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SMLOUVA O ZKOUSCE ZDRAVOTNICKEHO
PROSTREDKU PO JEHO UVEDENI NA TRH

uzaviend podle ustanoveni § 1764 zakona ¢.
89/2012 Sbh., obcanského zakoniku (dale jen

"Smlouva")

mezi:

Fidia farmaceutici S.p.A., se sidlem Via Ponte
della Fabbrica 3/A - 35031 Abano Terme (PD) -
Itdlie, zapsanou v obchodnim rejstfiku vedeném

Obchodni komorou v Padové, Itdlie, spisova

znacka 00204260285, DIC: IT00204260285, (déle

jen "Zadavatel")

zastoupenou na zdkladé plné moci ze dne

11.10.2023 smluvni vyzkumnou spolecnosti

EMMES BIOPHARMA GLOBAL s.r.0., se sidlem V
Jdmé 699/1 Praha 1, 11000, Ceska Republika,
ICO: 62917927, DIC: CZ62917927, zapsanou vV
obchodnim rejstfiku vedeném Méstskym soudem
C 35823 a

v Praze pod sp. zn. zastoupenou
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spolecnostl, (dale jen "Emmes" nebo
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AGREEMENT ON POST MARKET CLINICAL
INVESTIGATION OF MEDICAL DEVICE
AGREEMENT
made and entered into pursuant to the
provisions of Section 1764 of Act No. 89/2012
the Civil Code the

Coll,, (hereinafter

“Agreement”)

by and between:

Fidia farmaceutici S.p.A., registered office at Via
Ponte della Fabbrica 3/A - 35031 Abano Terme
in the Commercial

(PD) — Italy, registered

Registry kept by the Chamber of Commerce of

Padua, ltaly, under the file No. 00204260285,
VAT: 1700204260285, (hereinafter only the
“Sponsor”)

represented by the contract research company
EMMES BIOPHARMA GLOBAL s.r.o., with its
registered office at VJamé 699/1, Prague 1,
11000, Czech Republic, by means of Power of
2023

Attorney dated 11 October, ID no.:

62917927, tax ID no.: C262917927 represented
il e e

registered in the Commercial Registry kept by

District Court in Prague, (hereinafter ,Emmes” or

MCRoll)’
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a

Fakultni nemocnici v Motole, statni pfispévkova
organizace, se sidlem V Uvalu 84, 150 06 Praha 5,

Ceskd Republika 1CO 00064203, DIC: CZ

00064203, zfizend rozhodnutim  ministra

zdravotnictvi Ceské republiky ze dne 25.11.1990

<, W A B Y= l\..-f I1 - :-_
Zastoupend: A
P R e e T
s Rk e A
(dadle jen "Poskytovatel zdravotnich sluzeb"

nebo "Poskytovatel")

nasledovné:

CLANEK I.

Predpoklady pro uzavieni této Smlouvy

1.1. Smluvni strany se rozhodly uzavfit tuto

Smlouvu o Klinické zkousSce zdravotnického

prostfedku provadéné vramci sledovani

po

uvedeni na trh na zdkladé nasledujicich
skutecnosti:

a) Zadavatel ma zdjem na tom, aby
Poskytovatel provedl| Klinickou zkousku nize
uvedeného zdravotnického prostredku
oznaceného znactkou CE vramci sledovani

zdravotnického prostfedku po uvedeni na trh a
tedy jako tzv. Jinou klinickou zkousku ve smyslu
¢l. 82 Nafizeni o zdravotnickych prostfedcich
(,MDR"),

a jako Zadavatel klinické zkousky

and

Fakultni nemocnice v Motole, state contributory
organization, based in: V Uvalu 84, 150 06 Praha
5, Czech Republic ID no.: 00064203, tax ID no: CZ
00064203, established by the decision of the
Minister of Health of the Czech Republic dated
25.11.1990

Represented by:

-
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(hereinafter the “Health care provider” or

“Provider”)

as follows:

ARTICLE I

Preconditions for the conclusion of this

Agreement

1.1. The Contracting parties have decided to
conclude this Clinical Investigation Agreement in

view of the following facts:

a) the Sponsor, wishes to perform a Clinical
investigation of CE marked medical device
specified below in this Agreement as part of
post-market clinical trial within the meaning of
Act 82 of the Medical Device Regulation (“MDR”)
.The Sponsor, on grounds of its position of a

Sponsor, is entitled to receive performance and

exercise rights of the sponsor.
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zdravotnického  prostfedku je  subjektem
opravnénym pfijimat plnéni a vykonavat prava
Zadavatele.

b) Hlavnim této  Klinické

zkousky bude |

Poskytovatel ma s Hlavnim zkousejicim platnou

zkousejicim

pracovni smlouvu. Poskytovatel souhlasi s

provadénim Klinické zkousky zdravotnického

prostfedku v prostorach poskytovatele;

c) Spole¢nost Emmes je smluvni vyzkumnou

organizaci, je ve smluvnim vztahu se
Zadavatelem Klinické zkousky zdravotnického
prostiedku a

byla Zadavatelem povérena

zajisténim  vykonu  ¢innosti  nebo  funkci
Zadavatele souvisejicich s Klinickou zkouskou.
Zadavatel rovnéz

povéfil spoleénost Emmes

monitoringem této klinické zkousky.

d) Poskytovatel a Hlavni zkousejici jsou plné

zpuUsobili a kvalifikovani k fadnému a véasnému

provadéni této Klinické zkousky v souladu se

schvalenym Planem klinické zkousky.

CLANEK II.

Pfedmét Smlouvy

Pfedmétem této Smlouvy je Klinicka zkouska

zdravotnického prostredku s nazvem

"HyalganBIO®", ktery je opatfen znackou CE

b) The Principal Investigator for the Clinical
investigation of medical device will be -
_ The Provider has a
valid employment agreement concluded with the
Principal investigator. The Provider agrees with
the Clinical investigation of medical device
performance within its premises;

research

c) Emmes is a contractual

organisation, and it is in a contractual
relationship with the Sponsor of the Clinical
investigation of medical device who has
authorised Emmes to ensure the performance of
the Sponsor’s activities or roles in relation to the
Clinical investigation. The Sponsor has also
authorised Emmes to monitor the Clinical
investigation.

d) Provider and the Principal Investigator
are fully competent and qualified for due and
timely performance of this Clinical investigation
device

of medical in compliance with the

approved Clinical Investigation Plan.
ARTICLE II.

Subject of Agreement

The subject of this Agreement is the Clinical

investigation of the medical device named

“HyalganBIO”, CE marked (hereinafter the
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(dale jen "Zdravotnicky prostfedek"), provadéna

podle podle Planu klinické zkousky ¢. EQP5-23-01

pod nazvem

B  (ée  jen  Klinicka  zkou3ka
zdravotnického prostiedku nebo  Klinicka
zkouska“), provadéné v souladu s touto

Smlouvou a za odménu pro Poskytovatele a pro
Hlavniho zkousejiciho podle separdtni dohody
(vice ¢l. 4.1.).

CLANEK 111.

Zakladni predpoklady pro provadéni Klinické

“Medical device”) in compliance with the Clinical

Investigation Plan no. EQP5-23-01, named .

(hereinafter  “Clinical

investigation of medical device or Clinical

investigation“) and in compliance with this
Agreement for remuneration being paid both to
the Provider and to the Principal Investigator

upon the separate agreement (more in Art. 4.1.).

ARTICLE 1.

Basic preconditions for the performance of the

zkousky

Poskytovatel provadi  Klinickou zkousku

zdravotnického prostiedku v souladu se zakonem

dle Natizeni EU 2017/745 o zdravotnickych

prostfedcich (dale jen ,MDR“) a dalSimi
zavaznymi pravnimi predpisy Evropské unie
a Ceské republiky, Planem klinické zkougky,

souhlasnym stanoviskem pftislusné Etické komise,
touto Smlouvou a dalS$imi pisemnymi pokyny

spole¢nosti Emmes nebo Zadavatele.

Clinical investigation

The Provider shall perform the Clinical
investigation of medical device in compliance
with EU Regulation 2017/745 Medical Device
Regulation (hereinafter “MDR”), and in
compliance with other binding legal regulations
of the European Union and Czech Republic, the
Clinical Investigation Plan, the positive opinion of
the competent Ethics committee, this Agreement
and any other written instructions that may be

provided by Emmes or the Sponsor.
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CLANEK IV.

Umisténi Klinické zkousky zdravotnického

prostiedku a definice Hlavniho zkousejiciho

4.1. Klinicka zkouska zdravotnického

prostredku se provadi na adrese Fakultni

nemocnice v Motole, V Uvalu 84, 150 06 Praha

5, pod vedenim Hlavniho zkousejiciho -

I Havni zkousejici

provadi  Klinickou zkousku zdravotnického

prostfedku vsouladu spokyny Poskytovatele
zdravotni péce, v souladu s pfislusSnymi prévy a
povinnostmi stanovenymi v této smlouvé ve

vztahu  k Poskytovateli zdravotni péce a

pfislusnymi  pradvnimi  predpisy. Spole¢nost

Emmes posoudila  zpUsobilost  pracovisté
k provadéni Klinické zkousky a pracovisté je
k provadéni Klinické zkousky zpusobilé.

4.2. Poskytovatel prohlasuje azavazuje se
zajistit, ze:

a) Hlavni zkousSejici ma odborné schopnosti
a zkuSenosti a je pIné kvalifikovan jako Iékafr, aby
mohl bez jakéhokoli omezeni Ccinit veskera
lékarska rozhodnuti tykajici se subjektl zkousky,
kterd ucini nebo mizZe byt poZadan ucinit

v souvislosti s Klinickou zkouskou zdravotnického

prostiredku;
b) Ostatni osoby, které se budou podilet na
provadéni Klinické zkousky zdravotnického

ARTICLE IV.

Place of the Clinical investigation of medical

device and definition of the Principal

Investigator

4.1. The Clinical investigation of medical
device shall take place at Fakultni nemocnice
v Motole, V Uvalu 84, 150 06 Praha 5 under the
supervision of the Principal Investigator -

I The Principal

Investigator  shall perform the Clinical
investigation in compliance with the employer’s
instructions, in compliance with applicable rights
and obligations stipulated herein with respect to
the Investigator or the Provider and in
compliance with applicable legal regulations.
Emmes has verified qualification of the site for
conducting the Clinical investigation, and this site

is qualified for the conduct thereof.

4.2. The Provider hereby declares and
undertakes to ensure that:
a) The Principal Investigator possesses

professional skills and capabilities and is fully
qualified as a physician, without any limitations,
to adopt all medical decisions relating to the
investigation subjects that will be made or will
have to be made by the Investigator in
connection with the Clinical investigation of
medical device;

b) The other persons participating in the

performance of the Clinical investigation of
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prostifedku, maji odpovidajici vzdélani a pfislusné

znalosti a dovednosti pro plnéni svych ukold.

c) Zadna zvy$e uvedenych osob nebyla
vyloucena zvykonu svého povolani v disledku

poruseni povinnosti stanovenych pravnimi

predpisy, neni proti ni vsoucasnosti vedeno
fizeni o zbaveni zpUsobilosti k vykonu povolani,
obvinéna, odsouzena ani se

nebyla jinak

nepodilela na jednani, které by vedlo k fizeni o

zbaveni  zpUsobilosti  k vykonu povolani.
V pfipadé zmény téchto skutecnosti je
Poskytovatel povinen neprodlené informovat

Zadavatele a spole¢nost Emmes.

4.3. Pokud Hlavni zkouSejici z jakéhokoli
dlvodu ukonéi nebo pozastavi svou uUcast na
Klinické zkousce zdravotnického prostfedku na

dobu delsi nez jeden (1) mésic nebo z jakéhokoli

dlvodu neplni tadné své  povinnosti,
Poskytovatel o takovém ukonceni nebo
pozastaveni neprodlené pisemné informuje

Zadavatele a Emmes. Poskytovatel se zavazuje

navrhnout Zadavateli prostfednictvim

Spolec¢nosti ndhradniho Hlavniho zkousejiciho.
Bez ohledu na to, Ze Poskytovatel navrhne
nahradniho Hlavniho zkousejiciho, je Spole¢nost
ukonéeni nebo Ucasti

v pfipadé preruseni

medical device are adequately educated for the
performance of their tasks and also possess
appropriate knowledge and skills.

c) None of the aforementioned members
have been prohibited from the performance of
their job as a consequence of a breach of their
obligations imposed by

applicable legal

regulations, no proceedings relating to
prohibition of job performance have been
conducted against any of the aforementioned
persons, none of the aforementioned persons
have been accused, sentenced or otherwise
involved in any acts that might result in the
commencement of proceedings on the
prohibition of their job performance. Should any
of these facts change, the Provider shall be
obliged to promptly inform the Sponsor and
Emmes of such changes.

4.3. Should the Principal Investigator for any

reason  terminate or  suspend his/her

participation in the Clinical investigation of
medical device for a period longer than one (1)
month or should the Investigator for any reason
fail to duly perform his/her obligations, the
Provider or the Investigator shall inform the
Sponsor and Emmes of this fact in writing
without delay. The Provider undertakes to
propose a substitute Principal Investigator to the
Sponsor through Emmes. Irrespective of the
Provider’s proposal of the substitute Principal

Investigator, Emmes shall be entitled, in the
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Hlavniho zkousejiciho na ZkouSce opravnéna tuto
Smlouvu vypovédét v souladu s ustanovenimi

¢lanku 12.2 pism. a) této Smlouvy.

CLANEK V.

Doba trvani Klinické zkousky

5.1. Tato Smlouva se uzavira na dobu trvani
Klinické zkousky a konéi fadnym ukoncenim
Klinické zkousky, tj. ukonéenim cinnosti centra
vramci této studie, spolu sobdrzenim
pisemného oznameni Zadavatele o uzavieni

databaze klinické zkousky.

5.2. Nabor subjektd Klinické zkousky bude
probihat ode dne uzavreni této Smlouvy pfiblizné
6 mésicl. Predpokladana doba trvani Klinické
zkousky dle Planu klinické zkousky je od podpisu
informovaného souhlasu prviho pacienta do

posledni navstevy posledniho pacienta, coz ma

byt 12 mésicu.

CLANEK VI.

Nabor subjektu Klinické zkousky

6.1. Predpokladany pocet zafazenych

subjektd je ., pficemZz zafazeni budou

event of termination or suspension of the

Principal Investigator’s participation in the

clinical evaluation, to withdraw from this
Agreement in compliance with Art. 12.2 (a)

hereof.

ARTICLE V.

Duration of the Clinical investigation

5.1. This Agreement has been concluded for
the term of the Clinical investigation duration
and its effectiveness shall terminate upon due
completion of the Clinical investigation, i.e. upon
closing the centre and delivery of written
information by the Sponsor on closing the
Clinical investigational database.

5.2. The enrolment of the Clinical
investigation subjects shall take place from the
date of the Agreement concluding approximately
six (6) months. The duration of the Clinical
investigation  pursuant to the  Clinical
Investigation Plan shall be twelve (12) months
from the signature of informed consent by the

first subject to the last subject last visit.

ARTICLE VI.

Investigation subject enrolment

The Provider

shall

6.1. through Principal

Investigator enrol approximately .
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Poskytovatelem prostfednictvim Hlavniho

zkousejiciho po radném pouceni a podpisu
informovaného souhlasu. Poskytovatel bude v
pribéhu 6 mésicd od zahajovaci navstévy
zafazovat subjekty hodnoceni do této Klinické
zkousky. Poskytovatel bere na védomi, Ze se
jednd o kompetitivni ndbor a tento muzZe byt
kdykoliv Zadavatelem ukoncen, jakmile pocet
subjektl zafazenych do Klinické zkousky dosahne
potfebné Urovné. Poskytovatel prostfednictvim
Hlavniho zkousejiciho zahdji nabor subjektl do
Klinické zkousky, jakmile budou splnény vSechny
z platnych  pravnich

dalsi

povinnosti  vyplyvajici

predpist. Poskytovatel ukonci nabor

subjektd do Klinické zkousky ihned po obdrzeni
pisemného oznameni o pripadném ukonceni

naboru subjektd.

6.2. Zarazeni subjektl do Klinické zkousky je

mozné pouze s jejich pisemnym informovanym
souhlasem a po fadném pouceni. Souhlas musi
byt od subjektl ziskan vsouladu s etickymi

zdsadami, platnymi pravnimi predpisy a

v souladu se zasadami spravné klinické praxe.

6.3. Poskytovatel je pred zahajenim Klinické

zkousky povinen prestfednictvim  Hlavniho

zkousejiciho  zajistit podpis informovaného

investigation  subjects in  the  Clinical
investigation, subject to their being properly
informed and signing an informed consent form.
In the course of 6 months after the initiation
visit, the Provider through Principal Investigator
shall enrol subjects into the Clinical investigation.
The Provider and the Principal Investigator

acknowledge that the enrolment is of
competitive nature and may be terminated at
any time, as soon as the number of investigation
subjects enrolled reaches the sufficient level. The
Provider through Principal Investigator shall
commence investigation subject enrolment after
the fulfilment of all obligations stipulated by
applicable legal regulations. The Provider is
obliged, upon delivery of a written notice on the
investigation subject enrolment termination, to
discontinue any further enrolment of subjects
into the Clinical investigation.

6.2. Subjects may only be enrolled in the
Clinical investigation subject to their written
informed consent and subject to having been
must  be

informed. The consent

properly

obtained from the investigation subjects in

compliance with ethical principles, applicable
legal regulations and the principles of good

clinical practices.

6.3. Prior to the Clinical investigation

commencement, the Provider through the

Principal Investigator is obliged to arrange for the
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souhlasu od kaZzdého subjektu Klinické zkousky
nebo jeho zdkonného zastupce pred zahajenim
Klinické zkousky, pokud k tomu subjekt neni pIné
zpUsobily. Hlavni zkousejici neprodlené poskytne
subjektu  zkousky kopii podepsaného a
datovaného informovaného souhlasu ve formé,
ktera je prilohou tohoto dokumentu, a také kopii
pisemnych informaci o Klinické zkousce pro
subjekty zkousky, které jsou rovnéz prilohou
tohoto dokumentu. Poskytovatel prostfednictvim
Hlavniho zkousejiciho je dédle povinen informovat
subjekty o vSech nezbytnych skutecnostech
tykajicich se klinické zkousky, vcetné jejiho

preruseni.

6.4. Poskytovatel zdravotnich sluieb se

zavazuje poskytnout Zadavateli a Spolecnosti
vesSkeré informace poZadované Planem klinické
zkousky o subjektech, vcéetné vysledkd
pocatecnich vysetfeni. Pokud Hlavni zkousejici
kdykoli v pribéhu Klinické zkousky zjisti, Ze
subjekt nespliiuje kritéria Klinické zkousky,
Poskytovatel zdravotnich sluzeb to neprodlené
Emmes nebo

pisemné oznami spolecnosti

Zadavateli.

signing of the informed consent form by each

investigation subject  or  their lawful
representative, if the investigation subjects are
not fully competent to perform this legal act. The
Principal Investigator shall promptly hand over to
each investigation subject a counterpart of the
sighed and dated informed consent form, in a
word of as attached to this agreement as well as
a copy of written information on the clinical
investigation addressed to the investigation
subjects, which is also attached as an Annex to
this agreement. The Provider through the
Principal Investigator shall be further obliged to
inform the investigation subjects on all necessary
facts

relating to the Clinical investigation,

including its termination.
6.4. The Provider undertakes to provide to
the Sponsor and Emmes with all information
required by the Clinical Investigation Plan
regarding the investigation subjects, including
the results of initial examinations. Should the
Provider find out, at any time during the clinical
investigation, that an investigation subject fails
to meet the criteria of the clinical investigation,

he/she shall promptly inform Emmes of this fact

in writing.
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CLANEK VII.

Prava a povinnosti Zadavatele

7.1. Pfed uzavienim této Smlouvy predal
Zadavatel prostfednictvim spolecnosti Emmes
Hlavnimu zkousejicimu nasledujici dokumenty:
Plan klinické zkousky, Formuldfe zaznam( o
subjektu klinické zkousky (,Case Report Form“ —
dale také »CRF“),

jen Pfirucka zkousejiciho

(,Investigator’s Brochure”) a dalsi informacni
materidly, jejichz poskytnuti Spolecnosti nebo
pfimo Zadavatelem Hlavni zkousSejici pisemné
potvrdil.

7.2. VySse uvedené dokumenty nesmi
Poskytovatel ani Hlavni zkousejici ménit bez

pfedchoziho pisemného souhlasu Zadavatele.

7.3. Zadavatel  zajisti  distribuci  zasilky
Zdravotnického prostfedku pfimo na oddéleni,
kde bude klinicka zkouska probihat. Na oddéleni
zasilku prevezme odpovédna osoba a zkontroluje
ji— tzn. Neni-li poSkozena, v pfipadé zvlastnich
pozadavk( na transport, zda byly tyto poZzadavky
nasledné pfijem zasilky

dodrzZeny, a

potvrdiZadavatel je povinen ozndmit do 3
pracovnich dnl pred dodanim, kdy bude zasilka
na oddéleni predana budto emailem nebo
telefonicky odpovédnému ¢lenovi studijnimu

tymu. Vraceni nevyuZitého nebo expirujiciho

ARTICLE VII.

Rights and obligations of the Sponsor

7.1. Prior to the conclusion of this
Agreement, the Sponsor delivered the following
documents to the Principal Investigator through
Emmes: Clinical Investigation Plan, the Case
Report Form (hereinafter also the “CRF”), the
Investigator’s Brochure” and other information
materials the delivery of which by Emmes or
directly by the Sponsor was confirmed by a

written protocol.

7.2. The documents specified above may not
be altered by the Provider or by the Principal
Investigator without the Sponsor’s prior written
consent.

7.3. The Sponsor shall ensure the distribution
of Investigational medical device directly to the
clinical department involved in the Clinical
Investigation. The responsible personnel takes it
over and examines it - i.e. if it'’s not damaged, in
case of special transportation requirements if
such requirements were fulfilled, then confirms
receipt of deliverySponsor is obliged to inform
within 3 business days advance and by email or
via phone the responsible study team member of
the date on which the delivery will arrive. Return

of unused or expired Investigational medical
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Zdravotnického prostfedku zabezpeci odpovédna
osoba ve spolupraci se spole¢nosti Emmes na
naklady Zadavatele.

7.4. Zadavatel

prostfednictvim spolecnosti

Emmes poskytne Hlavnimu zkousejicimu a
Poskytovateli v€as a v uplné a spravné formeé
veskeré informace, aby mohl fadné a vcas
provadét Klinickou zkousku a snim souvisejici
povinnosti v souladu

s platnymi  prdvnimi

pfedpisy a touto Smlouvou. Zadavatel

prostfednictvim spolecnosti Emmes poskytne
pfimo Hlavnimu zkousSejicimu bez zbytecného
odkladu veskeré informace a udaje tykajici se
Hodnoceného zdravotnického prostiedku nebo
Klinické zkousky, které se dozvi po uzavreni této
Smiouvy.

7.5. Zadavatel povefil na zakladé udélené
plné moci kjednani se Statnim uUstavem pro
s Etickou komisi

kontrolu Ié¢iv a kjednani

v souvislosti s touto Klinickou zkouskou

zdravotnického prostfedku spole¢nost Emmes.
7.6. Zadavatel prohlasuje a potvrzuje, Ze
v souladu s ustanovenim § 19 odst. 1, zakona ¢.
375/2022 Sh., o zdravotnickych prostfedcich a
diagnostickych zdravotnickych prostfedcich in
vitro zajisti pojisteni Klinické zkousky.

Poskytovatel zdravotnich sluzeb prohlasuje, Ze
ma dle § 45 odst. 2 pism. n) zakona ¢. 372/2011

Sb., o zdravotnich sluzbdach, ve znéni pozdejsich

device shall ensure the responsible personnel in
collaboration with Emmes at the costs of the
Sponsor.

7.4. The Sponsor shall provide the Principal
Investigator and the Provider through Emmes
with any and all information, complete and
proper, allowing for due and timely performance
of the Clinical investigation and fulfilment of the
related obligations in compliance with applicable
legal regulations and this Agreement. The
Sponsor shall provide the Investigator directly
through Emmes without undue delay with all
information and data relating to the
Investigational medical device or the Clinical
investigation that will become known after the
conclusion of this Agreement.

7.5. The Sponsor authorized by means of
power of attorney Emmes to deal with the State
Institute for Drug Control and with the Ethics
committee in connection with this Clinical
investigation of medical device.

7.6. Sponsor declares and confirms that have
obtained the liability insurance as required by §
19 section 1, of Act 375/2022 Coll., on medical
devices and in vitro diagnostic medical devices.
The Provider declares that the Provider pursuant
to Section 45(2)(n) of Act No 372/2011 Coll., on
Health Services, as amended, it has an insurance

contract for liability insurance for damage caused
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predpisd, uzavienou pojistnou smlouvu na
pojisténi odpovédnosti za skodu splsobenou pfi
poskytovani zdravotni péce. Dle § 45 odst. 2

v

pism. n) zdkona ¢. 372/2011 Sb. musi byt

pojisténi uzavieno po celou dobu, po kterou

zdravotnické zafizeni poskytuje zdravotni péci.

CLANEK VIII.

Prava a povinnosti Poskytovatele a Hlavniho

during the provision of health care. represents

and warrants that it took out insurance of
liability of the Sponsor and the Provider for
damage. As requested by § 45 section 2 letter n)
of Act No. 372/2011, this insurance must be valid
during the whole period, when healhtcare

services are provided.

ARTICLE VIII.

Rights and Obligations of the Provider and the

zkousejiciho

8.1. Pfed zahajenim Klinické zkousky se

Poskytovatel a Hlavni zkousSejici sezndmi se

spravnym pouZzitim a vlastnostmi Zdravotnického

prostfedku dle wustanoveni této Smlouvy
a s dokumentaci  predlozenou ke  Klinické
zkouSce.

8.2. Poskytovatel podpisem této Smlouvy

souhlasi s provadénim Klinické zkousky ve svych
prostorach a s poskytnutim svych prostor pro ta
vySetfeni subjektl, ktera souvisi s provadénim
Klinické zkousky. Poskytovatel umozni Hlavnimu
zkousejicimu pfistup kinternetu za Ucelem
fadného plnéni povinnosti, které jsou Hlavnimu
zkousejicimu pfi Klinické

provadéni zkousky

svéreny.

Principal Investigator

8.1. Prior to the commencement of the
Clinical investigation, the Provider and Principal
Investigator shall get acquainted with the proper
use and characteristics of the Investigational
medical device, as stipulated in this Agreement
and the delivered documentation relating to the
Clinical investigation.

8.2. By signing this Agreement, the Provider
agrees with the performance of the Clinical
investigation within its premises and with the
provision of its premises for the examination of
the investigation subjects relating only to the
Clinical investigation performance. The Provider
shall provide Internet access to the Principal
Investigator in order to be able to duly fulfil
his/her obligations prescribed for the Clinical

investigation performance.
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8.3. Poskytovatel je povinen provést veskeré

nezbytné Ukony, pfijmout veskerd nezbytna
opatreni a spolupracovat se spolec¢nosti Emmes a
Zadavatelem tak, aby Klinickd zkouska probihala
fadné a vcas, a umoznit jeji monitorovani.

Poskytovatel se zavazuje prostfednictvim

Hlavniho zkousejiciho zodpovédét ve |hlté a

formou poZadovanou Zadavatelem veskeré
dotazy, tzv. Queries, vznesené spolecnosti
Emmes nebo Zadavatelem. Poskytovatel je

povinen umoznit pristup do svych prostor,

k dokumentaci Klinické zkousky, pokud stim

dotcené osoby souhlasi (tj. Ke zdravotnické
dokumentaci jednotlivych subjektd zkousky) a ke
zpravam pro ucely monitorovani, auditd, kontrol
ustavu kontrolu |éCiv nebo

Statniho pro

zdravotnich pojistoven.

8.4. Poskytovatel zdravotnich sluzeb umozni

CRO/zadavateli nebo jejich zastupcim, aby
provedli kontrolu, monitorovani nebo audit praci
ve smyslu této smlouvy u studijniho pracovisteé,
nebo v jinych smluvné urcéenych prostorach, v
nichz nebo s jejichZ pomoci se provadi studie
(klinické hodnoceni), a to vyhradné béhem bézné
pracovni doby. Takova kontrola nebo audit vsak
musi byt domluven minimalné 3 dny predem a
nesmi  narusit chod

bézny poskytovatele

zdravotnich sluzeb.

8.3. The Provider shall be obliged to perform

any necessary acts, adopt any necessary
measures and co-operate with Emmes and the
Sponsor so as to ensure that the Clinical
investigation be performed in a due and timely
manner, and to allow the Clinical investigation
monitoring. The Provider through the Principal
Investigator undertakes to respond all queries
raised by Emmes or the Sponsor and to do so
within a period and in a form requested by the
Sponsor. The Provider shall be obliged to ensure
access to the Provider’s premises, to the Clinical
investigation documents provided that the
persons concerned have agreed to this, (i.e. the
medical records of individual investigation
subjects) and to the reports for the purpose of
monitoring, audits and inspections of the State
Institute for Drug Control or Health insurance
companies.

8.4. Healthcare services Provider shall allow
CRO/Sponsor or their representatives to conduct
control, monitoring or audit of works within the
sense of this agreement at study site or in other
contractually specified premises, in which the
study (clinical trial) is conducted, and shall do so
solely during standard business hours. Such a
control or audit has to be agreed on at least 3
days in advance and may not interfere with
of healthcare services

normal operations

provider.
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8.5. Poskytovatel a Hlavni zkousejici se nesmi

odchylit od dohodnutého postupu, ktery je

obsazen zejména vPlanu klinické zkousky,
dalSich dokumentech a pravnich predpisech,
véetné  této  Smlouvy. V nevyhnutelnych
pripadech je Poskytovatel a Hlavni zkousejici
opravnén se od dohodnutého postupu odchylit,
avsak za predpokladu, Ze je to nezbytné
k zabranéni poskozeni zdravi subjektd zkousky.
Poskytovatel je povinen  prostfednictvim
Hlavniho zkousejiciho bez zbytec¢ného odkladu
informovat Zadavatele, spolecnost Emmes a
etickou komisi o kazdé takové odchylce, pokud
tato smlouva nebo platné prdvni predpisy

nestanovi jinak.

8.6. Poskytovatel je povinen prostfednictvim
Hlavniho zkouSejiciho bez zbyte¢ného odkladu
informovat prostfednictvim spolec¢nosti Emmes
Zadavatele a Etickou komisi o vSech zménach,
které vyznamné ovliviuji pribéh Klinické zkousky
nebo zvysuji riziko pro subjekty, neocekavané
udalosti a  zavainé neZadouci  ucinky
Zdravotnického prostredku. Poskytovatel je dale
povinen prostrednictvim spolecnosti Emmes
informovat Zadavatele o vSech ndrocich a
pozadavcich vznesenych tfetimi stranami,
zejména subjektq, tykajicich se Klinické zkousky a

o vSech nezadoucich ucincich.

8.5. The Provider and the Principal
Investigator may not deviate from the agreed
procedure, as described in particular in the
Clinical Investigation Plan, as well as other
documents and legal regulations, including this
Agreement. In necessary cases, the Provider
and/or Principal Investigator shall be entitled to
deviate from the agreed procedure, but only if
this is necessary in order to prevent causing
damage to health of any of the investigation
subjects. The Provider through the Investigator
shall be obliged to inform the Sponsor, Emmes
and the local Ethics committee without undue
delay of any such deviation, unless otherwise
stipulated in this Agreement or in applicable legal
regulations.

8.6. The Provider through the Investigator is
obliged to inform the Sponsor through Emmes
and the local Ethics committee without undue
delay of any changes materially affecting the
conduct of the Clinical investigation or increasing
the risk for the investigation subjects,
unexpected events and serious adverse effects of
the Investigational medical device. The Provider
is further obliged to inform the Sponsor through
Emmes of all claims raised by third parties, in
particular the investigation subjects, in
connection with the Clinical investigation as well
as any early de-blinding of the Investigational

medical device and any and all adverse effects.
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8.7. Poskytovatel prostfednictvim Hlavniho
zkousejiciho zajisti, aby byl veden spravny, Uplny,
Citelny a v€asny zdaznam o podrobném priabéhu
Klinické zkousky, vcetné uvedeni pftislusného
data a podpisu Zkousejiciho, zejména o vsech
klinickych pozorovanich, zjisténich a dalSich

¢innostech nezbytnych pro naslednou
podrobnou rekonstrukci a vyhodnoceni Klinické
zkousky. Hlavni zkousejici je povinen aktualizovat
CRF do péti (5) dnli od okamZiku, kdy se dozvi o
novych skutecnostech, a ve stejné |hté je
povinen pisemné odpovédét na veskeré dotazy
spolec¢nosti nebo zadavatele tykajici se udajl
obsaZzenych v CRF, nedostatk(i, nejasnosti nebo
rozpord v klinickych Gdajich obsazenych ve

zdravotnické dokumentaci subjektd zkousky.

8.8. Poskytovatel a Hlavni zkousejici se dale

zavazuji, ze za podminek stanovenych v Planu
klinické  zkousky  budou  prostrednictvim
Spole¢nosti Emmes neprodlené hlasit Zadavateli
véechny Zdavainé nezadouci pfihody a jiné
vyznamné zdravotni projevy uvedené v Planu
klinického zkousky, které se vyskytnou u
kteréhokoli Subjektu v priibéhu Klinické zkousky,
a to nejpozdéji do dvaceti Ctyf (24) hodin od

zjisténi, formou podrobné e-mailové zpravy.

Poskytovatel se dale zavazuje doplnit toto
hldseni podrobnymi pisemnymi zpravami i
pozdéji vsouladu se vSemi pravnimi a

8.7. The Provider through the Principal
Investigator shall ensure accurate, complete,
legible and timely recording of detailed course of
the Clinical investigation, including specification

of the date and signature of the Investigator, in

particular with respect to all clinical
observations, findings and other activities
necessary for detailed reconstruction and

assessment of the Clinical investigation. The
Investigator shall update the CRFs within five (5)
days after the moment of having learned for any
new facts and shall be obliged, within the same
period of time, to answer any queries raised by
Emmes or the Sponsor in connection with the
data contained in the CRFs, any deficiencies,

ambiguities or discrepancies in the clinical data

contained in the medical records of the
investigation subjects.
8.8. The Provider and the Principal

Investigator further undertake to notify the
Sponsor through Emmes by means of a detailed
e-mail report without delay and in compliance

with the terms set out in the Clinical

Investigation Plan of any serious adverse events
and other material health manifestations, as
specified in the Clinical Investigation Plan,
occurring in any subject in the course of the
Clinical investigation, no later than within twenty
four (24) hours after their detection. The
Provider further undertakes to supplement such

report at a later stage with detailed written
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regulacnimi poZadavky.

8.9. Poskytovatel zdravotnich sluzeb bude
archivovat pftislusné zaznamy o Klinické zkousce v
adekvatnich podminkach zamezujicich jejich
poskozeni nebo znieni, a to po dobu patnacti
(15) let od ukonceni Klinické zkousky (dale jen
»,doba archivace”). Zadavatel bude informovat
Poskytovatele zdravotnich sluzeb nejpozdéji 6
mésicl pfed uplynutim doby archivace o tom,
jakym zpUsobem bude s témito zaznamy a
dokumenty patficimi ke Klinické zkousce
naloZeno, v pfipadé, Ze Zadavatel ve stanovené
dobé Poskytovatele  zdravotnich sluzeb
informovat nebude, ma se za to, Ze souhlasi se
skartaci. V pfipadé, ze bude Zadavatel Zadat o
prodlouZzeni doby archivace u Poskytovatele
zdravotnich sluzeb, je Poskytovatel zdravotnich
sluzeb opravnén po Zadavateli poZadovat
umérné zpoplatnéni. Archivovana dokumentace
ma byt vtakovém stavu, aby veSkeré udaje
tykajici se celého pribéhu Klinické zkousky bylo
mozné kdykoliv pfesné a dostatecné podrobné
vykazat, hodnotit a ovéfit, atak cely pribéh
Klinické  zkousky  kdykoliv  zrekonstruovat.
Poskytovatel uchovava po vyse uvedenou dobu
v souladu s ustanovenim § 13 odst. 3 zakonu o
zdravotnickych prostfedcich zakladni dokumenty
tykajici se Klinické zkousky. Poskytovatel po
ukonceni Klinické zkousky vyzadani

a hna

Zadavatele vrati predané dokumenty

reports in compliance with all statutory and

regulation requirements.

8.9. The Provider shall archive respective
documentation of the Clinical investigation in
adequate conditions preventing damage or
destruction for a period of fifteen (15) years after
Clinical investigation completion (further as
»archiving period “). The Sponsor will inform the
Provider 6 months at latest before end of

archiving period how these records and
documentation from the Clinical investigation
will be further maintained; when the Sponsor will
not inform the Provider in the above mentioned
period, it will be assumed that the Sponsor
agrees with shredding. If the Sponsor will
demand to prolong the archiving period in the
premises of the Provider, the Provider is entitled
to ask the Sponsor for justifiable renumeration.
Archived documentation shall be in a form
allowing for precise recording, assessment and
verification of all data relating to the entire
course of the Clinical investigation, and in
sufficient detail to allow for reconstructing the
course of the entire Clinical investigation. The
Provider shall archive, for aforemetioned period
and in compliance with the provisions of Section
13 (3) a) of the Medical Devices Act, the basic
documents relating to the Clinical investigation.
After the Clinical investigation completion and
upon request of the Sponsor, the Provider shall
all  received documents

return containing
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s divérnymi informacemi, vzorky a dalsi

materidly, které jsou vyluénym majetkem
Zadavatele, s vyjimkou dokumentace o Klinické
zkousce, kterou Hlavni zkouSejici uchovava po
dobu stanovenou vustanoveni § 13 odst. 3

zakonu o zdravotnickych prostfedcich.

8.10. Poskytovatel je povinen vést zdznamy o

dodavani Hodnoceného zdravotnického
prostfedku na misto provadéni Klinické zkousky,
o stavu jeho zasob a o jeho uzivani kazdym ze
subjektl zkousky. Zaznamy musi obsahovat
datum, mnozstvi, Sarzi, dobu pouzitelnosti a
kodova Cisla prifazena prostredku a subjektiim
zkousky. Poskytovatel je povinen uchovavat
prostfedek za doporucenych podminek
a pfijmout veskera nezbytnd opatieni tak, aby

nedoslo k jeho poskozeni nebo zniceni.

8.11. Poskytovatel neumoZni treti strané

pouzivat Hodnoceny zdravotnicky prostredek
urceny k provadeéni Klinické zkousky ani jej nesmi
pouzivat k jinému ucelu, nez ke kterému byl
poskytnut. ZkouSené zdravotnické prostiedky,
které nebudou pouZity v Klinické zkousce, je
neprodlené  vratit

Poskytovatel  povinen

Zadavateli, na ndaklady Zadavatele, a to bud

pfimo, nebo prostfednictvim Spolecnosti. V

ostatnich pfipadech Poskytovatel

prostfednictvim Spolec¢nosti uhradi Zadavateli

confidential information, samples and other
materials exclusively owned by Sponsor, except
for the Clinical investigation documentation
archived by the Investigator for the period set
out in Section 13 (3) a) of the Medical Devices

Act.

8.10. The Provider shall be obliged to keep
records on the delivery of the Investigational
medical device to the place of the Clinical
investigation performance, on its stock and on its
use by each of the trial subjects. These records
must contain the date, amount, batch number,
period of usability and code numbers assigned to
the Investigational medical device and the
investigational subjects. The Provider shall be
obliged to store the Investigational medical
device in recommended conditions and to adopt
any and all measures necessary to prevent its
damage or destruction.

8.11. The Provider shall not allow any third
party to use the Investigational medical devices
assigned for the Clinical investigation
performance and shall not use them for any
other purpose than the purpose for which they
were provided. The Investigational medical
devices not used in the Clinical investigation shall
be promptly returned by the Provider to the
Sponsor either directly or through the Emmes on
In all the

sponsor’s expenses. other cases,

Provider shall be obliged to reimburse the

Fidia_EQP5-23-01-Agreement template_Sponsor_Institution_Ver. 1.0_19 January 2024

17



Smlouva o KSZP/CT Agreement

A
v Emmes

DUVERNE/CONFIDENTIAL

hodnotu Zdravotnickych prostredk(, které nebyly
pouzity v Klinické zkouSce a nebyly vraceny
Zadavateli. Smluvni strany potvrdi predani a
prevzeti Zdravotnickych prostfedk(i podpisem
protokolu o predani a prevzeti, ktery bude
obsahovat alespon datum predani a prevzeti,

typ, mnozstvi a osobu jednajici na obou strandch.

8.12. Poskytovatel dale zajisti vedeni zaznami

o vydavani Hodnoceného zdravotnického

prostfedku  subjektdm  Klinické  zkousky,

udrZovani Hodnoceného zdravotnického

prostfedku za stanovenych podminek pfi

pravidelném sledovani teploty uchovani. Teplota,
pfi které je Hodnoceny zdravotnicky prostfedek
uchovavan se zapisuje podle pokynl Zadavatele

a/nebo spoleénosti Emmes.

8.13. Spole¢nost Emmes je opravnéna v

kterékoli fazi Klinické zkousky provést v

pfimérené dobé pred zahajenim Klinické zkousky
monitorovaci navstévu u Poskytovatele za
Ucelem ovéreni kvality shromazdovanych udaja v
souladu s pozadavky Planu klinické zkousky,
zasadami spravné klinické praxe a pfislusSnymi
pravnimi predpisy, a to v souladu s podminkami

uvedenymi vyse v ¢l. 8.4..

Sponsor through Emmes for the value of the
Investigational medical devices not used in the
Clinical investigation and not returned to the
Sponsor. The contracting parties shall confirm
the delivery and receipt of the Investigational
medical device by signing a delivery and
acceptance protocol that shall state at least the
date of delivery and acceptance, the type and
amount of the preparation and the persons
representing each party.

8.12. The Provider further undertake to ensure
release of the

keeping of records on the

Investigational = medical device to the
investigation subjects, storing the Investigational
medical device in prescribed conditions, subject
to regular monitoring of the storage
temperature. The temperature in which the
Investigational medical device is stored shall be
recorded in compliance with the instructions of
the Sponsor and/or Emmes.

8.13. Emmes shall be entitled at any stage of
the Clinical investigation upon written or
telephone notice given in due time to carry out a
monitoring visit of the Provider in order to verify
the quality of the collected data pursuant to the
requirements set out in the Clinical Investigation
Plan, the principles of good clinical practice and
applicable legal regulations and in accordance to

the conditions mentioned above in section 8.4..
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CLANEK IX.

Odména
9.1. Zadavatel se zavazuje uhradit
Poskytovateli prostfednictvim Spoleénosti

Emmes odménu za kazidy zafazeny subjekt
Kiinické zkousky ve vysi [ ENEEEEEEEE
I ©-: OPH, a to na

zdkladé dohodnutych podkladd predanych
Poskytovateli.

Zadavatel se dale zavazuje uhradit odménu
Zkousejicimu na zdkladé separatni dohody
s Hlavnim zkousejicim. Rozpis stanovujici platby
za jednotlivé ukony v rdmci Klinické zkousky je

uveden v pfiloze €. 1 této Smlouvy.

9.2.  Veskeré platby nad ramec této smlouvy
musi byt pfedem pisemné schvaleny Spolecnosti
Emmes. Emmes nebude proplacet naklady na
vySetfeni, kterd byla hrazena z jinych zdroji a
byla provedena nezdvisle na ucasti subjektu v
Klinické zkousSce. Poplatek zahrnuje veskeré
naklady vzniklé Poskytovateli v souvislosti s

provadénim Klinické zkousky.

9.3. Odménu Poskytovateli podle odstavce 1
tohoto clanku Poskytovatel vyuctuje. Platba je

bez DPH. DPH bude pfipoctena podle platné

ARTICLE IX.
Remuneration
9.1. Sponsor undertakes to pay remuneration

to the Provider through Emmes for each subject

enrolled in the Clinical investigation in the

amount of |
I xcl. VAT,

on the basis of agreed documents delivered to

the Provider.

The Sponsor further undertakes to

pay
remuneration to the Investigator in accordance

with the separate agreement with the

Investigator. The schedule specifying the

payments for individual activities within the

framework of the Clinical investigation is
attached hereto as Annex No. 1
9.2. Any payments in excess of this

Agreement must be approved in writing in
advance by Emmes. Emmes shall not reimburse
any costs of examinations covered from other
sources and performed independently on the
participation in the Clinical investigation. The

remuneration includes all costs of the Provider

incurred in connection with the Clinical
investigation performance.
9.3. The remuneration payable to the

Provider pursuant to paragraph (1) above shall
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pravni Upravy vden fakturace Poskytovatelem.
Platba bude provadéna na zdkladé fakturace
Poskytovatelem dle kalkulace uskuteénénych
navstév Zadavatelem

vytvorené a

odsouhlasenych Hlavnim zkouSejicim. Platby
budou probihat dle potfeby nejpozdéji vsak vidy
k 30.11. Podklady pro fakturaci klinické zkousky

. R R e S
budou zasldny na adresu i da R

Veskerd oznameni Poskytovateli zdravotnich

sluzeb budou zaslana do FNM, Klinicka

hodnoceni |éCiv, sekretaridt naméstka pro LPP, V
Uvalu 84, 150 06, Praha 5 ¢ na kontaktni email
i b DS

dnl po odeslani v souladu ustanovenim 1963

%+ Doba splatnosti faktur je 30

odst. 1 zak. ¢. 89/2012 Sh., Obcansky zakonik, ve

znéni pozdéjsich predpist. Splatnost faktur

vystavenych Poskytovatelem je 30 dnl ode dne

jejich doruceni Spolec¢nosti.

Fakturacni  adresa Spolecnosti: EMMES

BIOPHARMA GLOBAL S.r.o.

se sidlem: V Jdmé 699/1 Prague 1, 11000, Ceska
Republika

ICO: 62917927, DIC: C262917927. U&etni doklady
a veskerd ozndmeni od Poskytovatele
zdravotnich sluzeb budou zaslany do 30 dnl od
data  sledovani

zafazenych  hodnocenych

subjekta.

be invoiced by the Provider. The payment is
without VAT. VAT will be added according to the
valid legal regulations on the date of the issue of
the invoice by the Provider. The payment will be
made on the basis of the invoice of the Provider
according to the calculation of the visits made by
Sponsor and agreed upon by the Investigator.The
payment will be made as needed but always as
of 30.11. at the latest. Invoicing documentation
of the study shall be sent to the address

-\.- '\-\.'a_-“ Hl,‘__l:” H._"'\.I.,.‘,a_nr

',m‘t"-‘-r-,.- it *;53'";” All  notices to the

Provider shall be sent to FNM, Clinical trials,

administrative office of the deputy for

treatmenet and preventive care, V Uvalu 84, 150
06, to the email
3:":'\'43

1963 Paragaraph 1 of the Act No. 89/2012 Coll,

Prague 5 or contact

-'-d-\.-\.'-

ﬁ ='¢In acccordance with Article

Civil Code, as amedned. The invoices issued by
the Provider shall be payable within 30 days after
sending to the Emmes.

Emmes billing address: EMMES BIOPHARMA
GLOBAL s.r.o.
registered office: V Jamé 699/1 Prague 1, 11000,
Czech Republic

ID: 62917927, VAT ID:CZ62917927. The
documents for invoicing and all notifications to
the Provider will be sent to within 30 days from
the day, which enrolled subjects have been

monitored.
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9.4, Zadavatel je smluvni stranou zavdzanou k
platbé odmeény v souladu s timto ¢lankem IX.
Zadavatel nicméné povéfil spole¢nost Emmes
technickym a administrativnim zpracovanim
plateb. Spole¢nost Emmes bude shromaZdovat
veskeré dokumenty a materialy tykajici se plateb,
zejména, nikoliv vSak vyhradné zpravy (vykazy)
postupl a faktury, na jejichz zadkladé budou
uskutec¢novany platby (a za pouziti bankovnich
Guét Emmesu). Spoleénost Emmes neni v
prodleni ¢i v rozporu s plnénim svych zavazki
pokud prodleni plateb bude zplsobeno
omezenou cCi chybéjici spolupraci Zadavatele di
Poskytovatele.

9.5. Spolecnost neni povinna uhradit odménu
za subjekt Klinické zkousky, ktery:

a) neni kvalifikovan pro Gcast v Klinické zkousce
na zakladé kritérii pro zarazeni subjektu dle Planu

Klinické zkousky;

b) podepsal informovany souhlas, ale nedostal

Zkouseny zdravotnicky prostiedek; nebo

c) jej neni mozné hodnotit z divodl nedodrzeni
Planu klinické zkousky nebo jiného poruseni
povinnosti  ze nebo

strany Poskytovatele

Hlavniho zkousejiciho.
9.6. Dotazy tykajici se vhodnosti subjektu pro
zarazeni do Klinické zkousky musi byt adresovany

Spole¢nosti Emmes pred zatazenim subjektu do

9.4. Sponsor is a contractual party obliged to
pay the remuneration in accordance with this
Article IX. Sponsor, however, engaged and
authorized Emmes to process the payments on
administrative and technical level. Emmes will be
collecting all documents and materials regarding
the payments, namely but not exclusively the
reports (schedule) of procedures and invoices,
based on which the payments will be made
(using Emmes’s bank accounts). Emmes is not in
breach of any of its obligations should the delay
in payments be caused by missing or insufficient

cooperation by the Sponsor or Institution.

9.5. Emmes shall not be obliged to pay
remuneration for an investigation subject who:

a) is not qualified for participation in the Clinical
investigation based on the criteria of the
investigation subject enrolment according to the
Clinical Investigation Plan;

b) has signed the informed consent form, but has
not received the Investigational medical device;
or

c) cannot be assessed due to a failure to follow
the Clinical Investigation Plan or due to another
breach of obligations by the Provider or by the
Investigator.

9.6.

Any queries relating to eligibility of

investigation  subjects for the  Clinical

investigation must be addressed to Emmes prior
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Klinické zkousky. Spole¢nost Emmes je povinna

tyto dotazy bez zbytec¢ného odkladu zodpovédet.

9.7. Odména za subjekty Klinické zkousky,
ktefi byly z Klinické zkousky vyfazeni, se vypocita
umérné k poctu skutecéné vykonanych navstév a

procedur dle Planu klinické zkousky.

9.8. Poskytovatel je odpovédny za veskeré
platby dani, které vzniknou na zakladé provedeni

Klinické zkousky v prostorach Poskytovatele.

9.9. Nahrady cestovnich vydajli subjektiim

Klinické zkousky budou vyplaceny

prostfednictvim finanéni uctarny FN Motol ze
zadlohy poskytnuté Spolecnosti Emmes k témto
ucellm. FN Motol je po vycerpani zalohy
opravnéna pozadovat Umérné navyseni zalohy
Spolecnosti Emmes pro zajisténi vyplaceni
cestovnich nahrad subjektdm Klinické zkousky,
pokud bude zaloha vycerpana. Pfi ukonceni
Klinické zkousky bude prebytek vracen na ucet

Spole¢nosti Emmes.

to the enrolment of the given investigation
subject into the Clinical investigation. Emmes
shall be obliged to answer such queries without
undue delay.

9.7. The remuneration for any investigation

subjects  disqualified from the Clinical
investigation shall be calculated in proportion to
the number of visits and procedures actually
performed, based on the Clinical investigation
Plan.
9.8. The Provider shall be responsible for all
payments of taxes charged on grounds of the
Clinical investigation performance within the
Provider’s premises.

Travel of

9.9. expenses

be

investigational

subjects  will reimbursed via financial
department of FN Motol from the advance made
by Emmes to cover these purposes. After the
advance is used up, FN Motol is entitled to ask
Emmes to adequately increase the advance with
a view of ensuring travel expenses
reimbursement to investigation subjects. Upon
completion of the Clinical investigation a surplus

will be returned to Emmes’s account.
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CLANEK X.

Zachovani mléenlivosti, ochrana osobnich tdaja

a dusevniho vlastnictvi

10.1. Smluvni strany se zavazuji zachovavat
mlcenlivost o veskerych informacich a udajich
tykajicich se Klinické zkousky, a to bez ¢asového
omezeni. Tyto Udaje se povazuji za dlavérné, s
vyjimkou prfipadd, kdy je Smluvni stranou
zpfistupnujici tyto informace vyslovné uvedeno,
Ze se nejedna o davérné informace. O dlvérné
informace se vSak v zddném ptipadé nejedn3,
jestlize tyto informace jsou za obvyklych
podminek obecné zndmé a vefejné béiné
dostupné, tedy zejména nedoslo-li k tomuto
v duUsledku poruseni

zverejnéni povinnosti

nékteré ze Smluvnich stran

10.2.  Smluvni strany nesméji pfimo ¢i nepfimo
zpfistupnit tyto ddvérné informace a udaje, které
ziskaly nebo vznikly v souladu s touto Smlouvou,
tfeti osobé, s vyjimkou situaci blize upravenych
v sou€asné pravni Upravé a dale v této Smlouvé.
Veskeré osoby, kterym byly tyto informace a
Udaje poskytnuty vSak musi byt soucasné

pouceny o dulezitosti a d0vérnosti téchto

informaci audaji0 a zavazany mlicenlivosti

alespon v rozsahu, jak stanovi tato Smlouva.
Informacemi a Udaji se pro ucely této Smlouvy
rozumi

zejména veskeré informace a uUdaje

zahrnujici zejména informace o strukture, slozeni

ARTICLE X.

Confidentiality, protection of personal data and

intellectual property

10.1. The contracting parties undertake to
maintain confidentiality of all information and
data relating to the Clinical investigation, without
any time limitations. This information shall be
deemed confidential, except for cases when the
Contracting party disclosing such information
expressly states that the information is not
classified as confidential. However, information
shall not be deemed confidential if it is generally
known and commonly publicly accessible under
usual circumstances, in particular if its disclosure

does not breach any obligations of either

Contracting party

10.2. The Contracting parties may not, directly

or indirectly, disclose such confidential
information received or any data generated
under this Agreement to any third parties with
the exceptions described in more detail in
applicable legal regulations and this Agreement.
However, all persons to whom such information
and data is disclosed must be informed of the
importance and confidentiality of such
information and data and must be bound by a
confidentiality obligation no less restrictive than

provided for in this Agreement. For the purposes
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Hodnoceného zdravotnického prostredku,
pouzitych technickych procesech pfi jeho vyrobé,
informace o obchodni a registracni strategii
Zadavatele, informace spadajici pod obchodni
tajemstvi Zadavatele a dalsi informace jako
dlvérné oznacené a poskytnuté v souvislosti
s provedenim této Klinické zkousky, data a
informace vznikld v Klinické zkousSce a dale
osobni

Udaje subjektd zarazenych do této

Klinické zkousky.

10.3. V pfipadé, ze kterdkoliv ze Smluvnich
stran bude povaZovat za nezbytné zpfistupnit
vySe uvedené informace a Udaje, nebo jejich ¢ast
tfeti osobé, u které Ize dlivodné ocekavat, Ze je
nezneuzije, je tato smluvni strana, ktera se preje
zpristupnéni treti osobé, povinna vyzadat si
predchozi pisemny souhlas bud: (i) strany, ktera
vlastni nebo plvodné takové informace a data
vyvinula, nebo (ii) v pripadé data a informaci
vytvorenych, nebo ziskanych od subjektl Klinické
zkousky, kazdé s ostatnich stran smlouvy.
Nasledné je tato Smluvni strana, kterad se preje
zptistupnéni tfeti strané povinna poucit tuto treti
osobu o ddvérnosti téchto informaci a Udajl a

zavazat ji k povinnosti mlcenlivosti alespon v

rozsahu této Smlouvy.

hereof, information and data shall include in
particular all information and data relating to the
structure and composition of the Investigational
medical device, the technical processes used in
information

its manufacture, regarding the

business and registration strategy of the

Sponsor, information constituting a business
secret of the Sponsor, and other information
marked as confidential and provided in
connection with this Clinical investigation, data
and information generated in this Clinical
investigation as well as personal data of the
investigational subjects enrolled in this Clinical

investigation.

10.3. Should any Contracting party consider it
necessary to disclose the information and data
specified above or any part thereof to a third
party that can be reasonably expected not to
misuse such information and data, party wishing
to make such third party disclosure shall be
obliged to obtain prior written consent of either:
(i) the party who owns or originally generated
such information or data, or (ii) in the case of
data and information generated or obtained
from subjects in the Clinical investigation, from
each of the other Contracting parties.
Subsequently, the party wishing to make a third
party disclosure shall be obliged to inform the
recipient third party of the confidentiality of the
disclosed information and data and bind it by a

confidentiality obligation no less restrictive than
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10.4. Pokud je ze zakonem stanovenych
dlvodU nutné tyto informace a Udaje zpfistupnit,
oznami Smluvni strana, ktera potfebuje provést
toto zpfistupnéni, pisemné tuto skutecnost
neodkladné vSem stranam, kterym nalezi prava k
ktera

danym informacim a datim. Strana,

potfebuje toto zpfistupnéni provede ve
spolupraci s ostatnimi stranami veskeré ukony
nezbytné k zabrdnéni vzniku nebo omezeni
takového zpfistupnéni (napr. ziskanim
pfedbéZzného opatireni) k zabrdnéni jakékoliv
Skody v této souvislosti.

10.5. Smluvni strany jsou povinny v prabéhu
Klinické zkousky i po jeji ukoncéeni dbat podle
pfislusnych  pravnich predpisi o ochranu
osobnich Udaju pfi jejich zpracovani i predani do
jiné zemé, a to zejména v souladu se zakonem ¢.
110/2019 Sb., o zpracovani osobnich udajd, ve
znéni pozdéjSich predpisi a pravnimi predpisy
EU. Proto se Smluvni strany shodné dohodly, Ze
zajisSténi predani osobnich udaji do Spojenych
statl americkych, které se ukaze byt nezbytné
nutnym k naplnéni stanoveného ucelu této
smlouvy, provedenou prostfednictvim standardni
smluvni doloZzky, které uzavie Zadavatel ¢i CRO s

dovozce osobnich Udajl

provided for in this Agreement.

10.4. Should it become necessary for any
reasons set out in applicable laws to disclose the
information and data specified above, the party
seeking to make such disclosure shall inform the
each party having rights in the information and
data of this fact without delay in writing. The
party seeking to make such disclosure y shall in
co-operation with the other party or parties take
any and all steps necessary to prevent or limit
such disclosure (e.g., obtaining a protective
order) and to prevent any damage occurring in
connection with such disclosure.

10.5. Contracting parties are obliged to respect
in the course of Clinical investigation and after its
termination the protection of personal data in
accordance with applicable laws in the course of
processing and also transferring to another
country, and to do so especially in accordance
with the Act No. 110/2019 Coll., on the
processing of personal data, as amended, and
legal regulations of the EU. Therefor the parties
mutually agreed that ensuring the transfer of
personal data to the United states of America,
which turns out as necessary precondition of the
fulfilment of defined purpose of this agreement,
shall be made by means of a standard
contractual clause which will be executed by the

Sponsor or CRO with the importer of personal

data.
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10.6. Poskytovatel zajisti anonymizaci udajl
ziskanych béhem Klinické zkousky nebo kédovani
identifikac¢nich udajl subjektl Klinické zkousky v
souladu s pisemnymi pokyny Zadavatele. Hlavni
zkousejici nebo Poskytovatel prostfednictvim
spole¢nosti Emmes ozndmi Zadavateli zniceni,
ztrdtu, zménu nebo neopravnéné zverejnéni Ci
uvolnéni adaja ziskanych v prlbéhu Klinické
zkousky, a to bez zbyte¢ného odkladu po vzniku

takové udalosti.

10.7. Poskytovatel a Hlavni  zkouSejici
zpracovavaji pouze spravné udaje, které jsou
systematicky aktualizovany; nepresné a neuplné
Udaje jsou opraveny. Poskytovatel na pozadani
subjektu Klinické zkousky mu kdykoli umozni
pfistup k jeho udajam, jejich doplnéni, aktualizaci
nebo opravu a o této Zzadosti neprodlené
informuje zadavatele prostfednictvim Emmes.
Poskytovatel zajisti, aby zaméstnanci a ptipadni
dodavatelé sluzeb v ramci této Klinické zkousky
byli fadné proskoleni v ochrane osobnich udajd,
a pokud by doslo ke zméné prdvni ¢i jiné Upravy
nakladani s osobnimi Udaji, budou zaméstnanci

neprodlené o této zméné informovani.

10.8. Vysledek Klinické  zkousky (véetné

veskerych dat a informacich vzniklych v pribéhu

10.6. The Provider shall ensure anonymous
nature of the data obtained in the course of the
Clinical investigation and encoding of the
identification data of the investigational subjects
in compliance with written instructions provided
by the Sponsor. The Sponsor shall be informed
by the Investigator or the Provider of any
damage, loss, modification or unauthorised
access or disclosure of the data obtained in the
course of the Clinical investigation without

undue delayafter the occurrence of any such

event.

10.7. The Provider and the Investigator shall
process only correct data that shall be
systematically updated; any inaccurate and

incomplete data must be corrected. Upon the
investigation subject’s request, the Provider shall
allow the investigation subject access to their
data at any time, including  their
supplementation, updating or correction. The
Sponsor shall be promptly notified of such
request through Emmes. The Provider shall
ensure that the employees and service providers
involved in the Clinical investigation, if any, be
duly trained with respect to personal data
protection and that they be promptly informed

of any potential changes of legal or other

regulations pertaining to personal data
processing.
10.8. The results of the Clinical investigation

(including all data and information generated
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a v souvislosti s Klinickou zkouskou) je vyluénym
vlastnictvim Zadavatele. V pfipadé, ze by v rdmci
plnéni provadéni Klinické zkousky doslo k
vytvoreni vynalezu ve smyslu zdkona ¢. 527/1990
Sb., o wvyndlezech, primyslovych vzorech a

zlepSovacich  ndvrzich, nalezi pravo na

plvodcovstvi Hlavnimu zkousejicimu, pfipadné

jeho jinému plvodci (dale jen ,Plvodce”).
Plvodce vynalezu se zavazuje, Ze bezplatné
prevede pravo na patent a/nebo na jeho vyuziti
na Zadavatele, a také toto prevedeni provede
urychlené po Zadosti Zadavatele. Odména za
pfipadné prevedeni tohoto prava na patent je
zahrnuta v odméné upravené v ¢l. IX. a plvodce
umozni  Zadavateli podat svym jménem
patentové prihlasky na takové vyndlezy a objevy
Ufad v Ceské

u prislusnych republice a i

v zahrani¢i. PFi  podani téchto pfihlasek

Zadavatelem pUlvodce poskytne soucinnost
v rozsahu, v jakém ji Ize spravedlivé pozadovat, a
naplnit prava Zadavatele. Pokud by soucinnost
Poskytovatele vzhledem k wuplatnéni prav
zadavatele z dusevniho vlastnictvi byla spojena s
nadmeérnou casovou a financéni zatézi, smluvni
strany se zavazuji jednat o dodatku k této
smlouvé. Dodatkem k této smlouvé by byla
stanovena adekvatni kompenzace za ¢asovou a
v dobé uzavirani

finanéni zatéz, ktera neni

smlouvy predvidatelna.

during the course of and related to the Clinical
investigation) shall be the exclusive property of
the Sponsor. Should any invention be created in
the course of the Clinical investigation
performance in the sense of Act No. 527/1990
Coll.,, on Inventions, Industrial Designs and
Rationalisation Proposals, the right to their
origination shall belong to the Investigator or
another inventor (hereinafter the “Inventor”).
The Inventor undertakes to and shall transfer the
rights to the patent and/or the rights to its use
free of charge to the Sponsor promptly upon
Sponsor’s request. The remuneration for the
transfer of the patent rights, if any, is included in
the remuneration set out in Art. IX. hereof and
the Inventor shall allow the Sponsor to file, in its
own name, patent applications relating to such
inventions and discoveries with the competent
authorities in the Czech Republic and abroad.
The Inventor shall provide its co-operation within
the scope that can be reasonably requested for
the purpose of filing these applications by the
Sponsor and perfecting the Sponsor’s rights
therein. If the Provider's interaction with respect
to the assertion of the Contracting Authority's
intellectual property rights would entail an
excessive time and financial burden, the Parties
undertake to negotiate an amendment to this
Agreement. The amendment to this contract
would provide for adequate compensation for
is not

the time and financial burden which

foreseeable at the time of conclusion of the
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10.9. Zadavatel prostfednictvim Spolecnosti
povoli prezentace a publikace vysledki nebo
dil¢ich vysledkt Klinické zkousky za predpokladu,
Ze Poskytovatel nebo Hlavni zkousejici predlozi
Zadavateli kazdou zamysSlenou prezentaci
nejméné patnact (15) pracovnich dnl pred jejim
pldnovanym zverejnénim a kazdou zamyslenou
publikaci nejméné ctyricet pét (45) pracovnich
dni pred jejim pldnovanym zvefejnénim,
pfipadné predanim do tisku, a soucasné za
predpokladu, Ze Zadavatel mda pravo pozadovat
Upravy kazdé takové zamyslené prezentace a
publikace. Sponzor muzZe kdykoli odmitnout
schvdlit zverejnéni nebo prezentaci pozadovanou
Poskytovatelem nebo Hlavnim zkousejicim.

10.10. Zadavatel muZze  pozadovat, aby
zverejnéni konkrétni prezentace nebo publikace
bylo odloZeno aZz o 4 (Ctyfi) mésice za ucelem
pfipravy a podani Zadosti o registraci patentu.
Uvedend 4 mésicni doba zacind dnem pfijeti
navrhované prezentace nebo publikace, anebo
dnem, kdy vSechny podstatné udaje z Klinické
zkousky jsou zpfistupnény Zadavateli, pricemz
plati den, ktery nastane drfiv. Navic Zadavatel
mUZe pozadovat vyjmuti jakékoliv své dlvérné

informace v navrzené prezentaci nebo publikaci.

contract.
10.9. The Sponsor shall allow through Emmes
any presentations and publications of the Clinical
investigation results or partial results, provided
that the Provider of the Investigator submit each
planned presentation to the Sponsor at least
fifteen (15) business days prior to its intended
date and each planned publication at least forty
five (45) days prior to its intended date of
publication or the date of its handover for the
print, subject further to the condition that the
Sponsor shall have the right to request changes
of each such proposed presentation or
publication. The Sponsor may always refuse to
authorise publication,

or the presentation

required by Provider or by the Investigator.

10.10. The Sponsor may request that the
publication of any particular presentation or
publication be postponed by up to four (4)
months for the purpose of preparation and filing
a patent registration application. The
aforementioned 4-month period shall commence
on the day of receipt of the proposed
presentation or publication or on the day when
all significant data from the Clinical investigation
is disclosed to the Sponsor, whichever occurs
first. In addition, Sponsor may require removal of
any of its confidential information for such

proposed presentation or publication.
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10.11. V pripadé multicentrické Klinické zkousky
bude pocatecni zverejnéni Udajl a dat vychazet z
konsolidovanych udaju ze vSech center, které
budou analyzovany podle Planu klinické zkousky,
pokud se ZkousSejici z center zahrnutych do

zkousky a Zadavatel pisemné nedohodnou jinak.

10.12. Poskytovatel a  Hlavni  zkousejici
podpisem této Smlouvy berou na védomi, ze
Hlavni zkousejici nebo Poskytovatel nesmi vydat
Zzadnou védeckou publikaci tykajici se objevi
nebo Hodnoceného zdravotnického prostredku
pred podanim patentové prihlasky, pokud
povaha vysledk( Klinické zkousky bude podani
takové prihlasky pripoustét.

10.13. Ustanoveni tohoto ¢lanku  nejsou
omezena dobou trvani této Smlouvy. Povinnosti
Poskytovatele a Hlavniho zkousejiciho zanikaji
dnem, kdy se tyto informace stanou verejné
dostupnymi, aniz by to bylo zavinéno
Poskytovatelem nebo Hlavnim zkousejicim, nebo
dnem, kdy Sponzor prostfednictvim Spolecnosti
Emmes udélil souhlas s pfistupem k vyse

uvedenym chranénym informacim.

10.11. In the case of this multi-centre Clinical
investigation, the first publication of information
and data shall be based on the consolidated data
from all centres that shall be analysed according
to the Clinical Investigation Plan, unless
otherwise agreed in writing by the Investigators
from the centres participating in the Clinical

investigation and the Sponsor.

10.12. By signing this Agreement, the Provider
and the Investigator acknowledge that neither
the Investigator nor the Provider may publish any
specialised publication relating to the discoveries
or Investigational medical devices prior to filing
an application for patent registration if the
nature of the Clinical investigation results allows

for considering to file such application.

10.13. The provisions of this Article shall not be
restricted by the term of this Agreement. The
obligations of the Provider and the Investigator
shall expire as of the day when such information
become publicly available without a fault at the
side of the Provider or the Investigator or, as the
case may be, as of the day when the Sponsor
grants its consent through Emmes with the
access to the aforementioned information that

was subject to confidentiality.
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CLANEK XI.

Pravo Poskytovatele na ndhradu ujmy

Zadavatel se zavazuje odSkodnit Poskytovatele za
Ujmu zplsobenou subjektu Klinické zkousky nebo
jinym opravnénym osobam ve vysi naroku, ktery
Uspésné uplatni u soudu. Takovy ndrok je vsak
omezen na nepredvidatelnou Ujmu subjektu,
ktery se radné ucastnil Klinické zkousky, vzniklou
v souvislosti s provadénim Klinické zkousky.

Zadavatel uhradi poskytovateli zdravotnich
sluzeb pfimérfené a nezbytné |éCebné vydaje,
véetné diagnostiky, lé¢by a hospitalizace, za
poskozeni  zdravi studie

subjektu primo

zpUsobené studijnim lékem nebo jakymkoliv
fadné provedenym vykonem nestandardni péce
vyZzadovanym protokolem, provedenym béhem
studie v pfisném souladu s protokolem a

pisemnymi pokyny zadavatele.

CLANEK XII.

Piedcasné ukonceni Smlouvy

12.1. Tato Smlouva nabyva platnosti dnem
podpisu posledni Smluvni stranou a ucinnosti

dnem uvefejnéni v Rregistru smluv a neni-li

ARTICLE XI.

Entitlement of the Provider to damage

compensation

The Sponsor undertakes to compensate the
Provider for any damage caused to any
investigation subject in the amount successfully
recovered by the investigation subject in court.
However, this entitlement must relate exclusively
to unpredicted and unpredictable damage
suffered by a investigation subject who properly
participated in the Clinical investigation in
connection with the providing of the Clinical
investigation.

The sponsor will reimburse the health care
provider for reasonable and necessary medical
expenses, including diagnosis, treatment, and
hospitalization, for harm to the study subject's
health directly caused by the study drug or any
non-standard

performed care

properly
procedure required by the protocol, performed
during the study in strict accordance with the

protocol and the sponsor's written instructions.

ARTICLE XII.

Early termination of the Agreement

12.1. This Agreement shall become valid on
the date of last Contracting party’s signature and

effective on the date of publication in the
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stanoveno jinak, jeji ucinnost zanikd k okamziku

uzavieni centra spolu
s preddnim pisemné informace od Zadavatele o

uzavieni databaze Klinické zkousky.

12.2. Kterdkoliv ze Smluvnich stran je
opravnéna tuto Smlouvu ukoncit, ato pouze

v nasledujicich pripadech:

a) pokud néktera Smluvni strana nesplini ¢i neplni
nékteré z ustanoveni toto Smlouvy a neodstrani
zavadny stav ani ve lhaté 30 (tficeti) dnd od
doruceni vyzvy kjeho odstranéni, je Smluvni
strana, kterd je timto poskozena, nebo by
odlvodnéné mohla byt poskozena, opravnéna

odstoupit od této Smlouvy s okamzitou Ucinnosti;

b) pokud nové zjisténé skutecnosti spojené

s podanim Hodnoceného zdravotnického
prostfedku nasvédCuji, Ze muUZe byt ovlivnéno
zdravi subjektl Klinické zkousky, mize Zadavatel
i Poskytovatel ukoncit tuto Smlouvu pisemnou
vypovédi s vypovédni dobou dostatecné dlouho
k zajisténi neodkladnych opatfeni na chranu

subjektt Klinické zkousky;

c) v prfipadé podstatného poruseni jakékoliv
smluvni povinnosti; Smluvni strana, ktera je
timto poskozenda, nebo by odlivodnéné mohla
byt poskozena, je opravnéna odstoupit od této

Smlouvy s okamZitou ucinnosti;

Contract register. and unless agreed otherwise,
its effectiveness shall terminate upon closing the
centre and delivery of written information by the
Sponsor on closing the Clinical investigation

database.

12.2. Any Contracting party shall be entitled to
terminate this Agreement only in the following

cases:

a) if any of the Contracting parties fails to fulfil
any of the provisions of this Agreement and fails
to remedy the defective situation even within a
period of thirty (30) days after the delivery of a
request for remedy, the Contracting party
suffering actual or reasonably potential harm
therefrom shall be entitled to withdraw from this

Agreement with immediate effect;

b) if newly revealed circumstances associated
with the application of the Investigated medical
device indicate that there is a risk to the safety of
the subjects, the Sponsor and the Provider may
terminate this Agreement in writing and with
sufficient notice period allowing necessary

immediate action to protect the health of the

subjects;

c) in the event of an uncured material breach of
any contractual obligation, any other Contracting
parties suffering actual or reasonably potential
harm therefrom shall be entitled to withdraw

from this Agreement with immediate effect;
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d) pouze Zadavatel je opravnén odstoupit
s okamzitou uUcinnosti od této Smlouvy kdykoliv
do okamziku Hodnoceného

az predani

zdravotnického prostfedku Poskytovateli;

e) pouze Zadavatel je oprdvnén odstoupit
s okamzitou ucinnosti od této Smlouvy, pokud
oddvodnéné rozhodne, ze Klinicka zkouska neni
védecky, technicky proveditelnd nebo je
proveditelna s nepfimérenymi naklady Ci rizikem

pro subjekty Klinické zkousky.

12.3. Dojde-li k pred¢asnému ukonceni této
Smlouvy z divodl uvedenych vySe v ustanoveni
odst. 2), s vyjimkou ustanoveni pism. b), d) a e),
je Smluvni strana, ktera svym jednanim dala
podnét k ukonceni této Smlouvy, povinna
nahradit ostatnim strandm jakékoliv a veskeré
nevratné naklady, které tato skutecné
v souvislosti s plnénim této Smlouvy vynalozila.
Naklady se hradi v poméru, v jakém nedoslo
ke splnéni jejiho pfedmétu a ucelu, t.j. pomér
poctu hodnotitelnych zaznami subjektd zkousky
vzhledem k objemu nékladd, které byly na ziskani
zdznamu subjektd zkousky celkové vynaloZeny.
Odstoupenim od Smlouvy zanikaji prava a
povinnosti Smluvnich stran okamzikem ucinnosti
odstoupeni vyjma prav a povinnosti popsanych v
¢lanku X a ostatnich prav a povinnosti, které
pretrvavaji po ukonceni, jak jsou popsany v cl.

12.6.

d) only the Sponsor shall be entitled to withdraw
from this Agreement with immediate effect at
any time until the moment of delivery of the

Investigational medical device to the Provider;

e) only the Sponsor shall be entitled to withdraw
from this Agreement with immediate effect if it
that the Clinical

reasonably determines

investigation is not feasible in scientific or
technical terms or that it is feasible only with
inadequate costs or risks for the investigational

subjects.

12.3. In the event of early termination of this

Agreement for reasons specified above in
paragraph 2), except for points b), d) and e), the
Contracting party whose conduct resulted in the
termination of this Agreement shall be obliged to
reimburse the other parties for any and all non-
refundable costs factually incurred by the other
party in connection with its performance of this
Agreement. The costs shall be reimbursed in the
proportion to which the objective and purpose of
this Agreement has not been fulfilled, i.e. the
proportion of the assessable records of the trial
subjects to the aggregate amount of costs spent
on obtaining the trial subject records. Upon
withdrawal from this Agreement, the rights and
obligations of the Contracting parties shall expire
of the of the withdrawal

as moment

effectiveness, except for the rights and

obligations set forth in Article X and those other

rights and obligations that survive termination as
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12.4. Vpfipadé, Ze tato Smlouva bude

ukoncena z nékterého dlivodu uvedeného v odst.
(2)

ukonceni uvedeného v ¢l. V. této Smlouvy,

tohoto ¢lanku prfed okamzikem jejiho

Poskytovatel

ukonéi zarazovani

a)
zkousky;

subjektd do Klinické

b) ukonci IéCbu subjektl Klinické zkousky podle
Planu klinické zkousky a pokyn(i Zadavatele, a to
zpUsobem povolenym a pfipustnym z lékafského

hlediska; a

c) ukonéi co nejdfive, nejpozdéji vsak do 30

(tficet) dnd od ucinnosti ukonceni Smlouvy

veskeré ostatni ¢innosti v ramci Klinické zkousky.

12.5. Poskytovatel je vSak i v pfipadé

predcasného ukonceni Smlouvy povinny dokondit
shromazdovani udajl a vypliovani zaznam( o
subjektech zkousky v ramci Klinické zkousky,
nestanovi-li Zadavatel jinak. Do 90 (devadesati)
dnd ode dne ukonceni

Smlouvy poskytne

Poskytovatel Zadavateli vsechny udaje

shromazdéné v souvislosti s Klinickou zkouskou,

véetné zpravy o prabéhu Klinické zkousky

a zavérecné zprdvy popsané vyse, a pokud neni
v této Smlouvé uvedeno jinak, vrati Zadavateli
a pfipravky  poskytnuté

véechny  materialy

set forth in Art. 12.6.
12.4. Should this Agreement be terminated

early for any of the reasons specified in
paragraph (2) above prior to its termination set

out in Art. V. hereof, the Provider:

a) shall terminate enrolment of subjects into the

Clinical investigation;

b) shall terminate the treatment of the
investigational subjects pursuant to the Clinical
investigation Plan and instructions of the
Sponsor, in a manner permitted and acceptable

in medical terms; and

c) shall terminate as soon as possible, but no
later than within thirty (30) days after the
effectiveness date of the  Agreement
termination, any and all other activities within

the framework of the Clinical investigation.

12.5. The Provider shall be obliged, even in the
event of early termination of this Agreement, to
complete the data collection and filling the
records on the investigational subjects in the
Clinical investigation, unless instructed otherwise
by the Sponsor. Within ninety (90) days after the
Agreement termination, the Provider shall
provide the Sponsor with all data collected in
connection with the Clinical investigation,
including a report on the course of the Clinical
investigation and a final report described above,

and unless otherwise stipulated herein, they shall

Fidia_EQP5-23-01-Agreement template_Sponsor_Institution_Ver. 1.0_19 January 2024

33



Smlouva o KSZP/CT Agreement

A
v Emmes

DUVERNE/CONFIDENTIAL

k provadéni Klinické zkousky. Za tyto cinnosti
naleZi Poskytovateli odména dle ¢l. IX. této

Smiouvy.

12.6. Tato ustanoveni zlstavaji v platnosti a

ucinnosti i po predcéasném ukonceni této
Smlouvy: odstavce 8.8.,8.9.,12.3.,12.4.a15.5. a

Clanky X. a XI.

CLANEK XIILI.

Zavérecna ustanoveni

13.1. Tato Smlouva a prdvni vztahy z ni
vyplyvajici se budou vykladat a fidit obecné
zavaznymi pravnimi predpisy Ceské Republiky.
Vsechny spory vyplyvajici z této Smlouvy a s
touto Smlouvou souvisejici se budou fesit u

vécné a mistné pfislusného soudu v Ceské

republice
13.2. Tato Smlouva nahrazuje veskera
pfedchozi ujedndni v této zdleZitosti mezi

Smluvnimi stranami.

13.3. Zmény a dopliky této Smlouvy jsou

mozné jen pisemnou dohodou Smluvnich stran.

return to the Sponsor any and all materials and

preparations  provided for the Clinical
investigation performance. The Provider shall be
entitled to remuneration for these activities, as
set out in Art. IX. hereof.

12.6. The folowing articles and paragraphs
shall survive early termination of the present
Agreement: Paragraphs 8.8., 8.9. , 12.3., 12.4.

and 15.5. and Articles X. and XI.

ARTICLE XIil.

Final provisions

13.1. and relations

be

This Agreement legal

resulting from it shall interpreted and
governed by generaly binding legal regulations of
the Czech Republic. All disputes resulting form
this Agreement and related to it shall be solved
by the court in the Czech Republic having subject

matter and terriotrial jurisdiction

13.2. This Agreement supersedes all prior
understandings between the Contracting parties

relating to the subject matter hereof.

13.3.  Any changes and amendments to this
Agreement may only be made in the form of a
written agreement between the Contracting

parties.
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13.4. Nedilnou soucasti této Smlouvy jsou tyto

pfilohy:

a) ptiloha €. 1 - Plan klinické zkousky

b) pfiloha €. 2 - Rozpis plateb

c) priloha ¢. 3 — Standardni Smluvni Dolozky

(pfedani osobnich udaja)

13.5. Tato Smlouva je vyhotovena ve 3 (tfech)

stejnopisech, pficemZz kazdd Smluvni strana
obdrzZi po jednom stejnopisu této Smlouvy. Jeden
stejnopis obdrzi Hlavni zkousejici. V ptipadé
rozporu jazykovych verzi je rozhodujici verze

Ceska.

13.6.  Smluvni strany souhlasi s uverejnénim
smlouvy Poskytovatelem zdravotnich sluzeb za
ucelem splnéni povinnosti ulozenych mu platnou
a ucinnou pravni Upravou, a to zejména zakonem

v

¢. 340/2015 Sb., o registru smluv, ve znéni

dale pokyny a

pozdéjsSich  predpist, a
rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky. V registru smluv nebudou zvefejnény
osobni udaje fyzickych osob, které nejsou
verejné dostupné ve verejném rejstriku, davérné
informace dle této Smlouvy a ddle pak obchodni
tajemstvi, které si Smluvni strany sjedndvajici ve
smyslu ust. § 504 obcanského zakoniku takto:
design Klinické zkousky, Plan Klinické zkousky,
detailni rozpocet, brozura zkousejiciho., pojistna
smlouva, pocet subjektd Klinické zkousky a

osobni Udaje. Za ucelem uverejnéni této

13.4. The following annexes shall constitute an

integral part of this Agreement:

a) Annex No. 1 — Clinical investigation Plan

b) Annex No. 2 — Payments Schedule

c) Annex No 3 — Standard Contarctual Clauses

(transfer of personal data)

13.5. This Agreement has been executed in
three (3) counterparts, of which each Contracting
party shall receive one. The Principal Investigator
shall receive one counterpart. In case of
contradiction in language versions, Czech version

shall take precedence.

13.6. Contracting parties grant their consent to
a public disclosure by the health care Provider of
the present Agreement for the purpose of
fulfilling a statutory obligation imposed by an
effective acts, especially by the Act No. 340/2015
Coll., on the register of contracts, as amended,
and further by the instructions and decisions of
the Ministry of Health of the Czech Republic. The
information not to be diclosed in the register of
contracts is personal data of natural persons not
available from public database, confidential

information  from  this Agreement and
confidential trade secret as defined in §504 of
Civil Law: Clinical investigation design, Clinical
investigation plan, detailed budget, Investigator's
brochure, insurance contract, number of Clinical

Trial’s subjects,. For the purpose of publishing
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smlouvy ve smyslu tohoto odstavce poskytne
zadavatel/CRO poskytovateli revidovanou verzi
smlouvy ve strojové Ccitelném formatu (pdf).
Informace o zverejnéni Smlouvy bude odeslana
mailem Monitorce Klinické zkousky. Druha
Smluvni strana bere na védomi, Zze Poskytovatel
zdravotnich sluzeb jakoZto statni pfispévkova
organizace, je povinna na dotaz tfeti osoby
poskytnout informace podle zdkona ¢. 106/1999

Sb., o svobodném pfistupu k informacim, ve

znéni pozdéjsich predpish.

this contract in accordance with this paragraph,
the contracting authority/CRO shall provide the
provider with a revised version of the contract in
machine-readable format (pdf). The Agreement
disclosure information shall be sent to the CRA of
the Clinical investigation. The Other Contracting
that the health

party acknowledges care

Provider, as a state-funded organization, is
obliged upon the request of any third party to
provide the information in accordance with the
act No. 106/1999 Coll., on the free access to

information, as amended.
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Za Poskytovatele,

V Praze, dne.....ccooccciiieeeeeeee e, 2024.

Provider

IN Prague, ON.....occeeeeere e 2024

T
S :-J“Lﬁ;q-a--.’e +
- ,.'-T---'.r e

e u:.:*—*' Poskytovatele

Za Zadavatele, v Praze dne ............co......... 2024.

- - - g e g
ﬂ‘a: ':',‘“; """":'ri-gp_ i ,-M"'.-'-'- ".c'. :5%‘-:'5:‘-'::':5'
s -'"’m E¥; T li‘f‘ R

""h-:
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L
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Sponsor, in Prague oN.......ccccveevvevveneeee e, 2024

Fidia farmaceutici S.p.A.
Zastoupena spole¢nosti Emmes Biopharma

Global s.r.o.

‘T-:I:L_‘;"l':lfﬁﬂ;";-, :l.'gi_f I‘q?:ﬁ
VR AN TR

14, nize podepsany [ NG
-, jako Zkousejici potvrzuji, Ze jsem se radné
seznamil se Smlouvou a pfislusnou dokumentaci
ke Klinické zkousce zdravotnického prostfedku a
zavazuji se zajistit dodrZzovani povinnosti z nich
vyplyvajicich. Dale se zavazuji nezverejhiovat
informace tykajici se predmétné Klinické zkousky
pisemného souhlasu

bez predchoziho

Zadavatele, zachovavat mlcenlivost o vsSech

poskytnutych informacich, povaiovat tyto za

Fidia farmaceutici S.p.A.
Represented by Emmes Biopharma

Global s.r.o.

|, the undersigned |G

- as the Investigator certify that | have fully
acquainted with this Agreement and the relevant
documentation of the Clinical investigation of the
medical device and undertake to ensure respect
for the obligations arising from them. | also agree
not to disclose information related to the
present Clinical investigation without the prior
written consent of the contracting authority,
information confidential,

keep all provided
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divérné a zdriet se jakéhokoliv jiného uziti
téchto informaci a vysledkld neZ pro Ucely této
Klinické zkousky. Jako zkousejici souhlasim s tim,

Ze Zadavatel CRO) bude/budou

(a popt. i

shromazdovat, pouzivat, zpracovavat a
zverejiiovat mé osobni Udaje, véetné jména,
kvalifikace a zkusSenosti v Klinické zkousce, mé
finan¢ni Udaje vztahujici se mimo jiné k obdrzené
odméné a finan¢ni ndhradé a dalsi osobni udaje k
administrativnim Gceldm v souvislosti s Klinickou
zkouskou, popt. k poskytnuti etickym komisim a
statnim Ufadim a zavazuji se zajistit tento
souhlas i od spoluzkousejicich a ostatnich ¢len

studijniho tymu.

consider these as confidential and to refrain from
any other use of the information and results than
for the purposes of this trial. As an Investigator, |
agree that the sponsor (and possibly CRO) will
collect, use, process and disclose my personal
data, including and

name, qualifications

experience in the Clinical investigation, my
financial data, inter alia, to receive compensation
and financial compensation and other personal

data for administrative purposes in connection

with Clinical investigation, respectively, to
provide ethics committees and regulatory
authorities and undertake to ensure this

approval of the sub investigators and other

members of the study team.

Hlavni zkousejici

Principal Investigator
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Priloha €. 1 — Plan klinické zkousky
VloZené odkazem

(dostupné u Hlavniho zkousejiciho)

Annex No 1 Clinical Investigation Plan
Attached by reference only

(available with Principal Investigator )
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Priloha €.2 - Rozpis plateb

Spole¢nost se zavazuje uhradit Poskytovateli
odmeénu uvedenou v tabulce 1 za kazdy subjekt,
ktery se fadné zucastnil kazdé navstévy v ramci
Klinické zkousky ve stanoveném terminu, tyto
navstévy byly radné monitorovdny a Zadavatel
obdrzel fadné vyplnény zaznam o subjektu
Klinické zkousky.

Platba Poskytovateli bude provedena na tento
bankovni Ucet

Nazev uctu Fakultni nemocnice v Motole

Cislo uctu 17937051/0710

IBAN ¢islo CZ42 0710 0000 0000 1793 7051

Nazev banky | Ceska narodni banka

Adresa Na Pfikopé 28

banky

Mésto, PSC, | Praha 1, 115 03, Ceska Republika
Zemé

BIC CNBACZPP

Annex No 2 — Payments schedule

Emmes undertakes to pay to the Provider a fee
according to Table 1 per investigation subject
who attends, duly and at the planned times,
individual visits during the Clinical investigation,
whose visits are duly monitored and whose
records are duly filled in and delivered to the
Sponsor.

Payment for Provider will be made to the
following bank account:

Account Name Fakultni nemocnice v Motole

Account Number | 17937051/0710

IBAN Number Cz42 0710 0000 0000 1793
7051
Bank Name Ceska néarodni banka

Bank address Na Prikopé 28

City, ZIP code, | Prague 1, Czech Republic
Country
BIC CNBACZPP
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* pokud pacient splfiuje kritéria na
véetné ,wash
pacient  bude
zarazeny do Klinické zkousky a.

zarazeni/vylouceni

“«

out periody,
navstéva se uskutecni v ten samy
den. Platba pro Poskytovatele bude

kumulativni - |

*if  the fulfill  the
inclusion/exclusion criteria and

subject

incl. wash out period, the patient
will  be the
investigation and . baseline
visit will be performed the same

enrolled to

day. Payment for the site will be

cumulative- |
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Tabulka ¢.2/Table no.2 — Standard study fees

Standard study fees/

Standardni poplatky za studii

Administrativni poplatek
Administrative fee

Archivacni poplatek

Archiving fee

Administrativni poplatek za
spracovani dodatku ke smlouvé
(iniciovany Zadavatelem)

Administrative fee for processing
an amendment to the contract
(initiated by the Sponsor)

Poplatek za uzavreni centra

Close out fee

Poplatek v ptipadé informacni
povinnosti ohledné konce archivace
na strané FN Motol

Fee in case of information
obligation regarding the end of
archiving on the part of FN Motol

Nahrady cestovnich vydaja/

Travel reimbursement
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Tabulka ¢.3/Table no.3 — Ukony provadéné dle potieby/Activities performed as required

Ukon/Activity Poplatek za ukon/Fee per activity

Sbér moci pro téhotensky test/ -

Urine Collection for Pregnancy test
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P¥iloha €. 3 — Informovany souhlas
VloZené odkazem

(dostupné u Hlavniho zkousejiciho

Annex No 3 - Informed Consent Form
Attached by reference only

( available with Principal Investigator )
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