a pozadavkl na transparentnost
zprav predlozi fakturu nejpozdéji do Ctyficeti péti
(45) kalendafnich dni ode dne vzniku nakladu.
Poskytovatel dale souhlasi s tim, Ze bude provadét
finanéni harmonizaci na Urovni studie a veskeré
dosud nevykazané faktury bude predkladat
pfinejmensim kazdych Sest (6) mésicti béhem své
ucasti ve studii. Pravidelnou harmonizaci faktur se
zajisti v€asné predkladani a hrazeni vSech faktur.
Opozdéné fakturovani nebo predklddani faktur za
ukony provedené vice nez Sest (6) mesici po datu
vzniku nakladu mohou vést k opozdéni platby.

Poskytovatel musi predlozit vSechny zavérecné
uzamkne databazi studie. Poskytovatel obdrzi
ozndmeni o uzavieni s predstihem tficeti (30) dni;
tento dopis bude slouzit jako posledni vyzva pro
predlozeni zavéreénych faktur. Zadné faktury
predlozené po téchto tficeti (30) dnech nebudou
uhrazeny.

Pokud zadavatel béhem studie uhradi poskytovateli
jakékoli castky presahujici Castky splatné podle
prilohy A, muze CRO vysi takového preplatku
odeCist za nasledné platby ve prospéch
poskytovatele. V opacnych ptipadech poskytovatel
vrati tyto pieplacené ¢astky zadavateli do Sedesati
(60) kalendainich dni ode dne, kdy zadavatel nebo
CRO poskytovatele pisemné vyrozumi, nebo do
Sedesati (60) kalendafnich dni ode dne, kdy
poskytovatel tento pieplatek zjisti, podle toho, co
nastane dfive.

Zadavatel si vyhrazuje pradvo pozastavit platby
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that Institution: 1) does not resolve data queries, 2) fails to
properly enter eCRFs into EDC, pursuant to the terms of this
Agreement, and/or 3) fails to fulfill or comply with any other
terms of the Agreement. Payments will resume once
Institution rectifies the deficiencies to Sponsor’s satisfaction.

Sponsor will not pay Institution for a Study Subject whose
enrollment in the Study deviates from the Protocol’s
eligibility criteria or from whom Study Data cannot be
analyzed because of Protocol Deviations, lack of proper
records, or incomplete, uncorrected eCRFs.

5. PAYMENT SCHEDULE

Payments shall be made on a quarterly basis and prorated, as
necessary. Ninety percent (90%) of each payment due will
be made based upon prior monthly enrollment data confirmed
by subject CRFs supporting subject visitation. Payments shall
be made within forty-five (45) days after the end of each
quarter.

6. PER-SUBJECT COSTS

Sponsor agrees to pay the Institution according to Exhibit A
for all visits, procedures, and tests scheduled in the Protocol.
The total estimated cost for the completion of the Study per
Completed Subject is set forth in Exhibit A. In the event that
a subject completes more visits than included in the total
estimated per-subject cost, Institution shall be compensated
for each additional visit completed according to the stated
reimbursement in Exhibit A.

Payee will be reimbursed for the actual cost of any other
unforeseen but reasonable procedures which are not SOC but
are required by the Study or Protocol (and any amendments
thereto) upon Sponsor’s receipt of invoice and itemized
supporting documentation. Where practicable, Sponsor’s
prior written approval will be obtained, unless it will
compromise the integrity of the Protocol or affect Study
Subject safety, in which case Sponsor will be notified as soon
as practicable after the fact.

v piipad¢é, Ze poskytovatel: 1) nevyieSi dotazy
tykajici se udaju, 2) fadné nezadd eCRF do EDC
v souladu s podminkami této smlouvy, a 3) nesplni
jakékoli jiné podminky smlouvy. Platby budou
obnoveny, jakmile poskytovatel nedostatky napravi
ke spokojenosti zadavatele.

Zadavatel poskytovateli nezaplati za subjekty
hodnoceni, jejichz zatazeni do studie se odchyluje
od kritérii zptsobilosti uvedenych v protokolu nebo
jejichz udaje ze studie neni mozné analyzovat
z diivodu odchylek od protokolu, nedostatku
fddnych zaznamii nebo neuplnych, neopravenych
eCRF.

5. HARMONOGRAM PLATEB

Platby budou provadény ctvrtletné a podle potieby
pomérné. Devadesat procent (90 %) kazdé splatné
platby bude uhrazeno na =zakladé udaji o
zafazovani z pfedchoziho mésice, coz bude
potvrzeno formulati CRF subjektli hodnoceni, které
podporuji navstévy subjekti hodnoceni. Platby
budou provadény do Ctyficeti péti (45) dni po
skonceni kazdého ctvrtleti.

6. NAKLADY NA SUBJEKT

Zadavatel souhlasi, Ze bude provadét platby ve
prospéch poskytovatele v souladu s pfilohou A, a to
za vSechny navstévy, ukony a testy uvedené
v protokolu. Celkové odhadované naklady na
dokonceni studie na jeden dokonceny subjekt jsou
uvedeny v priloze A. pokud subjekt hodnoceni
podstoupi vice navstév, nez je zahrnuto do
celkovych odhadovanych nakladl na subjekt, kazda
dalsi podstoupend navstéva bude poskytovateli
uhrazena podle tthrad uvedenych v ptiloze A.

Piijemci plateb budou uhrazeny skute¢né naklady
za jakékoli dalsi neptedvidatelné, avSak primefené
ukony, které nejsou standardni péci, avSak jsou
vyzadovany studii nebo protokolem (a jakymikoli
jejich dodatky), a to poté, co zadavatel obdrzi
fakturu a podplirnou dokumentaci s rozpisem
polozek. Je-li to proveditelné, bude nejprve ziskan
pisemny souhlas zadavatele, pokud by to ovSem
neohrozilo integritu protokolu ¢i  bezpecnost
subjektu studie. V takovém piipadé bude zadavatel
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Payment will be made within forty-five (45) days of CRO’s
receipt of invoice.

7. FINAL PAYMENT

Final payment under this Agreement, including the balance of
monies earned for Study Subject Visit Payments (10%
holdback) will be paid to Institution after the following
requirements have been met:

o Final resolution of all queries

e Final acceptance of all eCRFs

e The receipt and approval of any outstanding
regulatory/study documents as required by Sponsor

e The return of all unused Study Drug or verification of
Institution’s destruction of Study Drug; whichever is
applicable

o The return of Study supplies, if applicable (including
any equipment provided to Institution by Sponsor)

e Completion of all other applicable conditions set
forth in the Agreement.

uvédomen, jakmile to bude po dané skuteCnosti
prakticky mozné.

Platby budou provadény do Ctyticeti péti (45) dni
ode dne, kdy CRO obdrzi fakturu.

7. ZAVERECNA PLATBA

Zavérecna platba podle této smlouvy, vcetné
zustatku zaslouzeného jako platba za navstévy
subjekti studie (10% srazka) bude poskytovateli
vyplacena po splnéni nasledujicich pozadavk:

o Konecné vyteseni vSech dotazii

e Konecné piijeti vSech ecru

e Pfijeti a schvaleni veskerych dosud
nevyfizenych regula¢nich dokumentd /
dokumenti ke studii vyZadovanych
zadavatelem

e Vraceni veskerého nepouzitého
hodnoceného ptipravku nebo ovéfeni, ze
poskytovatel hodnoceny piipravek znicil;
podle toho, co plati

e Vraceni pfipadnych materiald ke studii
(vCetn€ vybaveni, které poskytovateli dodal
zadavatel)

e Splnéni vSech ostatnich pfislusnych
podminek stanovenych ve smlouve.
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Attachment B
Data Processing Terms - Processor to Controller

These Data Processing Terms shall govern the data
protection duties and obligations between the
Parties to the Agreement.

1. In this Agreement, "European Data Protection
Laws" means the EU General Data Protection
Regulation  2016/679  (“GDPR”) (and its
derivatives), Directive 2002/58/EC (as transposed
into domestic legislation of each European Union
Member State or Member State of the EEA) and any
other data protection laws, regulations, codes of
practice, codes of conduct, guidance issued by any
relevant Supervisory Authority or Applicable Law
amending, replacing or superseding any of the
foregoing and in particular, following exit by the
United Kingdom from the European Union, or, and
to the extent applicable, the data protection or
privacy laws of any other country including, without
limitation, Switzerland.

2. For purposes of this Schedule B, the terms
“Controller”, “Data Subject”, “Joint Controller”,
“Personal Data”, “Process/Processing”, “Processor”,
“Special Categories of Personal Data”, and
“Supervisory Authority”, shall have the meanings
ascribed to them in European Data Protection laws.

3. Both prior to and during the course of the Study,
Study Personnel may be called upon to provide
Personal Data. This Personal Data may include
names, contact information, work experience and
professional qualifications, publications, resumes,
educational background, information related to
potential conflict of interest, and payments made to
Payee(s) under this Agreement and Site
acknowledges that such Personal Data may be used
by Sponsor and CRO for the following purposes (i)
the conduct of clinical trials; (ii) verification by
governmental or regulatory agencies, the Sponsor,
CRO and their agents and affiliates; (iii) compliance
with legal and regulatory requirements; (iv)
publication on www.clinicaltrials.gov and websites
and databases that serve a comparable purpose; (V)
storage in databases to facilitate the selection of
investigators for future clinical trials and (vi) anti-
corruption compliance.

4. In the course of conducting the Study, the
Parties

acknowledge that Site Processes Personal Data as a
Processor in relation to the Permitted Purposes (as

Priloha B
Podminky zpracovani udaji — predani od
Zpracovatele Spravci

Tyto podminky zpracovani udaju stanovuji
povinnosti a zavazky Smluvnich stran v souvislosti s
ochranou udaji.

1. V této Smlouvé se ,evropskymi predpisy o
ochrané osobnich udaju‘“ rozumi obecné natizeni EU
o0 ochrané osobnich udaju 2016/679 (,,GDPR*) (a
odvozené predpisy), smernice 2002/58/ES (ve znéni
transponovaném do vnitrostatnich pravnich ptedpisi
kazdého Clenského statu Evropské unie nebo ¢lenského
statu EHP) a veskeré dalsi zakony, predpisy a kodexy o
ochran¢ osobnich udajl, etické kodexy a pokyny
vydané jakymkoli ptislusnym dozorovym uradem nebo
Platné¢ pravni predpisy, kterymi se vysSe uvedené
predpisy méni nebo nahrazuji, coz plati zejména po
vystoupeni Spojené¢ho kralovstvi z Evropské unie,
nebo v pouzitelném rozsahu prévni predpisy o ochrané
udaji nebo soukromi jakékoli jiné zemé, napf.
Svycarska.

2. Pro ucely této prilohy B maji pojmy ,spravce
udaju’,,,subjekt udaju’, ,»Spole¢ny spravce®,
»osobni  udaje“,,zpracovani®, ,,zpracovatel®, ,,zvlastni
kategorie osobnich udaji“ a ,,dozorovy urad“ vyznam,
ktery je jim prifazen v evropskych pravnich
predpisech o ochran¢ osobnich udajt.

3. Pfed zahdjenim Studie i v jejim pribchu mize byt
Studijni tym o poskytnuti svych osobnich udajt.
Mohou to byt napf. jméno, kontaktni tidaje, pracovni
zkusenosti a odborna kvalifikace, publikace, Zivotopis,
vzdélani, informace tykajici se mozného stietu zajmi a
plateb pro pfijemce z této Smlouvy. Misto provadéni
klinického hodnoceni bere na védomi, Ze tyto osobni
udaje mohou byt Zadavatelem a CRO pouzivany pro
nasledujici ucely: (i) provadéni klinickych hodnoceni;
(1) ovefovani statnimi a kontrolnimi  ufady,
Zadavatelem, CRO a jejich zastupci a ptidruzenymi
spole¢nostmi; (iii))  dodrzovani zakonnych
pozadavkli a pozadavkl kontrolnich uradd; (iv)
uvefejneéni na webu www.clinicaltrials.gov a na dalsich
webech a v databazich, které slouzi srovnatelnému
ucelu; (v) ulozeni do databazi k usnadnéni vybéru
zkousejicich pro budouci klinickd hodnoceni a (vi)
dodrzovani protikorup¢nich predpist.

4. Strany berou na védomi, ze v pribéhu provadéni
Studie bude Misto provadéni klinického hodnoceni
zpracovavat osobni udaje pro Povolené ucely
(definice viz nize) jako
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defined

below) with Sponsor, who is the Controller of such
Personal Data. Accordingly, Site undertakes to
comply with the provisions set out in this
Attachment B with respect to its Processing of
Personal Data as a Processor.
5. In respect of its Processing of Personal Data
as a Processor, Site shall:
(aynot Process Personal Data in a way that is
incompatible with the proper conduct of the
Study in accordance with the terms of this
Agreement and the Protocol ("Permitted
Purposes");

(b) not Process Personal Data for longer than is
necessary to carry out the Permitted Purposes
(other than to comply with a requirement of EU,
Member State or UK applicable laws to which
Site is subject);
(c) take all measures required pursuant to Article
32 of the GDPR to ensure the security of
Processing of Personal Data;
(d) ensure that persons authorized to process
Personal Data: (i) have been appropriately trained
on compliance with European Data Protection
Laws; and (ii) have committed themselves to
confidentiality or are under an appropriate
statutory obligation of confidentiality;
(e)ensure that, in relation to any sub-Processors
appointed by Site:
(i) appropriate, documented due diligence is
carried out on the sub-Processor prior to its
appointment to ensure that, to the
reasonable satisfaction of Site, it is able to
comply with (and that it will be in a
position to ensure the Site's compliance
with) all relevant provisions of the
European Data Protection Laws; and

(ii) Site has entered into a contract with the
sub- Processor which incorporates all
necessary provisions of the European Data
Protection Laws.

Zpracovatel se Zadavatelem, ktery je Spravcem téchto
Osobnich udaji. Misto provadéni klinického
hodnoceni se proto zavazuje dodrzovat ustanoveni této
ptilohy B, pokud jde o jeho zpracovavani osobnich
udaji jakozto Zpracovatele.
5.V souvislosti se zpracovanim osobnich udajt jako
Zpracovatel udaji se Misto provadéni klinického
hodnoceni zavazuje, Ze:
(a) nebude osobni udaje zpracovéavat zplsobem,
ktery je neslucitelny s fadnym provadénim Studie
podle ustanoveni této Smlouvy a Protokolu (dale
»Povolené ucely*);
(b) nebude osobni udaje zpracovavat déle, nez je
nezbytné ke splnéni Povolenych uceli (s vyjimkou
splnéni pozadavkil platnych pravnich ptedpisit EU,
Clenského staitu nebo Spojeného kralovstvi
vztahujicich se na Misto provadéni klinického
hodnoceni);
(c) prijme veSkera opatieni pozadovana podle ¢l
32 nafizeni GDPR k zajisténi bezpecnosti
zpracovani osobnich udaju;
(d) zajisti, aby osoby opravnéné zpracovavat osobni
udaje: (i) byly ndlezit¢ proSkoleny v dodrzovani
evropskych pravnich ptedpisi o ochrané osobnich
udaju a (ii) zavazaly se k ml¢enlivosti nebo mély
prislusnou zakonnou povinnost ml¢enlivosti;
(e) zajisti, aby v pripadé, ze poveii néjaké dilci
Zpracovatele:
(i) byl ptfed jmenovanim dil¢iho Zpracovatele
proveden fadny, dolozeny audit, ktery overi, zda
je Zpracovatel k priméfené spokojenosti Mista
provadéni  klinického hodnoceni schopen
dodrzovat  vSechna  pfisluSnd  ustanoveni
evropskych pravnich predpisi o ochrané
osobnich udaji (a ze dokaze zajistit, aby je
dodrzovalo i Misto provadéni klinického
hodnoceni); a
(ii) uzavie s dil¢im Zpracovatelem smlouvu,
ktera bude obsahovat vSechna nezbytna
ustanoveni evropskych pravnich ptedpisi o
ochrané¢ osobnich udaju.
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