Smlouva o provedeni neintervencni studie

Non-interventional Study Agreement

CROMSOURCE S.R.L.
se sidlem:

via Giorgio De Sandre, 3
37135 Verona, ltalie
Zastoupena:

IC a DIC 02792820231
(dale jen ,CRO ")

ktefi uzaviraji tuto Smlouvu v zajmu

(dale jen “Zadavatel”)

o]

Fakultni nemocnice Brno

se sidlem:

Jihlavska 20, 625 00 Brno

Ceska republika

Zastoupena: prof. MUDTr. Jaroslavem Stérbou,
Ph.D.

IC: 65269705

DIC: CZ65269705

Bankovni spojeni: Ceska narodni banka
C. Gdtu: 34534-71234621/0710

IBAN: CZ07 0710 0345 3400 7123 4621
SWIFT: CNBACZPP

(dale jen ,zdravotnické zarizeni”)

a

_ sl—

(dale jen ,ZkousSejici“)

(CRO, Zdravotnické zarizeni a Zkousejici, dale
jednotlivé nazyvani jen "Strana" a spole¢né

oznacovany jako "Strany")

CROMSOURCE S.R.L.
with head office at:

via Giorgio De Sandre, 3
37135 Verona, ltaly
Represented by:

VAT and Fiscal Code: 02792820231
(hereinafter the “CRO”)

which enters into this Agreement in the
interest of

(hereinafter “Sponsor”)
and

Fakultni nemocnice Brno

with head office at:

Jihlavska 20, 625 00 Brno

Czech Republic

Represented by: prof. MUDr. Jaroslav Stérba,
Ph.D

ID No.: 65269705

Tax ID: CZ65269705

Bank connection: Ceska narodni banka
Account no.: 34534-71234621/0710
IBAN: CZ07 0710 0345 3400 7123 4621
SWIFT: CNBACZPP

(hereinafter the “Institution”)

and

(hereinafter the “Investigator”)

(CRO, Institution and Investigator hereinafter
individually referred to as “Party” and
collectively referred to as “Parties”)
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uzaviraji v souladu s ustanovenim § 1742 odst. 2
zakona €. 89/1012 Sh., Obansky zakonik, ve
znéni pozdéjsich predpisl tuto

smlouvu:

l.
Predmét a ucel smlouvy

1. Na zakladé uzavfeni této Smlouvy, CRO
souhlasi s tim, Ze bude vykonavat v zajmu
Zadavatele, v prostorach Zdravotnického

zafizeni a v ramci odpovédnosti ZkouSejici
* a jejich
spolupracovnikl (souhrnné nazyvani "Tym

neintervencni studie") neintervenéni studii s
nazvem:

(pfiloha ¢islo 1. této
smlouv dale jen ,neintervenéni studie,

(dale jen ,Zadavatel).

2. Pro vylou€eni pochybnosti, ZkouSejici a
Zdravotnické  zafizeni vykonaji veSkeré
povinnosti uvedené v této Smlouvé zvlast,
ovéem za predpokladu, Ze Zdravotnické
zafizeni zlstane spolecné a nerozdilné
odpovédné se ZkouSejicim vaci CRO a
Zadavateli za fadné pInéni povinnosti
ZkouSejiciho stanovenych na zakladé této
Smlouvy.

3. Ugelem smlouvy je stanovit podminky k
provedeni neintervenéni studie a vymezit
prava a povinnosti smluvnich stran pro prabéh
a zpracovani neintervencni studie.

Vyzadani povoleni a souhlasu k zahajeni
neinterven¢ni studie

Neintervenéni studie bude provedena az po
uspésné registraci studie na pfislusSné internetové

conclude, pursuant to the provision of Art.
1742(2) of Act No. 89/1012Coll., Civil Code,
as amended by subsequent regulations, this

Agreement:

l.
Subject matter and purpose of agreement

1. Entering into this Agreement, CRO agrees
to carry out, in the interest of the Sponsor,
at the facilities of the Institution and under

the responsibilit of Investigator
I,  on

her collaborators (collectively the “Study
Team”), the non-interventional study
named :

(Appendix No. 1 hereto), hereinafter
referred to as the “Non-interventional

. (hereinafter referred to as
“Sponsor”).

2. For the avoidance of doubt, the
Investigator and the Institution shall
perform any obligation set forth in this
Agreement separately; provided however
that the Institution shall remain jointly and
severally liable with the Investigator
towards the CRO and Sponsor for the
proper performance of any obligation under
this Agreement.

3. The purpose of this Agreement is to

specify conditions for the conduct of the
Non-interventional Study and define the
rights and obligations of the Parties for the
course and performance of the Non-
interventional Study.

Permission and approval for Non-
interventional Study start

The study will be conducted only after
successfully registration of the study at the

Smlouva o provedeni neintervenéni studie / Non-interventional Study Agreement 2/18

Zdravotnicke zafizeni/ Institution
verze 1.0 z 13.¢ervence 2021../ version 1.0 dated 13/JUL/2021




strance Statniho Ustavu pro kontrolu IéCiv a po
obdrzeni souhlasného stanoviska pfislusné
Etické komise.

Misto a doba provedeni studie a centrum
studie

1. Zdravotnické zafizeni se zavazuje umoznit
provadéni neintervencni studie na O¢ni klinice

(dale jen "centrum neintervencni studie") pod
vedenim ZkouSejici

2. Zdravotnické zafizeni se dale =zavazuje
poskytnout k provedeni studie své materialni
a technické vybaveni, pokud tyto neni povinen
podle této smlouvy poskytnout CRO.

relevant webpage of the State Institute for
Drug Control and after obtaining of Ethics
Committe’s favorable opinion

.
Place and time of study and investigation
site

1. The Institution undertakes to allow
conducting the Non-interventional study at

Eye Clinic (hereinafter the “Investigation
Site”) led by investigator ﬁ
I

2. The Institution also undertakes to provide
its materials and facilities for the conduct of
the Study unless such materials and
facilities are to be provided by the CRO
under this Agreement.

V.
Zakladni podminky pro provadéni studie

1. Zdravotnické =zafizeni provede studii za
dodrzeni platnych pravnich predpisti CR, a to
zejména zakona €. 378/2007 Sb., o léCivech,
ve znéni pozdéjSich predpisli, zakona ¢.
372/2011 Sb., o zdravotnich sluzbach, ve
znéni pozdéjSich predpisu, vyhlasky ¢.
226/2008 Sb., kterou se stanovi spravna
klinickd praxe a blizSi podminky klinického
hodnoceni 1éCiv, ve znéni pozdéjSich
predpis, a ve shodé se zakladnimi
podminkami a zasadami stanovenymi:

a) v protokolu studie
ktery je prfilohou €. 1 této

smlouvy a jehoz pfipadné zmény Ize

provést jen se souhlasem vSech
smluvnich stran a musi byt provedeny
pisemné,

V.

Elementary conditions for study
performance

1. The Institution shall conduct the Study in
compliance with applicable legislation of
the Czech Republic, in particular Act No.
372/2011 Sb.Coll. on health services and
on the change of some related acts, Act
No. 20/1966 Coll., on people’s health
protection, as amended by subsequent
regulations, Decree No. 226/2008 Coll.,
specifying Good Clinical Practice and
detailed conditions for drug trials, as
amended by subsequent regulations, and
in accordance with the elementary
conditions and policies specified:

a) In the protocol
which

constitutes Appendix 1 hereto and
which may only be changed with the
approval of all parties and in writing,
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2. Studie bude provedena i

. Smluvni

b) vSeobecnymi (Gi standardnimi)
podminkami (smérnicemi) zadavatele (ICH
Harmonised Tripartitie Guideline for Good
Clinical Practice (ICH GCP) and EC
Clinical Directive 2001/20/EC) o provadéni
klinickych hodnoceni, s vyjimkou téch
ustanoveni smeérnic, které jsou
modifikovany touto smlouvou.

ve shodé se
spravnou klinickou praxi a podminkami
vychazejicimi z Helsinské deklarace.

. Dokumenty uvedené v odst. 1 pism. a, b, c)
jsou davérné a informace o jejich obsahu
mohou byt poskytnuty jen zaméstnancim
studijniho centra povéfenym &i jmenovanym
dle ¢l. Il odst. 1 této smlouvy a organiim a
institucim uvedenym v &l. VII odst. 2.

strany se =zavazuji, ze budou
dodrzovat ustanoveni zakonl na ochranu
osobnich udajl, jak je definovano nize, véetné
zélezitosti bezpec¢nosti a dlvérnosti; Smluvni
strany uznavaji, ze jednani v souladu s témito
zakony na ochranu soukromi je nezbytnou
podminkou veskerého jednani pfi vykonavani
Studie.

Zkousejici prohlasuje, Ze dodrzi své zavazky
a souhlasi s tim, Ze bude v souladu se vSemi
platnymi pfedpisy tykajici se Iékarského
tajemstvi a ochrany udaji, jez by mohly
umoznit identifikaci jednotlivcll, a to zejména
ustanoveni ,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 (Obecné nafizeni o
ochrané osobnich 4daji nebo GDPR)*
("Zakony na ochranu osobnich udaji").

Zdravotnické zafizeni a ZkouSejici se zavazuji
dodrzovat obzvlasté ty pokyny a povinnosti,
na které jsou Zdravotnické zafizeni a
Zkousejici vyslovné upozornény CRO nebo
Zadavatelem, jez jsou neodmyslitelné v
souladu s témito Zakony na ochranu

b) By the general (or standard) terms
(guidelines) of the CRO (ICH
Harmonised Tripartite Guideline for
Good Clinical Practice (ICH GCP) and
EC Clinical Directive 2001/20/EC) for
the conduct of clinical trials, except
those provisions of the guidelines that
are modified by this Agreement.

2. The Study shall also be conducted in
compliance with good clinical practice and
conditions arising from the Declaration of
Helsinki.

The documents mentioned in par. 1 item a,
b, c are confidential and information about
their contents may only be disclosed to
investigation site employees authorized or
appointed pursuant to par. Ill (1) hereof
and to bodies and institutions specified in
par. VII (2) hereof.

The Parties undertake to comply with
Privacy Laws as defined below, including
security and confidentiality issues; the
Parties acknowledge that acting in full
compliance such Privacy Laws is an
essential condition of any appointment in
the performance of the Study.

The Investigator declares that she
acknowledges its obligations and agrees to
comply with all applicable Regulations
relating to medical confidentiality and the
protection of data likely to allow the

identification of individuals, including
without limitation, the provisions of
“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 (General Data Protection
Regulation or GDPR) (hereinafter “Privacy
Laws”).

The Institution and Investigator shall and
shall undertake in particular to observe
any such disciplines or obligations
specifically brought to the attention of the
Institution or the Investigator by CRO or
Sponsor, which are inherent in compliance
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soukromi.

Podle Zakonl na ochranu osobnich udajl je
zfejmé, ze pfi provadéni Studie budou
Zdravotnické zafizeni a Zadavatel pusobit
jako nezavisli spravci udajd, kazdy z nich v
ramci svého pfislusného mandatu, ve smyslu
platnych Zakond na ochranu osobnich udaju.
Je také zifejmé, ze CRO a ZkousSejici budou
pusobit jako zpracovatelé dat, totéz plati i pro
Zadavatele a Zdravotnické zafizeni, kazdy v
ramci svého pfislusného mandatu, ve smyslu
platnych Zakonu na ochranu osobnich udaj.

Smluvni strany se zavazuji, ze dohlédnou na
to, aby vSichni jejich pracovnici zapojeni do
provadéni Studie a této Smlouvy (vCetné
ZkouSejiciho a personalu Studijniho centra),
pracovali v souladu se Zakony na ochranu
osobnich Udaju a s pokyny Zadavatele,
tykajicimi se ochrany osobnich udaju, véetné
zalezitosti bezpecCnosti a duvérnosti. Tato
povinnost bude zahrnovat napfiklad: (i)
povinnost  poskytnout subjektim  studie
adekvatni a s pravem kompatibilni oznameni,
jako je "informacéni oznameni a formulafr se
souhlasem ke zpracovani osobnich udajd"; (ii)
povinnost ziskat tyto formulafe se souhlasem
od v§ech subjektl zapojenych do Studie jesté
pfed jejich U€asti v studii; (iii) povinnost
respektovat pravo na soukromi vesSkerych
Udaji subjektt studie tak, jak je stanoveno
platnymi Zakony na ochranu osobnich udaju;
(iv) povinnost provést jakakoliv fyzicka,
logicka, organizacni, technicka i IT
bezpec€nostni opatfeni v souladu s platnymi
Zakony na ochranu osobnich udaju.

Zdravotnické zafizeni musi umoznit CRO
a/nebo Zadavateli pfistup k Gdajim Studie i
jinym informacim, které mohou byt pro Studie
dilezité, a to vzdy v souladu se Zakony na
ochranu osobnich Gdaji a zachovani jejich
dlvérnosti a bezpecnosti.

ZkousSejici bude pfiméfené zpracovavat udaje
(napf. uvadéni udaji jako pseudonymni)
subjektl Studie takovym zpusobem, Ze
Zadavatel nebude mit pfistup k témto
osobnim udajim. V rozsahu povoleném v
Informovaném souhlasu poskytnutém
subjektim Studie, budou osobni Gdaje téchto
subjektll  pfistupné pouze odbornikdm,
dozorcim a auditordm stanovenych v této
Smlouvé a/nebo pfisluSnym organdm pfi

with such Privacy Laws.

According to Privacy Laws, it is understood
that for the performance of the Study,
Institution and Sponsor will act as independent
data controllers, each one within its relevant
terms of reference, under the meaning of the
applicable Privacy Laws. It is understood that
CRO and the Investigator will act as data
processors, respectively, of the Sponsor and
of the Institution, each one within their relevant
terms of reference, under the meaning of the
applicable Privacy Laws.

The Parties undertake to make all of their
personnel involved in performance of the
Study and this Agreement (including
Investigator and the Site’s personnel) comply
with Privacy Laws and Sponsor’s instructions
on the protection of personal data, including
security and confidentiality issues. Such an
obligation will include by way of example: (i)
the duty to provide the subjects involved in the
Study with adequate, law-compliant notice
such as the “information notice and consent
form to process personal data”; (ii) the duty to
collect the consent of the subjects involved in
the Study prior to their participation; (iii) the
duty to respect privacy rights of any data
subjects as established by applicable Privacy
Laws; (iv) the duty to adopt all physical,
logical, organizational, technical and I.T.
security measures in accordance with
applicable Privacy Laws.

Institution shall allow CRO and/or Sponsor
to access study data and any other
information that may be important for the
Study, always in compliance with Privacy
Laws and respecting confidentiality and
security of personal data.

The Investigator will adequately process
the data (e.g. making such data
pseudanonymous) of the Study subjects in
such a way that Sponsor does not access
these personal data. To the extent
permitted in the Informed Consent form
provided to the Study subjects, Personal
data of such subjects will only be accessed
by the professionals, monitors and auditors
as set forth in this Agreement and/or by
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vykonu jejich profesnich funkci.

VI.
Vybér subjektt pro studii a vyzadani jejich
souhlasu

Zdravotnické zafizeni a ZkouSejici se zavazuiji
fadné informovat vSechny subjekty o
zpracovani osobnich udaji a o pfislusnych
pravech na jejich ochranu jesté pfed jejich
ucasti v Studii.

Pfed zafazenim pacienta do Studie musi
ZkousSejici nebo jeholjeji povéfeny zastupce
ziskat od tohoto subjektu pisemny, datovany a
podepsany informovany souhlas s ucasti,
jakoz i souhlas ke zvefejiovani, zpracovavani
a predavani potfebnych dokladu tykajicich se
zdravi a osobnich udaju subjektd CRO, jeji
dcefiné spole¢nosti, Zadavateli, pfisluSnym
zdravotnickym organim a dalSim institucim (i
kdyz se nachazi mimo Evropsky hospodarsky
prostor) tak, jak vyzaduje zakon a v souladu s
platnymi Zakony na ochranu osobnich udaj.

2. Jak je uvedeno v tomto odstavci VI, bodu 1,
zarazeni subjektll do studie bude mozné jen s
jejich pisemnym informovanym souhlasem a po
jejich Fadném pouceni.

Kone¢né znéni informacniho oznameni o
zpracovani osobnich (daji bude podminéno
zavérecnému schvaleni ze strany Zadavatele.
Vyzadani souhlasu od subjektd studie musi byt
ve shodé s etickymi principy a spravnou klinickou
praxi. K tomu:

a. CRO prohlasuje, ze predal zkousSejicimu
formular pisemného souhlasu subjektu
studie se zafazenim do studie a formular
pisemného pouceni pro subjekt studie.

the pertinent authorities in the exercise of
their professional functions.

VI

Selecting subjects for the study and
requesting their consent

Institution and Investigator undertake to
duly inform any patient about personal data
processing and the relevant applicable
privacy rights before his/her participation
into the Study

Prior to the subject's enrolment into the
Study, the Investigator, or their authorised
delegate, shall obtain their written, dated
and signed informed consent to participate,
as well as consent for the confidential
disclosure, processing and transfer of
necessary documentation of the subject’s
health and personal data to CRO, its
affiliates, Sponsor, the competent health
authorities and other institutions (even if
located outside the European Economic
Area), as legally required and in
accordance with the applicable Privacy
Laws.

As set forth by this paragraph VI, point 1,
subjects may only be included in the Study
with their written informed consent and
after being properly instructed.

The final text of the information notice for
the processing of personal data will be
conditioned to Sponsor’s final approval.
The consent must be requested from
subjects in accordance with ethical
principles and good clinical practice.
Concerning that:

a) The CRO states that they have
provided the Investigator with a form
for a subject’s written informed consent
to inclusion in the Study and a form
with written instructions for subjects.

Smlouva o provedeni neintervenéni studie / Non-interventional Study Agreement 6/18

Zdravotnicke zafizeni/ Institution
verze 1.0 z 13.¢ervence 2021../ version 1.0 dated 13/JUL/2021




b. ZkouSejici pfed zafazenim subjektu studie
do studie v pfipadé jeho souhlasu pozada
o0 jeho podpis na obou dokumentech
uvedenych v odst. 2 pism. a).

3. Subjekty studie podepsané dokumenty o jejich
pouceni a s ouhlasu pofizené podle odst. 2 musi
byt ulozeny v dokumentaci o studii vedené u
zkousejiciho.

4. ZkouSejici, zdravotnické zafizeni, CRO i
zadavatel jsou povinni v pribéhu studie i po jeho
ukon€eni dbat podle pfislusnych pravnich
predpist CR na ochranu osobnich dat a
informaci o osobnich pomérech subjektl studie
zafazenych do studie. Kromé toho musi byt
subjekty studie pou€eny a informovany, ze jejich
Udaje shromazdéné v prabéhu studie mohou byt
pouzivany a predlozeny k nahlédnuti pfisluSnym
statnim organim Ceské republiky a/nebo
pfislusnym organtm vefejné moci jiné zemé.

VII.

Sledovani (monitorovani) a kontrola pribéhu
studie

1. Pribéh a  provadéni studie  budou
kontrolovany a sledovan
CRO ,
kterym zdravotnické zafizeni i zkouSejici
umozni pristup ke v§em informacim ziskanym
v ramci studie a jinych zaznam( o subjektech
hodnoceni zafazenych do studie.

Tim neni dotCeno pravo kontroly pfislusnymi
statnimi organy Ceské republiky a zahrani¢nimi
kontrolnimi Ufady.

VIII.
Ostatni ujednani

b) Before including a subject in the Study
, the Investigator shall ask them to sign
the two documents mentioned in par. 2
a) if they consent.

3. The signed documents of subject
instruction and subject consent, obtained
pursuant to par. 2, shall be stored with
study documentation kept by the
Investigator.

4. The Investigator, the Institution, Sponsor
and the CRO are obliged to ensure the
protection of included subjects’ personal
data and information about their personal
situation both during and after the Study in
compliance with applicable Czech law. In
addition, subjects shall be instructed and
informed that their data gathered during
the study may also be used by and
presented to competent public authorities
of the Czech Republic and/or to competent
public authorities of the other country, for

inspection.
VII.
Monitoring and checking the course of
study

1. The course and conduct of the Study shall
be checked and monitored by the
The

Institution and the Investigator undertake to
provide them with access to all information
obtained in the Study and other records
concerning subjects included in the Study.

This is without prejudice to the right of control
held by competent regulatory authorities of
the Czech Republic and foreign regulatory
authorities.

VIII.
Other provisions
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1. Zdravotnické zafizeni souhlasi s tim, Ze
angazovanost a prace vykonana
zkouSejicim, nebo ¢leny jeho tymu, ve
vztahu ktéto studii bude provedena

pouze ve spojitosti s CRO.

llzadavatel/CRO uzavie se Zkousejicim (a
pfipadné se cleny studijniho tymu)
smlouvu na ¢innosti ve véci studie nad
ramec ¢innosti, za které odpovida
Zdravotnické  zafizeni odle  této

IX.
Nezadouci prihody v priibéhu studie

ZkouSejici nebo jim jmenovany Spoluzkousejici
neprodlené (nejpozdéji do 24 hodin od okamziku,
kdy se o tom dozvédéli) oznami spole¢nosti
CROMSOURCE jakoukoli nezadouci reakci na
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1. The Institution agrees that the involvement
and work carried out by the Investigator, or
his team members, in relation to this Study
shall only be performed in connection with
the CRO.

IliThe Sponsor/CRO shall enter into the
contract with the Investigator (and if
applicable with members of the Study
team) for study activities beyond the

activities for which the Institution is

responsible under this contract.

IX.
Adverse events during the study

INVESTIGATOR or the Co-Investigator appointed
by him shall promptly (not later than within 24
hours of the moment they became aware
thereof) notify CROMSOURCE on an
Adverse Drug Reaction (ADR
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X.

Nahrada za Gjmu subjektu studie

XI.
Ochrana davérnych informaci

Pro ucely této smlouvy musi Zdravotnické
zafizeni a/nebo Zkousejici povazovat veSkeré
informace, vztahujici se Studie poskytnuté ze
strany Zadavatele a/nebo CRO za pfisné
divérné, a proto nesmi tyto informace sdélovat
zadné ftreti strané, s vyjimkou kteréhokoli ¢lena
Studijniho tymu, a to pouze v rozsahu nezbytné
nutném pro provadéni této Studie;

Rozumi se, Ze Zdravotnické zafizeni obdrZi od
¢lend Studijniho tymu zavazek k uchovavani
téchto informaci v tajnosti, a provedou veSkera
technicka opatfeni nezbytna k zajisténi a udrzeni
téchto informaci v tajnosti a divérnosti.

Povinnosti  zachovani mienlivosti  stanovené
vySe v této Smlouvé se nevztahuji na informace,
které byly v dobé zvefejnéni Zadavatelem a/nebo
CRO vefejnosti vSeobecné znamé, a na
informace, které se po zvefejnéni Zadavatelem
a/nebo CRO stavaji vefejné znamymi, s vyjimkou
poruseni této Smlouvy ze strany Zdravotnického
zafizeni.

V dobé vyprSeni nebo ukoneni platnosti této
Smlouvy z jakéhokoliv dGvodu, nebo kdykoli na
zadost Zadavatele a/nebo CRO, musi
Zdravotnické  zafizeni neprodlené navratit
Zadavateli a/nebo CRO veskeré informace,
pfi¢emz si zachova pouze jednu (1) kopii pro své
potfeby, aby bylo mozné kdykoliv identifikovat
data, na ktera se vztahuji zavazky davérnosti.

Povinnosti mi¢enlivosti stanovené v této Smlouvé

X.
Damages for study subjects

XI.
Protection of confidential information

For the purposes of this Agreement, Institution
and/or Investigator shall consider all
information related to Study provided by.
Sponsor and/or CRO as strictly confidential
and therefore shall not disclose such
information to any third party, with the
exception of any member of the Study Team,
only to the extent strictly necessary for the
Study’s performance;

It is understood that Institution shall obtain
from the members of the Study Team the
undertaking to keep and maintain the
information as secret and confidential and
shall adopt all the technical measures required
to ensure the information is kept and
maintained as secret and confidential.

The obligations of confidentiality set forth in
this Agreement shall not apply to the
information which at the time of Sponsor
and/or CRO'’s disclosure is generally known to
the public and to the information which after
Sponsor and/or CRO’s disclosure becomes
public knowledge except by breach of this
Agreement by the Institution.

At the time of expiration or termination for
whatever reason of the Agreement, or at any
time upon Sponsor and/or CRO'’s request, the
Institution shall promptly return to Sponsor
and/or CRO all information, retaining only one
(1) copy for its needs, in order to be able to
identify, at any time, the data covered by its
secrecy obligations.

The obligations of confidentiality set forth in
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se vztahuji na vSechny staty svéta a zlstavaji v
plné platnosti a ucinnosti, dokud kazdy dil
davérnych informaci nebude verejné dostupny.

Zdravotnické zafizeni bere na védomi, ze v
pfipadé poruseni povinnosti davérnosti
stanovenych v této Smlouvé, Zadavatel a/nebo
CRO jsou opravnéni zahgjit soudni Fizeni za
ucelem ochrany téchto informaci, a domahat se
kompenzace za pfipadné skody zpusobené vyse
uvedenym porusenim.

Zdravotnické  zafizeni je odpovédné za
neopravnéné zverejnovani provedené kterymkoli
¢lenem "Studijniho tymu."

S veskerymi divérnymi informacemi obsahujicimi
osobni Udaje se bude nakladat v souladu se
vSemi pfislusnymi zakony, mimo jiné se zakonem
¢. 110/2019 Sb. o zpracovani osobnich udaju, ve
znéni pozdéjSich predpis, a evropskym
Obecnym nafizenim o ochrané osobnich udaju
¢. 2016/679 (GDPR).

XII.

Vlastnictvi vysledkt studie, jeho ochrana a
publikovani vysledku

1. Veskeré vysledky, vynalezy (zpUsobilé i
nezpUsobilé k patentovani), informace a
Udaje, jez jsou k dispozici Zdravotnickému
zafizeni a vSéem ¢lenim Studijniho tymu v
pribéhu provadéni Studie budou a zUstanou
vyhradnim vlastnictvim zadavatelské
spolecnosti,

2. Aniz jsou dotéeny povinnosti ulozené
veSkerymi platnymi pravnimi pfedpisy, bez
pfedchoziho pisemného souhlasu ze strany
Zadavatele nesmi Zdravotnické zafizeni,
ZkouSejici ani zadny c¢len Studijniho tymu
zverejfiovat, zobrazovat &i pouzivat vysledky
nebo Udaje vyplyvajici z vykonu Studie.

3. V pfipadé, Zze Zdravotnické zafizeni nebo
kterykoliv ¢len Studijniho tymu si pfeje
zverejnit vysledky Studie a/nebo udaje za
ucelem zvefejnéni, je nutné predloZit navrh

this Agreement are extended to all countries
of the world and shall remain in full force and
effect until each piece of the confidential
information falls in the public domain.

Institution acknowledges that, in case of
breach of the confidentiality obligations set
forth in this Agreement, Sponsor and/or CRO
shall be entitled to start legal proceedings in
order to protect the information and find relief
for any possible damage caused by the
aforesaid breach.

Institution shall be considered responsible for
any non-authorized information’s disclosure
made by any member of the Study Team.”

All  Confidential  information  containing
personal data shall be handled in accordance
with all applicable law, including, but not
limited to Act No. 110/2019 Coll. on the
processing of personal data , as amended and
European General Regulation on Personal
Data Protection No. 2016/679 (GDPR).

XiIl.

Ownership of study results, its protection
and publication of results

1. Any and all results, inventions (whether
patentable or not), information and
data available to the Institution and any
member of the Study Team during the
performance of the Study shall be and
shall remain the exclusive property of
Sponsor,

2. Without prejudice to the obligations
imposed by any mandatory applicable
legislation, without the prior written
consent of Sponsor, the Institution, the
Investigator and any member of the
Study Team shall not publish, display
or use any results or data arising out
from the Study’s performance

3. In the event that the Institution or any
member of the Study Team wish to
publish the Study’s results and/or data
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Zadavateli, ktery se zavaze, ze jej béhem
devadesati (90) dnli zhodnoti; Zadavatel
nesmi bezdGvodné zadrzovat tento navrh,
ale bude mit moznost pozadovat zpozdéni
pro zvefejnéni a to devadesat (90) dnu na
zakladé vlastniho a nesporného uvazeni.

XIII.
Reseni sport a smiréi fizeni

. Smluvni strany se dohodly, ze pravni vztahy a
poméry vzniklé z této smlouvy se Fidi obecné
zavaznymi pravnimi predpisy  Ceské
republiky.

. Smluvni strany se zavazuji pfi provadéni
studie si vzajemné pomahat a pfipadné spory
a rozdilnost nazor na postup a zpusob praci
feSit jednanim obvyklym u smluvnich stran.

V pfipadé nesouladu mezi Ceskou a
anglickou verzi této smlouvy je rozhodujici
Ceska verze.

. K projednani a rozhodovani pripadnych
sporu, které nebudou pfekonany spolupraci
podle odst. 2, jsou pfislusné soudni organy
Ceské republiky.

XIV.
Rozpocet studie a platebni metody

=

N

w

for publication purposes, they will
submit a manuscript to Sponsor, that
will undertake to review it within ninety
(90) days; the Sponsor shall not
unreasonably withhold the manuscript,
but will be able to require a delay in
publication of ninety (90) days at its
own and incontestable discretion.

XIIl.
Resolution of disputes and arbitration

The Parties have agreed that legal
relationships and relations arising from this
Agreement shall be governed by the
generally binding legal regulations of the
Czech Republic.

The Parties undertake to help one another
in the performance of the Study and
resolve any disputes and divergence of
opinions on the course and method of work
by actions common for contracting parties.

In case of discrepancies between Czech
and English version of the Agreement, the
Czech version prevails.

Any disputes that cannot be overcome by
collaboration according to par. 2 shall be
heard and decided by the competent
judicial authorities of the Czech Republic.

XIV.
Study Budget and payment modalities
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=

XV.
Ukonceni studie

Studie bude ukonCena pfedanim
zaznamovych listl subjektl studie a veskeré
dokumentace nutné pro statistické zpracovani
a vytvoreni zavérecné zpravy pro CRO. O
tomto ukonéeni studie a predani veskeré
nutné dokumentace bude podepsan CRO a
zkouSejicim protokol.

XV.
Study termination

=

The Study shall be ended by delivering
case report forms and all documentation
necessary for statistical processing and the
preparation of a final report to the CRO. A
certificate of the end of the Study and the
delivery of all necessary documentation
shall be signed by the CRO and the
Investigator.
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XVI.

XVI.
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Zavérecna ustanoveni

1. Kazda ze smluvnich stran prohlasuje a
zaru€uje druhé smluvni strané, ze vSechny
¢innosti vykonavané, pfimo i nepfimo, v ramci
této Smlouvy se budou provadét v souladu s
platnymi predpisy bez vyluk a/nebo vyjimek.
Kazda ze smluvnich stran pfi plnéni této
Smlouvy prohlaSuje a zaruCuje, Zze plné a
zcela vyhovi ustanoveni pravnich predpisQ
tykajicich se prevence trestné cinnosti (napf.
umluvy OECD o boji proti korupci,), které jsou
v té dobé& v platnosti (dale jen "ZAKONY") a
zavazuje se prijmout veSkera nezbytna
opatfeni k zabranéni poruSovani zakonu a
obecné trestnym &indm.

Bez omezeni vySe uvedeného, Strany
souhlasi s tim, Ze nebudou v pribéhu jejich
plnéni dle této Smlouvy nabizet, platit, davat,
nebo slibovat zaplatit nebo poskytnout, pfimo
nebo nepfimo, zadnou platbu ani dar, zadné
penize ¢i hodnotné véci (i) zadnému vladnimu
Ufednikovi, aby ovlivnily néjaky akt nebo
rozhodnuti tohoto Ufednika, nebo aby donutily
urednika vyuzit svého vlivu k provedeni nebo
ovliviiovani rozhodnuti této vlady, za ucelem
pomoci Strané pfi plnéni jejich povinnosti dle
této Smlouvy, nebo ve prospéch Smluvni
strany; (i) zadné politické strané ani
kandidatovi na vefejnou funkci pro tento ucel;
nebo (iii) jakékoliv jiné osobé&, pokud néktera
ze Stran vi nebo si mysli, ze takové uplatky
nebo hodnotné véci budou nabizeny, slibeny,
zaplaceny, pfimo nebo nepfimo, jakémukoliv
urednikovi, politické strané, nebo kandidatovi
za timto ucelem.

PoruSeni nebo hrozici poruseni ZAKONU
provadéné jednotlivci na nejvy$Sich pozicich, v
ramci firemni organizace podplacejici Strany
nebo jejimi zaméstnanci, poradci, zastupci,
agenty a/nebo témi, ktefi maji odpovédnost
jednat, z jakéhokoli ddvodu, v zajmu nebo ve
prospéch této strany, predstavuje zavazné
poruseni v ramci této Smlouvy, a proto ma druha
smluvni strana pravo s okamzitou platnosti tuto
Smlouvu vypovédét jednoduchou pisemnou
vypoveédi pro podplacejici stranu, a aniz by byly
dot&eny jiné naroky strany druhé.

Final provisions

1. Either Party represents and warrants to the

other Party that all activities performed,
directly and indirectly, under this
Agreement shall be conducted in
accordance with any applicable regulations
in force from time to time without
exclusions and/or exceptions.

Either Party, in performing this Agreement,
represents and warrants that it will fully
and absolutely comply with the provisions
of any applicable legislation on crimes
prevention (e.g. |, OECD Anti-Bribery
Convention,), as are in force from time to
time (hereinafter referred to as the
“LAWS”), commits itself to adopt all
necessary measures to prevent violation to
the LAWS and, more in general, crimes
commission.

Without limiting the foregoing, either Party
agrees that it will not, in the conduct of its
performance under this Agreement, offer,
pay, give, or promise to pay or give,
directly or indirectly, any payment or gift of
any money or thing of value to (i) any
government official to influence any acts or
decisions of such official or to induce such
official to use his influence with any
government to effect or influence the
decision of such government in order to
assist the Party in its performance of its
obligations under this Agreement or to
benefit either of the Parties; (i) any
political party or candidate for public office
for such purpose; or (iii) any person if
either Party knows or has reason to know
that such money or thing of value will be
offered, promised, paid, or given, directly
or indirectly, to any official, political party,
or candidate for such purpose.

A violation or a threatened violation of the |
LAWS carried out by individuals in top
positions, de jure or de facto, within the
company organization of the defaulting
Party or by its employees, consultants,
representatives, proxys, agents and/or by
those who act, for any reason, in the
interest or for the advantage of the
defaulting Party shall constitute a material
breach under this Agreement and,
therefore, the non-defaulting Party shall
have the right to terminate this Agreement
with immediate effect by simple written

Odstranéno:
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2. Pravni poméry touto smlouvou vyslovné
neupravené se fidi pfisluSnymi ustanovenimi
obc¢anského zakoniku.

Tato smlouva je vyhotovena ve trech
stejnopisech, kazda smluvni strana obdrzi po
jednom.

4. Zmény a dopliky této smlouvy jsou mozné
toliko dohodou, a to pisemnym dodatkem ke
smlouvé.

ll)akékoli ozndmeni podavané podle této
smlouvy se bude zasilat na adresu nebo
faxové Cislo pfijemce, uvedené v této

smlouvé, nebo na jakoukoli novou adresu
nebo faxové Eislo pfijemce na zakladé zmén
provedené podle tohoto odstavce.

Ani
povinnosti

zdravotnické
predchoziho pisemného souhlasu CRO.

tuto smlouvu, ani
plynouci
zarizeni

zadna prava i
z této smlouvy
nepostoupi  bez

Ani jedna strana nesmi pouzit jméno druhé
strany pro jakoukoli formu reklamy, propagace
nebo publicity, v€etné tiskovych zprav, bez
predchoziho pisemného souhlasu druhé
strany. Bez ohledu na vySe uvedené: (i)
zdravotnické zafizeni mlze ve svych
obvyklych internich publikacich uvést jména
CRO a nazev studie; (i) CRO mlze uvést
nazev zdravotnického zafizeni na webovych

notice to the defaulting Party and without
prejudice to any other remedy the non-
defaulting Party may be entitled to.

Legal relations that are not specifically
regulated herein shall be governed by
applicable provisions of the Civil Code.

This Agreement is made in three identical
copies; each Party shall receive one copy.

This Agreement may only be modified and
amended by common consent, with a
written amendment hereto.

IllAny communication made under this
Agreement shall be sent to the recipient’s
address or fax number specified herein, or
to any new address or fax number of the

recipient based on a change made

6. Neither this Agreement nor any rights or
obligations arising from this Agreement
shall be assigned by the Institution without
the prior written authorization of the CRO.

7. None of the Parties may use the name of

the other Party for any kind of advertising,

promotion or publicity, including press
releases, without the prior written
authorization of the other Party.

Irrespective of the above: (i) the Institution
may mention the names of the CRO and
the name of the Study in its usual internal
publications; (ii) the CRO may mention the
name of the Institution on its website for
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©

©

Na dlkaz souhlasu se znénim smlouvy pfipojuji
smluvni strany své podpisy.

il

strankach klinického hodnoceni nebo jinych
klinickych  hodnoceni;  (iii) zdravotnické
zafizeni muze v jakékoli publikaci dovolené
podle ¢lanku XIl. této smlouvy uvést jméno
CRO, Zadavatele a nazev studie; (iv) CRO a
Zadavatel mize vyuzit, zvefejnit nebo jinak
verejné sdélit skuteCnost, zZe zdravotnické
zafizeni se podili na provadéni studie; (v)
CRO nebo zdravotnické =zafizeni mohou
poskytnout pfisluSnému Ceskému nebo
zahraniénimu statnimu Gfadu jméno druhé
strany a nazev studie jako soucast sdéleni,
ktera vyzaduje zakon.

Pokud je jakékoli ustanoveni této smlouvy
prohlaseno za neplatné nebo nevynutitelné,
platnost a vynutitelnost ostatnich ustanoveni
této smlouvy tim nebude dotéena.

Podminky této smlouvy CRO znovu projedna,
pokud pfislusny regulaéni organ provede
podstatné zmény protokolu nebo rozsahu
studie, které podstatnym zplsobem ovlivni
podminky této smlouvy. Zadné dal$i zmény
ani doplnéni této smlouvy nebudou ucinné,
pokud nebudou vyhotoveny pisemné a
schvaleny smluvnimi stranami.

the Study or other clinical trials; (iii) the
Institution may mention the name of the
CRO, Sponsor and the name of the Study
in any publication permitted pursuant to
Article Xl hereof; (iv) the CRO and
Sponsor may use, publish or otherwise
publicly disclose the fact that the Institution
participates in the conduct of the Study; (v)
the CRO or the Institution may provide a
competent Czech or foreign public
authority with the name of the other Party
and the name of the study as part of a
notification required by law.

©

If any provision hereof is declared invalid
or unenforceable, the validity and
enforceability of other provisions hereof
shall remain unaffected thereby.

©

The CRO shall renegotiate the terms of
this Agreement if a competent regulatory
authority makes significant changes in the
plan or scope of the Study that significantly
affect the terms of this Agreement. Any
other changes or amendments to this
Agreement shall be ineffective unless
made in writing and approved by the
Parties.

In witness of approval to the wording of the
Agreement, the Parties attach their signatures.

il
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