SMLOUVA O PROVEDENI KLINICKEHO CLINICAL TRIAL AGREEMENT

HODNOCENI
SOTIO Biotech AG § SOTIO Biotech AG
se sidlem Lichtstrasse 35, 4056 Basel, Svycarska | with registered office at Lichtstrasse 35, 4056
konfederace Basel, Switzerland
DIC: CHE-354.429.802 Tax ID No.: CHE-354.429.802
(dale jen ,,Zadavatel”) (hereinafter the “Sponsor”)
zastoupena na zakladé plné moci spoleénosti represented on the basis of a power of attorney by

Fortrea Inc., se sidleirn 8 Moore Drive, Durham, | Fortrea Inc., with its registered office at 8 Moore
INC 27709, USA, DIC: 22-3265977, zastoupena Drive, Durham, NC 27709, USA, VAT number:

XXX, XXX 22-3265977, represented by XXX, XXX
a and
Fortrea Inc. Fortrea Inc.,
se sidlem 8 Moore Drive, Durham, NC 27709, with its registered office at 8 Moore Drive,
USA, DIC: 22-3265977 Durham, NC 27709, USA, VAT number: 22-
3265977,
zastoupena XXX, XXX represented by XXX, XXX (hereinafter referred
(dale jen ""CRO"); to as “CRQO”);
a and
Masarykiiv onkologicky istav Masariiv onkologicky istav
se sidlem Zluty kopec 7, 656 53 Brno with registered office at Zluty kopec 7, 656 53
Brno
1CO: 00209805, DIC: CZ00209805 ID No.: 00209805, Tax ID No.: CZ00209805
bankovni spojeni: Ceska narodni banka, banking coordinates: Ceska narodni banka
¢. 0.: 87535621/0710 [Czech National Bank],
zastoupena prof. MUDr. Markem Svobodou, Acct. No.: 87535621/0710
Ph.D., feditelem represented by Prof. Marek Svoboda, MD, PhD,

Director (hereinafter the “Provider of healthcare
(dale jen ,,Poskytovatel zdravotnich sluzeb”) services”)

a and
XXX XXX
trvalé bydliste: XXX permanent residence: XXX
datum narozeni: XXX date of birth: XXX

(dale jen ,,ZkouSejici”) (hereinafter the “Investigator”)

dale spole¢né jen "Strany" a jednotlivé jen "Strana".hereinafter collectively the “Parties” and in|
dividually a “Party”.

uzaviraji tuto conclude this

Smlouvu o0 provedeni klinického hodnoceni Clinical Trial Agreement

(dale jen ,,Smlouva) (hereinafter the “Agreement”)
1
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dle ustanoveni § 1746 odst. 2 zakona ¢. 89/2012
Sb., obcansky zakonik, ve znéni pozdg€jSich
predpisi (dale jen ,,Obclansky zakonik”) a
nafizeni Evropského parlamentu a Rady (EU) ¢.
536/2014 ze dne 16. dubna 2014 o klinickych
hodnocenich humannich 1écivych ptipravki a o
zruseni  smérnice  2001/20/ES  (dale jen
»NaFizeni*) a zakona ¢. 378/2007 Sb., o 1éCivech
a o zménach nékterych souvisejicich zakont, ve
znéni pozd&jsich predpisu (dale jen ,,zakon 0
1é¢ivech”) a vyhlasky ¢. 463/2021 Sb., o blizsich
podminkach provadéni klinického hodnoceni
humannich 1éCivych ptipravkli, ve znéni
pozdéjsich predpist.

according to the provisions of

Section 1746(2) of Act No. 89/2012 Coll., the
Civil Code, as amended (hereinafter the “Civil
Code”) and Regulation (EU) No 536/2014 of the
European Parliament and of the Council of 16
April 2014 on clinical trials on medicinal
products for human use and repealing Directive
2001/20/EC (the "Regulation™) and Act No.
378/2007 Coll., on pharmaceuticals and on
amendments to certain related acts, as amended
(hereinafter the “Act on Pharmaceuticals”) and
Decree No. 463/2021 Coll., on more detailed
conditions for conducting clinical trials of
medicinal products for human use, as amended.

I
Predpoklady pro uzavieni této Smlouvy

l.
Prerequisites for concluding this Agreement

1) Smluvni strany se rozhodly uzavfit tuto
Smlouvu o provedeni klinického hodnoceni
s ohledem na tyto skutecnosti:

1) The Parties have decided to conclude this
Clinical Trial Agreement with respect to the
following facts:

a) spole¢nost SOTIO Biotech AG je zadavatelem
ve smyslu Nafizeni; Zadavatel ma zajem
provést klinické hodnoceni humanniho
1é¢iva uvedeného dale v této Smlouve;

a) SOTIO Biotech AG is the sponsor within the
meaning of the Regulation; the sponsor
wishes to conduct a clinical trial of the
human medicinal product specified below in
this Agreement;

b) Poskytovatel zdravotnich sluZzeb ma uzavien
platny pracovni pomeér se Zkousejicim,
ktery je smluvni stranou této Smlouvy, a
souhlasi s provedenim  klinického
hodnoceni na zdravotnickém pracovisti
Poskytovatele zdravotnich sluzeb: Klinika
komplexni onkologické péce, Masarykiv
onkologicky ustav, na adrese Zluty kopec
7, 656 53 Brno (dale jen ,,Zdravotnické
zarizeni”);

b) The Provider of healthcare services has a valid
employment  relationship  with  the
Investigator who is a party to this
Agreement, and agrees to conduct the
clinical trial at the medical facility of the
Provider of healthcare services: Klinika
komplexni onkologické péce, Masarykiv
onkologicky ustav at Zluty kopec 7, 656 53
Brno (hereinafter the “Institution”);

C) Zadavatel zmocnil smluvni vyzkumnou
organizaci Fortrea Inc., se sidlem 8 Moore
Drive, Durham, NC 27709, USA, DIC: 22-
3265977 (dale jen ,,CRO”) ve smyslu ¢l. 71
Nafizeni K zajisténi plnéni Cinnosti nebo
funkci Zadavatele vztahujici se ke
klinickému hodnoceni, véetné
monitorovani klinického hodnoceni;

¢) The Sponsor has authorised a contract research
organisation Fortrea Inc., with registered
office at 8 Moore Drive, Durham, NC
27709, USA, VAT No.: 22-3265977
(hereinafter the “CRO”) pursuant to Article
71 of the Regulation, to ensure the
performance of Sponsor’s activities or
functions relating to the clinical trial,
including clinical trial monitoring;
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d) Poskytovatel zdravotnich sluzeb a Zkousejici
jsou plné zpusobili a kvalifikovani pro
radné a v€asné provedeni tohoto klinického
hodnoceni podle schvaleného protokolu
klinického hodnoceni a dal$ich pfislusnych
dokument.

d) The Provider of healthcare services and the
Investigator are fully competent and
qualified for the proper and timely conduct
of this clinical trial according to the
approved clinical trial protocol and other
relevant documents.

1.
Predmét Smlouvy

.
Subject of the Agreement

1) Piedmétem této Smlouvy je zavazek
Poskytovatele zdravotnich sluzeb a
ZkouSejiciho provést ve Zdravotnickém

1) The subject of this Agreement is the obligation
of the Provider of healthcare services and the
Investigator to conduct at the Institution a

zafizeni klinické hodnoceni huméanniho
1é¢ivého piipravku s nazvem XXX

(dale jen ,hodnoceny léCivy piipravek”
nebo ,,pripravek™), dle protokolu klinického
hodnoceni SC201, ,,Multicentricka, oteviena
studiec faze 1 hodnotici bezpecnost a
predbéznou ulinnost piipravku XXX U
pacienti s  pokrocilymi/metastatickymi
solidnimi nadory*), ktery tvofi pfilohu ¢. 1 této
Smlouvy (dale jen ,,protokol™), a to v souladu
s touto Smlouvou (dale jen ,klinické
hodnoceni”).

clinical trial of a human medicinal product
called XXX

(hereinafter the “Investigational Medicinal
Product” or “product”), pursuant to the
clinical trial protocol SC201 (“A multicenter,
open-label, phase 1 study to evaluate the safety
and preliminary efficacy of XXX in patients
with advanced/metastatic solid tumors*)
which constitutes Appendix 1 to this
Agreement (hereinafter the “Protocol”), in
accordance with this Agreement (hereinafter
the “clinical trial”).

2) Predmétem této Smlouvy je rovnéz zavazek
Zadavatele uhradit Poskytovateli zdravotnich
sluzeb za provedeni tohoto klinického
hodnoceni odménu ve vysi a za podminek
stanovenych touto Smlouvou.

2) The subject of this Agreement is also the
obligation of the Sponsor to pay the
Provider of healthcare services
compensation for the conduct of this clinical
trial in the amount and under the terms
stipulated herein.

Zakladni piredpoklady pro provedeni
klinického hodnoceni

1.
Basic prerequisites for the conduct of the
clinical trial
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kousejici a Poskytovatel zdravotnich sluzeb
provedou klinické hodnoceni v souladu
s Nafizenim, zakonem o 1éCivech a dalSimi
zdvaznymi pravnimi predpisy CR, zejména
vyhlaskou ¢. 463/2021 Sb., o blizsich
podminkach provadéni klinického hodnoceni
huménnich [éCivych piipravkt, ve znéni
pozdéjsich predpist, zasadami Spravné klinické
praxe ve znéni ICH, Helsinskou deklaraci ve
vSeobecné piijimané verzi z roku 2013 ve
Fortaleze, protokolem, souborem informaci pro
zkousejiciho (tzv. ,,Investigator Brochure”),
povolenim dle Natizeni, souhlasnym
stanoviskem prislusné etické komise a dalSimi
pokyny CRO ¢i Zadavatele.

The Investigator and the Provider of Healthcare
Services will conduct the clinical trial in
accordance with the Regulation, the Act on
Pharmaceuticals and other binding legal
regulations of the Czech Republic, in particular
the Decree No. 463/2021 Coll., on more detailed
conditions for conducting clinical trials of
medicinal products for human use, as amended,
the principles of Good Clinical Practice as
amended by ICH, the Declaration of Helsinki in
the generally accepted version of 2013 at
Fortaleza, the Protocol, the set of information for
the investigator (known as the “Investigator’s
Brochure”), by approval according to the
Regulation, a favourable opinion of the relevant
ethics committee and other instructions by the
CRO or the Sponsor.

V.

Misto provedeni klinického hodnoceni a
definovani zkousejiciho

V.

defining the Investigator

1) Klinické hodnoceni bude provedeno ve
Zdravotnickém  zafizeni  Poskytovatele
zdravotnich sluzeb pod vedenim
Zkousejiciho. Zkousejici provadi klinické
hodnoceni v souladu s  pokyny
zameéstnavatele . Poskytovatele
zdravotnich sluzeb), na zaklad¢ prislusnych
prav a povinnosti stanovenych touto
Smlouvou Zkousejicimu nebo Poskytovateli

1) The clinical trial will be conducted in the
Institution at the Provider of healthcare
services under the direction of the
Investigator. The Investigator shall conduct
the clinical trial in accordance with the
instructions of his/her employer (i.e. the
Provider of healthcare services), based on the
relevant rights and obligations set forth under
this Agreement for the Investigator or the

zdravotnich sluzeb a pfislusnych pravnich
predpist.

Provider of healthcare services and

applicable regulations.
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2) Poskytovatel zdravotnich sluzeb prohlasuje,

ze:

a)

b)

c)

d)

Poskytovatel zdravotnich sluzeb a
Zkousejici zajisti, aby spoluzkousejici a
ostatni ¢lenové studijniho tymu (dale jen
“studijni tym”) provadéli klinické
hodnoceni striktné v souladu s touto
Smlouvou, Protokolem (a souvisejicimi
instrukcemi od Zadavatele a/nebo CRO),
spravnou klinickou praxi a platnymi
pravnimi pfedpisy. ZkouSejici dale
zajisti, aby vSichni clenové studijniho
tymu byli fadné vyskoleni na Protokol a
s Protokolem souvisejici dokumentaci.
Poskytovatel zdravotnich sluzeb a
Zkousejici budou dodrzovat pozadavky
pfislusnych etickych komisi, Statniho
ufadu pro kontrolu 1éCiv a vnitini
predpisy Poskytovatele zdravotnich
sluzeb.

Zkousejici disponuje odbornymi
schopnostmi a dovednostmi a jako 1ékaft
je pIn¢ kvalifikovan bez jakéhokoliv
omezeni prijimat veSkera Iékaiska
rozhodnuti  tykajici se  subjekti
hodnocent, ktera v souvislosti
s klinickym hodnocenim ucini nebo bude
pfipadné nucen ucinit;

ostatni osoby, které se budou podilet na
provadéni klinického hodnoceni, jsou
pro plnéni svych tkold patfi¢n€ vzdélany
arovnéz disponuji ptislusnymi znalostmi
a dovednostmi.

zadna z wuvedenych osob nebyla
vyloucena z vykonu svého povolani v
disledku poruSeni povinnosti uloZzenych
pravnimi piedpisy, nebylo proti zadné z
osob vedeno fizeni ve véci zadkazu
¢innosti, nebyla obvinéna, odsouzena, a
ani jinak zapojena do jednani, v disledku
n¢hoz by bylo mozné vést fizeni ve véci
zakazu Cinnosti. Pokud by doslo ke
zméné téchto skute¢nosti,
Poskytovatel zdravotnich sluzeb je
povinen

2) The Provider of healthcare services declares
that:

a) The Provider of healthcare services and
Investigator shall ensure that the sub-
investigators and other members of the
study team (hereinafter the “Study
Team”) conduct the clinical trial strictly
in accordance with this Agreement, the
Protocol (and related instructions from
the Sponsor and/or the CRO), Good
Clinical  Practice, and applicable
regulatory requirements. Investigator
shall ensure that all study team members
are properly trained in the Protocol and
related documentation. The Provider of
healthcare services and the Investigator
shall comply with the requirements of the
relevant ethics committees, Statni Grad
pro kontrolu 1éCiv [State Institute for
Drug Control], and the internal
regulations of the Provider of healthcare
services.

b) The Investigator has the professional
abilities and skills and is fully qualified as
a physician, without any limitation, to
adopt any medical decisions regarding
the clinical trial subjects that he/she
makes or is compelled to make in
connection with the clinical trial;

c) other persons who will participate in the
conduct of the clinical trial are
appropriately  educated  for  the
performance of their tasks and also have
the relevant knowledge and skills.

d) none of the persons in question was
excluded from  performing their
profession as a result of breach of duties
imposed under legal regulations, has been
subject to debarment proceedings against
any of the persons, or has been accused,
convicted, or otherwise engaged in any
action that could result in proceedings on
debarment. Should these circumstances
change, the Provider of healthcare
services shall be obligated to
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neprodlené¢ poté, co se to dozvi,
informovat Zadavatele.

inform the Sponsor immediately after
they become aware of it.

3) Pokud Zkousejici z jakéhokoliv duvodu
ukon¢i ¢i prerusi na dobu delsi nez 1 (jeden)
mesic svoji ucast na klinickém hodnoceni
nebo z jakéhokoliv diivodu nebude fadné
plnit své zavazky, je Poskytovatel
zdravotnich sluzeb nebo Zkousejici povinen
neprodlené¢ oznamit tuto  skuteCnost
Zadavateli v pisemné podob¢. Poskytovatel
zdravotnich sluzeb se zavazuje navrhnout
Zadavateli pfimo mnebo prostfednictvim
CRO néhradniho zkousejiciho. Bez ohledu
na navrth  nahradniho  zkousejiciho
Poskytovatelem zdravotnich sluzeb, je
Zadavatel, v ptipad¢ ukonceni ¢i preruseni
ucasti na studii ZkouSejicim, opravnén
vypovédét tuto Smlouvu v souladu
s ustanovenim ¢1. XII., odst. 2, pism. (a) této
Smiouvy.

3) Ifthe Investigator terminates or suspends for a
period longer than 1 (one) month his/her
participation in the clinical trial or, for any
reason, fails to properly perform his/her
obligations, the Provider of healthcare
services or the Investigator shall be obligated
to immediately notify the Sponsor of this fact
in writing. The Provider of healthcare
services undertakes to propose a replacement
investigator to the Sponsor directly or
through the CRO. In the event of termination
or suspension of participation in the study by
the Investigator, the Sponsor shall be entitled
to terminate this Agreement regardless of the
proposal of a replacement investigator by the
Provider of healthcare services in
accordance with the provisions of Art. XIl,
Section(2)(a) of this Agreement.

4) Hodnocené 1é¢ivé pripravky XXX budou
dodavany vyhradng do Ustavni 1ékarny
Poskytovatele zdravotnich sluzeb na adrese
Zluty kopec 7, 656 53 Brno, a to v pracovni
dny v dobé od 7:00 do 15:30 hod. Hodnocené
1écivé  ptipravky budou jednoznacné
identifikovany a adresovany zaméstnanci
Poskytovatele zdravotnich sluzeb
odpovédnému za farmaceutickou cast
klinického hodnoceni.

4) The Investigational Medicinal Products XXX
will be supplied exclusively to the Institution
pharmacy of the Provider of healthcare services
located at the address Zluty kopec 7, 656 53 Brno,
during business days from 7:00 a.m. to 3:30 p.m.
The Investigational medicinal products will be
clearly identified and addressed to the employee
of the Provider of healthcare services responsible
for the pharmaceutical part of the clinical trial.

V.
Doba trvani klinického hodnoceni

V.
Duration of the clinical trial

1) Tato Smlouva se uzavira na dobu trvani
klinického hodnoceni a jeji u¢innost zanika
fadnym ukoncenim klinického hodnoceni,
tzn. uzavienim centra u Poskytovatele
zdravotnich sluzeb spolu s pfedanim
pisemné informace od Zadavatele o
uzavieni databaze klinického hodnoceni.

1) This Agreement shall be concluded for the
duration of the clinical trial and shall cease
to be effective as of the proper completion of
the clinical trial, i.e. the closure of the centre
at the Provider of healthcare services
together with the submission of written
information from the Sponsor on the closure
of the clinical trial database.

Protocolv 1.0 Centre:
Investigator: XXX




2) Nabor subjekti hodnoceni do klinického

.....

hodnoceni bude zahajen po iniciacni
navstéveé centra, pripadné po schvaleni
zahajeni naboru Zadavatelem a bude
probihat ptiblizné po dobu XXX let dle
Protokolu. Samotné trvani klinického
hodnoceni u jednoho subjektu hodnoceni
bude dle protokolu pfiblizné X X X

2) Recruitment of the clinical trial subjects for
the clinical trial will start after the centre
initiation visit, or after approval by the
Sponsor of the start of recruitment, and will
last for approximately XXX years according
to the Protocol. The estimated duration of
the clinical trial for one trial subject will
be approximately XXX

(pocitano od prvni screeningové navstévy
subjektu hodnoceni u Zkousejiciho), plus
sledovani pieziti (,,Survival follow-up”) dle
Protokolu klinického hodnoceni.

(calculated from the first screening visit of
the trial subject by the Investigator), plus
“Survival Follow-up” according to the
clinical trial Protocol.

VI.
Nabor subjektt hodnoceni

VI.
Recruitment of trial subjects

1

Do klinického hodnoceni bude Zkousejicim
zatazeno priblizné XXX subjektii hodnoceni.

Poskytovatel zdravotnich sluzeb bere na
védomi, Ze se jedna o kompetitivni nabor
pacienti a ze tento mize byt kdykoliv
jednostrann¢ ~ Zadavatelem  ukoncen,
jakmile  pocet  subjektd  hodnoceni
zatfazenych do klinického hodnoceni
dosahne potiebné trovné. Zkousejici zahaji
zatazovani subjektt hodnoceni
do klinického hodnoceni po splnéni
veskerych povinnosti stanovenych platnymi
pravnimi piedpisy. ZkousSejici je povinen
neprodlené po dorueni pisemného
oznameni o pfipadném ukonceni naboru
subjektu hodnoceni  ukonCit  dalsi
zafazovani  subjekti  hodnoceni  do
klinického hodnoceni.

1) Approximately X X X trial subjects
will be included in the clinical trial by the
Investigator.

The Provider of healthcare services
acknowledges that this is a competitive
recruitment of patients and that it may be
terminated unilaterally by the Sponsor at any
time once the number of trial subjects
enrolled in the clinical trial has reached the
necessary level. The Investigator shall
commence enrolment of clinical trial
subjects in the clinical trial after complying
with all obligations set forth by applicable
law. The Investigator shall be obligated to
cease further enrolment of any clinical trial
subjects into the trial immediately upon
delivering written notice of any termination
of trial subject recruitment.

2) Zatazeni subjektl hodnoceni do klinického

hodnoceni je mozné pouze s jejich
pisemnym informovanym souhlasem a po
jejich fadném pouceni. Vyzadani souhlasu
od subjektii hodnoceni musi byt ve shodé
s etickymi principy, platnymi pravnimi
predpisy a ve shodé se zdsadami Spravné
klinické praxe.

2) The enrolment of trial subjects in the clinical
trial is only possible with their written
informed consent and after their proper
instruction. The consent request from the
trial subjects must be in accordance with the
ethical  principles, applicable legal
regulations, and in accordance with the
principles of Good Clinical Practice.
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3) Zkousejici je pred zahajenim screeningového
vySetfeni ovétujiciho zpusobilost subjektu
ke vstupu do klinického hodnoceni povinen
podat subjektu informace o klinickém
hodnoceni a zajistit podpis informovaného
souhlasu kazdym subjektem hodnoceni, ¢i
jeho zakonnym zastupcem, pokud subjekt
hodnoceni neni plné zptsobily k tomuto
pravnimu tukonu. Zkousejici neprodlené
pfedd  subjektu  hodnoceni  stejnopis
podepsaného a  datem  opatien¢ho
informovaného souhlasu, jakoz i vytisk
pisemnych  informaci o  klinickém
hodnoceni uréenych  pro  subjekty
hodnoceni. Zkousejici je dale povinen

3) Prior to initiating the screening examination
verifying the eligibility of the subject to
enter the clinical trial, the Investigator shall
be required to provide the subject with
information about the clinical trial and to
ensure the signing of the informed consent
by each trial subject or his/her legal
representative, if the trial subject is not fully
capable of doing so. The Investigator shall
promptly forward to the trial subject a
counterpart of the signed and dated informed
consent form as well as a copy of written
information about the clinical trial intended
for trial subjects. The Investigator shall also
be required to inform the clinical trial

informovat subjekty hodnoceni o vSech
nezbytnych skutecnostech tykajicich se
klinického  hodnoceni, vcetné¢ jejiho
preruseni.

subjects of any and all essential facts relating
to the clinical trial, including its interruption.

4) Zkousejici se zavazuje poskytovat Zadavateli
ptimo nebo prostrednictvim CRO veskeré
informace vyzadované Protokolem o
subjektu  hodnoceni, vcetné¢ vysledkl
vstupnich vySetfeni. Pokud Zkousejici po
probéhlém screeningu kdykoliv v pribéhu
klinického hodnoceni zjisti, Ze subjekt
hodnoceni nespliiuje kritéria klinického
hodnoceni, bude o tom neprodlené pisemnée
informovat Zadavatele.

4) The Investigator agrees to provide the
Sponsor, either directly or through the CRO,
with all information required by the Protocol
on a clinical trial subject, including the
results of initial examinations. If the
Investigator after screening determines at
any time during the course of the trial that a
trial subject does not meet the criteria of the
trial, the Investigator shall immediately
inform the Sponsor in writing.

VII.
Prava a povinnosti Zadavatele a CRO

1) Pred uzavienim této Smlouvy predal
Zadavatel pfimo nebo prostfednictvim CRO
Zkousejicimu dokumenty uvedené dale v
tomto ¢l. VII odst. 1. Podpisem této Smlouvy
ZkouSejici  stvrzuje  pfijeti  Protokolu,
souboru informaci pro  Zkousejiciho
(,,Jnvestigator’s Brochure”), informace pro
pacienty, formulafe informovaného souhlasu
a dalsich  protokolarné predanych
informacnich materiald poskytnutych CRO
nebo piimo Zadavatelem.

VII.

ligation
CRO

1) Prior to concluding this Agreement, the
Sponsor handed over to the Investigator
directly or via the CRO the documents listed
below in this Art. VII par. 1. By signing this
Agreement, the Investigator acknowledges
receipt of the Protocol, the Investigator’s
Brochure, the Patient Information Sheet, the
Informed Consent Form, and other
information materials provided by the CRO
or directly by the Sponsor.

Rights an fth nsor an
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2) Vyse uvedené dokumenty nesmi byt ze strany

Poskytovatele zdravotnich sluzeb nebo
Zkousejictho ménény bez piedchoziho
pisemného souhlasu Zadavatele.

2) The above documents must not be changed by
the Provider of healthcare services or the
Investigator without the prior written consent
of the Sponsor.

3) Zadavatel zajistuje, ze hodnocené 1éCivé

pfipravky jsou baleny, distribuovany a
uchovavany v souladu se spravnou
distribucni praxi tak, aby byly prokazatelné
chranény pred kontaminaci
a znehodnocenim béhem dopravy. Pfedanim
ptipravkt nedochazi k pifevodu vlastnického
prava K hodnocenym Ié¢ivym piipravkiim na
Poskytovatele zdravotnich sluzeb ani
Zkousejiciho.

3) The Sponsor ensures that the Investigational
Medicinal Products are packaged, distributed,
and stored in accordance with good
distribution practice so that they are
demonstrably protected against
contamination and devaluation during
transport. The handover of the products does
not lead to the transfer of ownership of the
Investigational Medicinal Products to the
Provider of healthcare services or the
Investigator.

4)

Zadavatel a/nebo CRO  poskytne
Zkousejicimu a Poskytovateli zdravotnich
sluzeb veskeré informace v Uplné a tadné
podobé veas tak, aby Poskytovatel

4) The Sponsor and/or the CRO shall provide the
Investigator and the Provider of healthcare
services with all information in complete and
proper form in a timely manner

zdravotnich sluzeb a ZkouSejici mohli
provést klinické hodnoceni a povinnosti s
tim souvisejici fadné a vcas, v souladus
platnymi pravnimi pfedpisy a touto
Smlouvou. Zadavatel bude piimo nebo
prostiednictvim CRO bez zbytecného
odkladu poskytovat pfimo Zkousejicimu
veskeré informace atdaje tykajici se
hodnoceného 1éCivého piipravku nebo
klinického hodnoceni, které budou znamy az
po uzavieni této Smlouvy.

so that the Provider of healthcare services and
the Investigator can conduct the clinical trial
and obligations related thereto properly and
in a timely manner, in accordance with
applicable law and this Agreement. The
Sponsor shall, directly or through the CRO,
without undue delay, provide the Investigator
with any information and data relating to the
Investigational Medicinal Product or the
clinical trial that becomes known only after
the conclusion of this Agreement.

5) Zadavatel se zavazuje k jednani se Statnim

ustavem pro kontrolu 1é¢iv a s etickou komisi
v souvislosti s timto klinickym hodnocenim,
pokud neni dle platné pravni upravy ¢i dle
upravy v této Smlouvé opravnén jednat
Zkousejici. Ve specifickych ptipadech muze
po domluvé se Zadavatelem jednat s
ptislusnou etickou komisi a Zkousejicim
CRO. Klinické hodnoceni bude provedeno
na zakladé souhlasného stanoviska Etické
komise a povoleni dle Nafizeni.

5) The Sponsor undertakes to conduct
negotiations with the State Institute for Drug
Control and Ethics Committee in connection
with this clinical trial if the Investigator is not
entitled to conduct negotiations under
applicable law or the provisions of this
Agreement. In specific cases, upon
agreement with the Sponsor, the CRO may
conduct negotiations with the relevant Ethics
Committee and the Investigator. The clinical
trial will be conducted on the basis of a
favourable opinion by the Ethics Committee
and approval according to the Regulation.

Protocolv 1.0 Centre:
Investigator: XXX



6) Pied zahajenim klinického hodnoceni | 6) Before starting the clinical trial, the Sponsor
Zadavatel uzaviel pojisténi odpovédnosti za arranged damage liability insurance for the
Skodu pro Zkousejiciho a Zadavatele, jehoz Investigator and the Sponsor, covering
prostfednictvim je zajisténo i odskodnéni v indemnification in the event of death of a trial
ptipadé smrti subjektu hodnoceni nebo v subject or damage caused to a trial subject’s
ptipadé Skody vzniklé na zdravi subjektu health as a result of the clinical trial conduct.
hodnoceni v diasledku provadéni klinického The Sponsor shall be required to keep the
hodnoceni. Zadavatel je povinen vyse above insurance policy active for the duration
uvedené pojisténi udrzovat v platnosti po of the clinical trial.
celou dobu trvani klinického hodnoceni.

7) Zadavatel se zavazuje dodavat hodnoceny | 7) The Sponsor undertakes to supply the
lé¢ivy pripravek Poskytovateli zdravotnich Investigational Medicinal Product to the
sluzeb, tak, aby tento mohl byt aplikovan Provider of healthcare services so that it can
subjektim klinického hodnoceni ve lhutach be applied to clinical trial subjects within the
stanovenych protokolem. time limits set out by the Protocol.

8) Zadavatel se zavazuje zpracovavat zpravy o | 8) The sponsor undertakes to prepare reports on

pribéhu klinického hodnoceni v rozsahu
stanoveném pravnimi predpisy (zdkon o
l1é¢ivech, vyhlaska o blizSich podminkach
provadéni klinického hodnoceni humannich
1é¢ivych piipravki — roéni pribézna zprava
kazdych 6 mésici trvani klinického
hodnoceni) a tyto v terminech stanovenych
pravnimi ptedpisy predkladat piislusné
Etické komisi, Poskytovateli zdravotnich
sluzeb (e-mailem na XXX), pfip. dalSim
opravnénym subjektim.

the course of the clinical trial to the extent
prescribed by the legislation (the Medicinal
Products Act, the Decree on the detailed
conditions for conducting clinical trials of
medicinal products for human use - an annual
interim report every 6 months during the
clinical trial) and to submit these reports to
the relevant Ethics Committee, the Provider
of healthcare services (by e-mail at XXX), or
other authorised entities within the time limits
prescribed by the legislation.

VIII.
Prava a povinnosti Poskytovatele

zdravotnich sluZzeb a Zkousejiciho

VIII.
Rightsand r nsibilities of the Provider of
healthcare services and Investigator

1) Pred zahgjenim klinického hodnoceni se

Zkousejici seznami Se spravnym pouZzivanim
a vlastnostmi piipravku, jak vyplyva z této
Smlouvy a predané dokumentace ke
klinickému hodnoceni.

1) Prior to the commencement of the clinical
trial, the Investigator shall become
acquainted with the correct use and
properties of the Product, as established

in this Agreement and the provided clinical
trial documentation.
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2)

Poskytovatel zdravotnich sluzeb podpisem
této Smlouvy souhlasi s provedenim
klinického hodnoceni ve svych prostorach a
s poskytnutim prostor pro vysetfeni subjektd
hodnocenti, ktera souvisi pouze s provedenim
klinického hodnoceni. Poskytovatel
zdravotnich sluzeb umozni Zkousejicimu
pfistup na internet, aby mohl fadné plnit
povinnosti stanovené ZkousSejicimu pfi
provadéni klinického hodnoceni.

2) By signing this Agreement, the Provider of

healthcare services agrees to conduct the
clinical trial on its premises and to provide
space for examination of the subjects related
only to the conduct of the clinical trial. The
Provider of healthcare services shall allow the
Investigator access to the internet so as to
duly fulfil the obligations stipulated for the
Investigator in the conduct of the clinical trial.

3) Zkousejici je povinen ucinit veskeré nezbytné

ukony, pfijmout veskera nezbytné opatieni a
spolupracovat s CRO a Zadavatelem tak,

aby klinické hodnoceni bylo  provedeno
radne a vcas, jakoz i umoznit
monitorovani klinického

hodnoceni.

3) The Investigator shall take all necessary

actions, take all necessary measures, and
cooperate with the CRO and the Sponsor in
such a manner that the trial is performed
properly and in a timely manner as well as to
enable the trial to be monitored.

4)

ZkousSejici se zavazuje pisemné zodpovedét
veskeré dotazy tykajici se dat uvedenych
v Case Report Form (dale téz jen ,,CRF”),
nedostatkil, nejasnosti nebo nesrovnalosti v
klinickych tdajich (tzv. queries) vznesené
CRO nebo Zadavatelem, a to nejpozdéji do
5 (péti) pracovnich dni v Zadavatelem
pozadované forme.

4) The Investigator agrees to answer in writing

any questions regarding the data identified in
the Case Report Form (hereinafter the
“CRF”), or deficiencies, ambiguities, or
inconsistencies in the clinical data (referred to
as “queries”) raised by the CRO or Sponsor,
within 5 (five) business days in a form
required by the Sponsor.

5) Zkousejici je povinen zabezpecit opravnénym

osobam pristup do Zdravotnického
zatizeni, ke zdrojovym dokumentim (tj. ke
zdravotnické dokumentaci jednotlivych
subjekt hodnoceni) a ke zpravam pro ucely
monitorovani, auditti, inspekci Statniho
ustavu pro kontrolu 1é¢iv nebo zahrani¢nich
kontrolnich uradu, nebo audit
provadénych Zadavatelem nebo subjekty
spolupracujicimi  se Zadavatelem na
klinickém hodnoceni.

5) The Investigator shall be required to provide

authorised persons access to the Institution, to
the source documents (i.e. to the medical
documentation of the individual clinical trial
subjects) and to reports for the purpose of
monitoring, audits, inspections by the State
Institute for Drug Control or foreign
regulatory authorities, or for purposes of
audits performed by the Sponsor or subjects
collaborating with the Sponsor on the clinical
trial.

6) Zkousejici se nesmi odchylit od sjednaného | 6) The Investigator may not deviate from the
postupu, ktery je obsazen zejména agreed procedure that is stipulated especially
v Protokolu klinického hodnoceni, dalSich in the clinical trial Protocol and other
dokumentech a pravnich predpisech, véetné documents and legal regulations, including
této Smlouvy. V nezbytnych piipadech je this Agreement. In necessary cases, the
Zkousejici opravnén odchylit se od Investigator shall be entitled to deviate from
sjednaného postupu, avSak pouze za the agreed procedure, however only provided
predpokladu, ze je to nutné v zajmu that this is necessary in order to prevent
zabranéni  poSkozeni zdravi subjektu damage to the health of a trial subject. The
hodnoceni. ~ ZkouSejici je  povinen Investigator shall be required to notify the
informovat Zadavatele a mistni etickou Sponsor and the Local Ethics Committee of
komisi bez zbyte¢ného odkladu o kazdé any such deviation without undue delay,
takové odchylce, nestanovi-li dale tato unless stipulated otherwise in this Agreement
Smlouva anebo pfislusné pravni piedpisy or by applicable law.
jinak.
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7) V ptipadé, Ze se Zkousejici rozhodne
pripravek neaplikovat, a to z divodu, Ze
shledd jakoukoliv zjevnou ¢i domnélou
vadu piipravku (podezieni na poruseni
sterility, kontaminaci, poruseni podminek
skladovani apod.), oznami tuto skutecnost
bezodkladné jesté tyz den prostfednictvim
e-mailu nebo telefonicky Zadavateli a
uvede divod, pro¢ nema byt piipravek
aplikovan. V takovém ptipad¢ Zadavatel
zajisti prevoz neaplikovaného ptipravku do
svych laboratofi (napi. k potiebnym
testim). Poskytovatel zdravotnich sluzeb je
az do okamziku prevzeti 1é¢ivého piipravku
Zadavatelem povinen dodrzet vSechny
podminky skladovani a manipulace
S ptipravkem.

7) In the event that the Investigator decides not
to administer the product, due to the fact that
the Investigator finds any apparent or
suspected defect in the Product (suspected
breach of sterility, contamination, violation
of storage conditions, etc.), the Investigator
shall immediately report this fact by means of
email or telephone to the Sponsor, stating the
reason why the product should not be applied.
In such case, the Sponsor shall ensure the
transport of the non-administered product to
its laboratories (e.g. for the necessary tests).
Until the medicinal product is received by the
Sponsor, the Provider of healthcare services
shall be obligated to observe all conditions of
storage and handling of the product.

8) Zkousejici je bez zbyte¢ného odkladu povinen
informovat Zadavatele a mistni etickou
komisi 0 jakychkoliv zmé&nach vyznamné
ovlivityjicich vedeni klinického hodnoceni
anebo  zvySujicich  riziko  subjektl
hodnoceni, neocekavanych udalostech a
zavaznych nezadoucich ucincich ptipravku.
Dale je Zkousejici povinen informovat
Zadavatele o0  veskerych  pisemné
uplatnénych  narocich a pozadavcich
tretich osob, zejména subjektl hodnoceni,
vztahujicich se ke klinickému hodnoceni a
0 veskerych nezadoucich ucincich.

8) The Investigator shall be required to inform the
Sponsor and the local ethics committee,
without undue delay, of any changes
significantly affecting the conduct of the trial
or increasing the risk of clinical trial subjects,
unexpected events, and serious adverse
effects of the product. The Investigator shall
also be required to inform the Sponsor of any
and all claims made in writing and
requirements made by third parties, in
particular trial subjects, relating to the clinical
trial and any adverse effects.

9) Zkousejici zajisti spravné, Uplné, Citelné a
véasné zaznamenavani podrobného
prabéhu klinického hodnoceni, vcetné
uvedeni pfislusného data a podpisu
Zkousejiciho, zejména pak vesSkerych
klinickych pozorovani, zjisténi a dalSich
¢innosti  nezbytnych  pro  podrobné
zrekonstruovani a hodnoceni klinického
hodnoceni. Zkousejici aktualizuje CRF do 5
(péti) pracovnich dni od okamziku, kdy se
dozvi 0 novych skutecnostech.

9) The Investigator shall ensure correct, complete,
legible, and timely recording of the detailed
progress of the clinical trial, including the
date and signature of the Investigator, in
particular any and all clinical observations,
findings, and other activities necessary for
detailed reconstructing and assessment of the
clinical trial. The Investigator shall update
the CRF within 5
(five) working days of learning of the new
facts.
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10) Zkousejici se dale zavazuje, ze dle podminek

stanovenych v Protokolu bude Zadavateli
pfimo  nebo  prostiednictvim  CRO
neprodlené¢  hlasit  jakékoli  zavazné
nezadouci piihody a dal$i vyznamné
zdravotni projevy, které se vyskytnou u
jakéhokoli pacienta v ramci klinického
hodnoceni, a to nejpozdéji do dvaceti ctyr
(24) hodin od jejich zjisténi, a to
elektronickou  formou  prostfednictvim
aplikace uréené Zadavatelem, piipadné

10) The Investigator further agrees that, under the

terms set forth in the Protocol, he/she will
report immediately to the Sponsor either
directly or through the CRO any serious
adverse events and other significant medical
manifestations occurring in any patient as
part of the clinical trial within twenty-four
(24) hours of their discovery, in electronic
form, by means of an application specified by
the Sponsor or in writing by fax or email
message. The Investigator further undertakes

pisemn¢ formou faxové nebo emailové
zpravy. Zkousejici se dale zavazuje, ze toto
hlaSeni nésledné doplni 0 podrobné
pisemné zpravy v souladu se vsSemi
pravnimi a regulacnimi pozadavky.

to supplement this report with detailed
written reports in accordance with all legal
and regulatory requirements.

11) ZkouSejici bude uchovavat tplnou | 11) The Investigator shall maintain full clinical
dokumentaci klinického hodnoceni trial documentation pursuant to the
v rozsahu dle Nafizeni, a to po dobu 25 Regulation for a period of 25 (twenty-five)
(dvaceti péti) let od data ukonceni years from the date of completion of the
klinického hodnoceni Vv takovém stavu, aby clinical trial so that any and all clinical trial-
veskeré udaje tykajici se klinického related data can be accurately reported,
hodnoceni bylo mozné kdykoliv piesné evaluated, and verified at any time, in order
vykazat, hodnotit a ovéfit, a tak prub¢h to reconstruct the clinical trial. The
klinického hodnoceni kdykoliv Investigator shall be required to notify the
zrekonstruovat. ZkouSejici je povinen Sponsor in writing of the exact location of the
pisemné oznamit Zadavateli pfesné misto repository of clinical trial records and any
uschovy dokumentace klinického changes it may have made to them.
hodnoceni a jeho veskeré pripadné zmény.
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12)

Poskytovatel zdravotnich sluZeb je povinen
vést zaznamy o dodavani pripravku na
misto provadéni klinického hodnoceni a o
jeho uzivani kazdym ze subjekth
hodnoceni. Ptipravu a aplikaci
hodnoceného 1éc¢ivého piipravku  smi
provadét pouze Zkousejici nebo jim urceny
¢len studijniho tymu, ktery je uvedeny v
seznamu poverenych osob (tzv. Delegation
of Authority / Signature log). O ptipraveé a
aplikaci vede Zkousejici nebo jim urceny
¢len studijniho tymu zdznamy podle pokyni
Zadavatele. Farmaceut, ktery je clenem
studijniho tymu je povinen neprodlené
oznamit Zadavateli piimo nebo
prostrednictvim CRO poruseni
skladovacich podminek. Zkousejici nebo v
jeho nepfitomnosti jim povéteny clen
studijniho tymu je povinen neprodlené
oznamit Zadavateli pfimo nebo
prostfednictvim CRO  hrozici c¢asové
prodleni souvisejici s aplikaci hodnoceného
1é¢ivého piipravku a to neprodlené, jakmile
se o této skutecnosti dozvi.

12) The Provider of healthcare services shall be
required to maintain records on the delivery
of the product to the site of the clinical trial
and on its use by each of the trial subjects.
Preparation and application of the
Investigational Medicinal Product may only
be carried out by the Investigator or a member
of the study team designated by him/her listed
in the list of authorised persons (so-called
Delegation of Authority / Signature log). The
Investigator or a member of the study team
designated by him/her shall maintain records
of the preparation and application as
instructed by the Sponsor. The pharmacist
who is a member of the study team shall be
required to immediately notify the Sponsor,
directly or through the CRO, of a breach of
storage conditions. The Investigator or in
his/her absence, a member of the study team
authorised by him/her shall be obligated to
immediately inform the Sponsor directly or
through the CRO of an imminent delay in the
application of the Investigational Medicinal
Product as soon as he/she becomes aware of
this fact.

13) Poskytovatel zdravotnich sluzeb a Zkousejici

neumozni tieti osobé pouzit hodnocené
1écivé pfipravky uréené pro provedeni
klinického hodnoceni ani je nepouzije pro
jiné tcely, nez pro které byly poskytnuty. Za
spravnou aplikaci odpovida Zkousejici.
Likvidaci obali od spotfebovanych
hodnocenych 1écivych

pripravka zajisti Poskytovatel zdravotnich
sluzeb.

13) The Provider of healthcare services and the
Investigator shall not allow a third party to
use the Investigational Medicinal Products
intended for the conduct of the clinical trial or
to use them for purposes other than those for
which they were provided. The Investigator is
responsible for the correct application. The
Provider of healthcare services shall ensure
disposal of the wused Investigational
Medicinal Product packaging.
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14)

Zadavatel nebo CRO jsou opravnéniv
prabéhu klinického hodnoceni, v bézné
pracovni dobé Poskytovatele zdravotnich
sluzeb (tj. pracovni dny od 7:00 do 15:30
hod.) a po piedchozi dohod¢ se studijni
koordinatorkou Poskytovatele zdravotnich
sluzeb, provést monitorovaci navstévu
Poskytovatele zdravotnich sluzeb dle
schvaleného monitorovaciho planu s cilem
overit kvalitu shromazdovanych dat dle
pozadavkii protokolu, zasad Spravné
klinické praxe a prislusnych pravnich
predpist, bezpecnost subjektti klinického
hodnoceni a podkladd pro vypocet odmény
dle ¢l. IX. Rovnéz Zadavatel a/nebo
subjekty spolupracujici se Zadavatelem na
klinickém hodnoceni jsou opravnéni Vv
kazdé fazi klinického hodnoceni provést
audit se stejnym zaméfenim a cili, jako je
uvedeno v tomto odstavci smlouvy.

14) Sponsor or CRO are authorised in the course

of the clinical trial, during regular business
hours of the Provider of healthcare services
(ie working days from 7:00 to 15:30) and
following a prior agreement with the study
coordinator of the Provider of healthcare
services, to perform a monitoring visit of the
Provider of healthcare services according to
an approved monitoring plan in order to
verify the quality of the data collected in
accordance with the requirements of the
Protocol, Good Clinical Practice principles
and applicable legal regulations, the safety of
the trial subjects and the supporting
documents for calculating the compensation
pursuant to Art. IX. The Sponsor and/or
subjects collaborating with the Sponsor on
the clinical trial are also entitled to perform
an audit at each phase of the clinical trial
with the same focus and

objectives as stated in this paragraph of the
Agreement.

IX.
Odména

IX.
Compensation

1)

Zadavatel se zavazuje prosttednictvim CRO
uhradit Poskytovateli zdravotnich sluzeb za
provadéni klinického hodnoceni, tj. za
navstévy, vySetfeni a dalsi sluzby
poskytnuté na =zakladé této Smlouvy
odménu Vv souladu s rozpisem plateb
uvedenym V piiloze €. 2 této Smlouvy (dale
jen ,,Rozpis plateb”), a to za kazdy subjekt
hodnoceni, ktery se fadné a v planovaném
Case zucastnil jednotlivych navstév v ramci
klinického hodnoceni a Zadavatel obdrzel
fadn¢ vyplnéné zaznamy o subjektu
hodnoceni. Ptiloha ¢. 2 tvofi rozpis
jednotlivych plateb, jejichz uhrada je
odvisla od poétu absolvovanych navstév
subjektu  hodnoceni a  provedenych
vysetfeni.

1) The Sponsor undertakes through CRO to pay

to the Provider of healthcare services for the
conduct of the clinical trial, i.e. for visits,
examinations and other services provided
under this Agreement, compensation in
accordance with the payment schedule set
out under Annex 2 to this Agreement
(hereinafter the “Payment Schedule™), for
each trial subject that participates properly
and at the scheduled time individual visits
within the clinical trial and the Sponsor has
received properly completed records of the
trial subjects.

Appendix 2 provides a schedule of
individual payments, the reimbursement of
which is separate from the number of visits
completed by the trial subjects and the
examinations performed.
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2)

Smluvni strany se dohodly, Ze pfijemcem
vsech plateb z této Smlouvy je Poskytovatel
zdravotnich sluzeb. Odména ZkouSejiciho
za provadéni klinického hodnoceni bude
Zkous$ejicimu uhrazena Poskytovatelem
zdravotnich sluzeb v souladu s jeho
vnitinimi pfedpisy.

2) The Parties have agreed that the Provider of
healthcare services is the beneficiary of all
payments under this Agreement.
Investigator’s compensation for conducting
the clinical trial will be paid to the
Investigator by the Provider of healthcare
services in accordance with their internal

regulations.

3) Smluvni strany se dohodly, ze ke viem 3) The Parties agree that all prices specified in
cenam uvedenym V této Smlouvé (vCetné this Agreement (including Appendix 2) will
ptilohy €. 2) bude ptipoctena DPH ve vysi be subject to additional VAT in the amount
dle pravnich ptedpisi Gc¢innych ke dni stipulated by the legal regulations in effect
uskute¢néni zdanitelného plnéni, ktera bude on the date of chargeable event which will
s témito rovnéZ uhrazena. also be paid with respect to these.

4) Jakékoliv platby nad ramec odmény dle | 4) Any payments beyond those provided for in

Rozpisu plateb musi byt pfedem pisemné
schvaleny Zadavatelem. Zadavatel
prostfednictvim CRO uhradi naklady za
vysetteni, ktera budou provadéna pouze pro
potfeby tohoto klinického hodnoceni,
nebude proplacet nadklady na vySetfeni,
které bylo uhrazeno z jinych zdrojt a bylo
provedeno nezavisle na ucasti subjektu
hodnoceni v klinickém hodnoceni. Odména
dle Rozpisu plateb zahrnuje veskeré
naklady Poskytovatele zdravotnich sluzeb a
Zkousejiciho vynalozené Vv souvislosti s
provadénim klinického hodnoceni.

the Payment Schedule must be approved in
advance in writing by Sponsor. The Sponsor
through CRO will reimburse the costs of any
examinations performed solely for the needs
of this clinical trial, the Sponsor through
CRO will not pay the costs of any
examination that was paid from other
sources and was independently of the trial
subject’s participation in the clinical trial.
The compensation according to the Payment
Schedule includes all costs incurred in
connection with the conduct of the clinical
trial by the Provider of healthcare services
and the Investigator.

5) Odména bude hrazena ctvrtletné vzdy za

navstévy, vySetfeni a dalsi sluzby
poskytnuté v pfislusném kalendainim
Ctvrtleti. Zadavatel je prostfednictvim CRO
povinen zaslat Poskytovateli zdravotnich
sluzeb po ukonceni kalendarniho ctvrtleti
podklady pro vypocCet odmény, a to e-
mailem na XXX. V navaznosti na tyto
podklady vystavi Poskytovatel zdravotnich
sluzeb fakturu.

5) The compensation shall be paid quarterly
always for visits, examinations and other
services provided in the relevant calendar
quarter. The Sponsor shall be obligated,
through CRO, to send to the Provider of
healthcare services supporting documents
for calculation of the compensation after
completion of the calendar quarter via the
email address XXX. In connection with
these documents the Provider of healthcare
services shall issue an invoice.
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6) Poskytovatel zdravotnich sluzeb jako piijemce
plateb (,,Pijemce plateb®) pted provedenim
jakékoli platby poskytne CRO pisemné
kompletni platebni pokyny a bankovni udaje
v Priloze B: Rozpocet. Pfijemce platby je
povinen pisemné informovat CRO o
jakychkoli zméndch nebo pozadovanych
aktualizacich platebnich pokynd a/nebo
bankovnich tdaji. Strany se dohodly, Ze
jakakoli  zména  nebo aktualizace
bankovnich 1daji pfijemce obsazenych
v Priloze B: Rozpocet miize byt provedena
prostiednictvim  pisemného oznameni a
sama o sob€¢ nebude vyzadovat formalni
Dodatek k této Smlouve.

6) The Provider of healthcare services as payee
(“Payee”) shall provide full payment
instructions and bank details, in writing to
CRO in the Appendix B: Budget, before any
payment can be made. The Payee is obliged
to inform CRO, in writing, of any changes or
required updates of payment instructions
and/or bank details. The Parties agree that
any change of or update to the Payee’s bank
details contained in the Appendix B: Budget
may be effected through a written notice and
shall not of itself require a formal
Amendment to this Agreement.

7) Podklady pro vypocet odmény musi zahrnovat
polozkové vyuctovani vSech navstev,
vySetfeni a dalSich sluzeb provedenych Vv
prislusném kalendainim Ctvrtleti.
Vyuétovani musi byt provedeno zvlast pro
kazdy subjekt klinického

7) The documents for calculation of the
compensation must include item charging
for all visits, examinations and other services
performed in the relevant calendar quarter.
The billing must be made separately for each
clinical trial subject who must be identified

hodnoceni, ktery musi byt oznacen svym
Cislem. U kazdého subjektu klinického
hodnoceni musi byt uvedeno jaké navstévy
¢i vySetfeni absolvoval a kdy je absolvoval
a rovnéz oceneni téchto navstév a vysSetieni
v souladu s Rozpisem plateb.

by his/her number. For each clinical trial
subject, the information must include the
details of visits and examinations they have
undergone and the dates of the visits as well
as the prices of such visits and examinations
in accordance with the Payment Schedule.

8) V pripadé, ze Zadavatel piimo nebo
prosttednictvim CRO nezasle Poskytovateli
zdravotnich sluzeb podklady pro vypocet
odmény ve lhite XXX dni ode dne
ukonCeni  kalendarniho  Ctvrtleti, je
Poskytovatel  zdravotnich  sluzeb, po
predchozim upozornéni CRO
prostiednictvim e-mailu na: XXX opravnén
vystavit fakturu za vSechny navstévy,
vySetfeni a dalsi sluzby provedené v ramci
klinického hodnoceni v prislusném
kalendainim ctvrtleti.

8) In the event that the Sponsor does not send the
supporting documents for calculation of the
compensation to the Provider of healthcare
services directly or through the CRO within
XXX days from the date of completion of the
calendar quarter, the Provider of healthcare
services, upon prior notice to CRO by email
at XXX shall be authorised to produce an
invoice for all visits, examinations and other
services performed within the clinical trial in
the relevant calendar quarter.
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9) V ptipadé, ze Poskytovatel zdravotnich sluzeb | 9) In the event that the Provider of healthcare
zjisti, ze jsou v podkladech pro vypocet services determines that any shortcomings
odmény jakékoli nedostatky, tyto oznami are in the supporting documents for
bez zbyte¢ného odkladu CRO a Zadavateli. calculation of the compensation, they shall,
Zadavatel je poté povinen  zajistit without undue delay, notify CRO and
bezodkladné odstranéni téchto nedostatk. Sponsor is then obligated to remedy these
Ma-li Zadavatel, piip. CRO zato, ze Vv shortcomings without delay. Should Sponsor
podkladech zadné nedostatky nejsou, je or CRO believe that there are no
povinen  toto  sdélit  Poskytovateli shortcomings in the supporting documents,
zdravotnich sluzeb. Smluvni strany jsou they shall be obligated to inform the Provider
nasledné povinny si navzajem poskytnout of healthcare services. The Parties are then
souc¢innost  nezbytnou k  odstranéni obligated to cooperate with each other in
ptipadnych rozpord. Neposkytnuti order to eliminate any conflicts. Failure to
soudinnosti se povazuje za podstatné cooperate is considered a material breach of
poruseni této Smlouvy. this Agreement.

10) Neodstrani-li Zadavatel piimo nebo | 10) Unless Sponsor directly or through CRO
prostiednictvim  CRO  nedostatky v removes the shortcomings in the documents
podkladech pro vypofet odmény ani ve for calculation of the compensation or,
lhit¢ 15 dnd ode dne ozndmeni dle within 15 days from the date of the
ptedchozi véty, nebo v téze lhaté nesdéli notification pursuant to the previous
Poskytovateli zdravotnich sluzeb, ze v sentence, or within the same period informs
podkladech zadné nedostatky nespatiuje, je the Provider of healthcare services that it
Poskytovatel zdravotnich sluzeb opravnén found no shortcomings in the supporting
vystavit fakturu za vSechny navstévy, documents, the Provider of healthcare
vySetieni a dal$i sluzby provedené podle services shall be authorised to produce an
Poskytovatele  zdravotnich ~ sluzeb v invoice for all visits, examinations and other
prislusném kalendainim ¢tvrtleti. services performed according to the Provider

of health services in the relevant calendar
quarter.

11) Smluvni strany se dale dohodly, ze | 11) The Parties have further agreed that the
Zadavatel, prostfednictvim CRO, uhradi Sponsor, through CRO, shall pay the
Poskytovateli zdravotnich sluzeb ¢astku ve Provider of healthcare services an amount of
vy§i XXX za ukony souvisejici se XXX for procedures associated with the
zah4jenim klinického hodnoceni (start-up start-up of the clinical trial (start-up phase)
faze) a jednorazovy lékarensky start-up and a one-time pharmacy start-up fee of
poplatek ve vysi XXX za tikony souvisejici XXX for procedures related to the start-up of
se zahajenim klinického hodnoceni v the clinical trial in the institution pharmacy
ustavni 1ékarné a jednordzovy archivacni and a one-time archiving fee of XXX for
poplatek ve vysi XXX za archivaci studijni archiving the study documentation
dokumentace dle ¢l. VIII odst. 11 této according to Art. VIII. par.

Smlouvy. Tyto ¢astky budou vyplaceny na 11 herein. These amounts shall be paid
zaklad¢ faktury vystavené based on an invoice issued by the Provider
Poskytovatelem zdravotnich sluzeb po of healthcare services following the
uzavieni této Smlouvy. execution of this Agreement.
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12)

V ramci tohoto klinického hodnoceni se
Zadavatel dale zavazuje prostfednictvim
CRO vyplatit Poskytovateli zdravotnich
sluzeb pausalni castku ve vysi XXX na
uhradu néaklad  subjektd  klinického
hodnoceni  spojenych s cestou k
Poskytovateli zdravotnich sluzeb a zpét
(dale jen ,.cestovni naklady”). Pausalni
castka na thradu cestovnich naklada (dale
jen ,,pausal”) bude vyplacena na zakladé¢
faktury vystavené Poskytovatelem
zdravotnich sluzeb po wuzavieni této
Smlouvy. Pausal se v souladu s § 36 odst.
11 zakona ¢. 235/2004 Sb., o dani z piidané
hodnoty, ve znéni pozdéjSich piedpisut,
nezahrnuje do zakladu dané z ptfidané
hodnoty

12) In the context of this clinical trial, the

Sponsor further undertakes through CRO to
pay to the Provider of healthcare services a
lump sum payment in the amount of XXX to
cover the costs of the clinical trial subjects
associated with their journey to the Provider
of healthcare services and back (hereinafter
the “travel expenses”). The lump sum
payment to cover the Travel Expenses
(hereinafter the “lump sum amount”) shall
be paid on the basis of an invoice issued by
the Provider of healthcare services following
the conclusion of this Agreement. The lump
sum, in accordance with Section 36(11) of
Act No. 235/2004 Coll., on value added tax,
as amended, shall not be included in the
value added tax base

13) Poskytovatel zdravotnich sluzeb se zavazuje

proplacet subjektiim klinického hodnoceni
cestovni ndklady, a to po kazdé navstéve
subjektu klinického hodnoceni uskuteénéné
v souladu s Protokolem. Cestovni naklady
budou uhrazeny subjektu klinického
hodnoceni, a také jeho piipadnému
doprovodu, bezprostiedné po uskute¢néni
navstévy v pausalni vysi XXX za navstévu
subjektu klinického hodnoceni, nebo XXX
za navstévu pacienta ve studii pokud bude
nutné¢ provést biopsii. T€hotné partnerce
nebo te€hotné pacientce bude proplacena
castka XXX za ¢as a pomoc potiebnou ke
shromazd’ovani informaci o téhotenstvi a
porodu.

13)

The Provider of healthcare services
undertakes to pay the clinical trial subjects
for travel expenses after each clinical trial
subject visit completed in accordance with
the Protocol. The travel expenses shall be
paid to the clinical trial subject, immediately
following the completion of the visit in a
lump sum of XXX per visit for the clinical
trial subject, or XXX per patient visit in the
study if a biopsy is required. The pregnant
partner or pregnant patient will be
reimbursed XXX for the time and assistance
needed to gather information about the
pregnancy and delivery.

14) Poskytovatel zdravotnich sluzeb vyuctuje

CRO vyplacené cestovni naklady (s
podrobnym rozpisem castek vynalozenych
jednotlivym pacientliim za dané obdobi), a
to vzdy ke konci ptislusného kalendainiho
pololeti na zéklad¢ pozadavku Zadavatele
nebo CRO.

14) The Provider of healthcare services shall

account for the travel expenses paid to CRO
(including a detailed breakdown of amounts
expended on individual patients for a
particular period) at the end of each relevant
calendar six months at the request of the
Sponsor or CRO.

15)

Po wvycCerpani tii Ctvrtin  pauSalu je
Poskytovatel zdravotnich sluzeb opravnén
vystavit dalsi fakturu, a to ve stejné vysi
jako ptredchozi.

15) After three quarters of the lump sum payment

are exhausted, the Provider of healthcare
services shall be authorised to issue
another invoice in the same amount as the
previous one.
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16)

V piipadé, ze nedojde k ¢erpani uhrazeného
pausalu viibec nebo v pfipadé, ze pausal
nebude beze zbytku vycerpan, Poskytovatel
zdravotnich sluzeb vrati nevycerpanou
castku zpét CRO, a to na bankovni ucet, v
pripadé potfeby urceny a poskytnuty ze
strany CRO.

16)

In the event that the paid lump sum amount
is not used at all or in the event that the entire
amount of the lump sum amount is not used
completely, the Provider of healthcare
services shall refund the unused amount to
the CRO, to the bank account, eventually
designated and informed by CRO.

18) Zadavatel, prostfednictvim CRO uhradi za

kazdého pacienta, ktery nebude ispésny pii
screeningu, a to v souladu s Ptilohou ¢. 2
Rozpocet. Poskytovatel zdravotnich sluzeb
musi zdokumentovat vSechna vstupni
vySetfeni provedend pred neuspéSnym
screeningem a zajistit, aby pacient podepsal
formular informovaného souhlasu.
Zadavatel prostifednictvim CRO neuhradi
zadné postupy provedené u pacienta po
neuspéSném screeningu.

18)

Sponsor, through CRO will pay for each
subject who fail screening the in accordance
with Annex 2 Budget. The Site must
document all  screening  procedures
completed prior to screen failure and must
ensure that the subject has signed an
informed consent form. Sponsor through
CRO will not pay for any procedures carried
out after the subject has failed screening.

19) Veskeré  faktury  vystavené
Poskytovatelem zdravotnich sluzeb na
zaklad¢ této Smlouvy budou obsahovat
nalezitosti danového dokladu. Odmeéna,
jakoz 1 dal§i castky, na které vznikl
Poskytovateli zdravotnich sluzeb narok na
zakladé této Smlouvy, jsou splatné ve lhité
XXX dni ode dne doruceni faktury CRO.
Platby odmény uvedené v Rozpisu plateb
predstavuji  jediny a vyluény zpisob
finan¢éniho vypofadani mezi smluvnimi
stranami. Zadavatel timto prohlasuje, Ze

19)

All invoices issued by the Provider of
healthcare services under this Agreement
shall contain the particulars of a tax
document. The compensation, as well as
other amounts due to the Provider of
healthcare services under this Agreement,
shall be payable within XXX days from the
date of receipt of the invoice by CRO. The
compensation payments specified in the
payment schedule shall be the only and
exclusive means of financial settlement
between the Parties. The Sponsor hereby
declares that they did not conclude a separate
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neuzaviel se ZkouSejicim  separatni
smlouvu na odménu za klinické hodnoceni.

Vsechny faktury musi byt vystaveny vcas,
musi obsahovat nazev a Cislo Protokolu,
podrobné shrnuti platby, ktera ma byt
provedena, a podklady (pokud existuji) a
musi byt adresovany:

SOTIO Biotech AG

zastoupena Fortrea Inc., 8 Moore Drive,
Durham, NC 27709, USA

DIC: 223265977

CRO email:
XXX
a V kopii vase CRA

Referen¢ni udaje: CISLO PROTOKOLU,
ptijmeni zkousejiciho

Uhrada faktur s netiplnymi informacemi
muze byt zpozdéna.

agreement with the Investigator for

compensation for the clinical trial.

All invoices must be timely and must
contain the Protocol title and number, a
detailed summary of the payment to be
made, supporting documents (if any), and
be addressed to the following:

SOTIO Biotech AG

c/o

Fortrea Inc. 8 Moore Drive, Durham,
NC 27709, USA

VAT ID: 223265977

CRO Email:

XXX

and copy your CRA

Reference: PROTOCOL NUMBER,

Investigator last name

Invoices missing any of the above
information may result in delayed payment

20) Zadavatel neni povinen platit odménu za

subjekt hodnoceni, ktery:

a) neni kvalifikovan pro ucast v klinickém
hodnoceni na =zaklad¢ kritérii pro
zafazeni  subjektu  hodnoceni dle
Protokolu;

souhlas a
screeningova

b) nepodepsal informovany
nebyla provedena
vySetfeni; nebo

C) jej neni mozné hodnotit z dtvodd
nedodrzeni Protokolu nebo jiného
poruseni povinnosti ze  strany
Poskytovatele zdravotnich sluzeb nebo
Zkousejiciho.

20) The Sponsor shall not be obligated to pay

compensation for a trial subject who:

a) is not qualified to participate in the
clinical trial on the basis of the inclusion
criteria for a trial subject according to the
Protocol;

b) did not sign the informed consent and no
screening examinations have been
performed; or

cannot be assessed for reasons of non-
compliance with the protocol or other
breach of obligations on the part of the
Provider of healthcare services or the
Investigator.

21)

Dotazy tykajici se vhodnosti subjektu
hodnoceni pro zatfazeni do klinického
hodnoceni musi byt adresovany Zadavateli
ptimo nebo prostiednictvim CRO, a to pted
zafazenim daného subjektu hodnoceni do
klinického hodnoceni. Zadavatel je povinen
tyto dotazy bez zbyteéného odkladu
zodpovedet.

21)

Questions concerning the suitability of a trial
subject for enrolment in a clinical trial must
be addressed to the Sponsor directly or
through the CRO, prior to the inclusion of a
subject in the clinical trial. The Sponsor is
obligated to answer these questions without
undue delay.
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22) Odmeéna za subjekty hodnoceni, kteti byli z
klinického hodnoceni vyfazeni, Se vypocita

22) Compensation for trial subjects who have
been excluded from the clinical trial will be
calculated in proportion to the number of

umérné k poctu skutecné vykonanych
navstév a procedur dle Protokolu.

actual visits and procedures performed per
Protocol.

X.
Zachovani mléenlivosti, ochrana osobnich

udaju a duSevniho vlastnictvi

X

Maintaining non-disclosure, protection of
personal data and intellectual property

1) Smluvni strany se za podminek stanovenych
vV tomto Cclanku zavazuji zachovavat
mlcenlivost 0 informacich a udajich
tykajicich se klinického hodnoceni, a to bez
¢asového omezeni. Tyto udaje se povazuji
za daveérné, s vyjimkou pfipadi, kdy je
smluvni stranou, v jejiz neprospéch by
vést, vyslovné uvedeno, Ze se nejedna o
duvérné informace. Na duavérné informace
se vSak tyto podminky nevztahuji, jakmile
jsou tyto informace za béznych okolnosti
obecn€ zndmé a vetejné dostupné, ledaze by
k jejich zvefejnéni doslo v disledku
poruseni povinnosti jedné ze stran.

1) The Parties undertake to maintain
confidentiality of the information and data
relating to the clinical trial without time limit
under the terms set forth in this Article.
These data are considered confidential,
except for cases where the party to the
agreement to which the disclosure of this
information is detrimental may lead is
expressly stated not to be confidential
information. However, confidential
information is not subject to these terms once
such information is generally known under
normal circumstances and is publicly
available, unless such disclosure occur as a
result of a breach of obligations on the part
of either party.

2) Smluvni strany nesméji pfimo ¢i nepfimo
zptistupnit tyto informace a udaje tieti
osobg, s vyjimkou situaci blize upravenych
vV souCasné pravni Uprave a dale v této
Smlouve. Vsechny osoby, kterym jsou tyto
informace a tidaje poskytnuty, v§ak musi byt
v okamziku jejich poskytnuti informovany o
davérnosti sdélenych informaci a Udaju a
jsou vazany mlcenlivosti ve stejném
rozsahu, jak je stanoveno Vv této
Smlouvé.Informacemi a udaji se pro ucely
této Smlouvy rozumi zejména veskeré
informace a tudaje zahrnujici zejména
informace o struktuie, sloZeni hodnoceného
1é¢ivého pripravku, pouzitych technickych
procesech pfi jeho vyrobé, informace o
obchodni a registracni strategii Zadavatele,
Protokol klinického hodnoceni, informace
spadajici pod obchodni tajemstvi Zadavatele
a CRO a dalsi informace jako daveérné
oznaCené a poskytnuté v souvislosti s
provedenim tohoto klinického hodnoceni a
dale osobni udaje pacientil zatazenych do
tohoto klinického hodnoceni. Poskytovatel

2) The Parties may not, directly or indirectly,
make this information and data available to a
third party, except for situations specified in
the current legislation and further in this
Agreement. However, all persons to whom
this information and data are provided must
be informed at the time of disclosure about
the confidentiality of disclosed information
and data, and are bound by confidentiality to
the same extent as set out in this Agreement.
For the purposes of this Agreement,
information and data shall mean in particular
all information and data including in
particular information on the structure, the
composition of the Investigational Medicinal
Product, the technical processes used in its
production, information on Sponsor’s
business and registration strategy, the
clinical trial protocol, information belonging
to the trade secrets of the Sponsor, and CRO
and other information identified as
confidential and provided in connection with
the conduct of this clinical trial, as well as
personal data of patients included in this
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zdravotnich sluzeb neni dale opravnén
zvetejiiovat jakékoliv, byt dil¢i, informace
vzeslé z klinického hodnoceni jako napf.
souhrn dat o studii ¢i jiné informace, ze
kterych by bylo mozné dovodit G¢innost ¢i
bezpecnost provadéného  klinického
hodnoceni a rovnéz neni Poskytovatel
zdravotnich sluzeb opravnén poskytovat
jakékoliv informace zastupctim

clinical trial. Furthermore, the Provider of
healthcare services shall not be authorised to
publish any information, even partial,
resulting from the clinical trial, such as, for
example, summary of study data or other
information from which it would be possible
to deduce the efficacy or safety of the
conducted

sdélovacich prostiedkli o provadéném
klinickém hodnoceni (s vyjimkou pouhé
informace o tom, ze je klinické hodnoceni
ve Zdravotnickém zafizeni provadéno).

clinical trial, and Provider of healthcare
services also shall not be authorised to
provide any information to representatives of
the media about the conducted clinical trial
(except merely about information that the
clinical trial is conducted at the Institution).

3) V ptipadé, Ze kterakoliv ze smluvnich stran

bude povazovat za nezbytné zpiistupnit
vys$e uvedené informace a tidaje, nebo jejich
Cast tfeti osob&, u které lze duvodné
ocekavat, ze je nezneuZzije, je tato smluvni
strana povinna vyzadat si ptfedchozi
pisemny souhlas druhé strany. Nasledné je
tato smluvni strana povinna poucit tuto tieti
osobu o dulezitosti téchto informaci a tdaju
a zavazat ji kpovinnosti mlcenlivosti v
souladu a v rozsahu dle této Smlouvy. Pro
vylouceni vSech pochybnosti se smluvni
strany dohodly, Ze Zadavatel je opravnén
poskytnout diveérné informace ostatnich
smluvnich stran ttetim stranam
spolupracujicim se Zadavatelem na
klinickém hodnoceni, a to bez predchoziho
pisemného souhlasu téchto smluvnich stran.

3)

In the event that any of the Parties deems it
necessary to make the above-described
information and data, or any part thereof,
available to a third party who can be
reasonably expected not to abuse it, such
party shall be required to obtain prior written
consent of the other party. Consequently,
such party shall be obligated to instruct this
third party on the importance of this
information and data and to obligate such
third party to maintain confidentiality in
accordance with and to the extent as under
this Agreement. For the avoidance of any
doubt, the Parties agree that the Sponsor is
entitled to disclose confidential information
of the other Party to third parties
collaborating with the Sponsor on the
clinical trial without the prior written consent
of such Party.

4) Pokud je z divodu stanovenych zakonem

nezbytné tyto informace a udaje zpfistupnit,
zpfistupnujici strana o tom neprodlené
pisemné informuje druhou stranu a sama
nebo spole¢né s druhou stranou informuje
druhou stranu a podporuje ji ve vSech
ukonech, které maji zabranit Skodam
vzniklym v této souvislosti.

4)

If it is necessary for reasons stipulated by law
to make such information and data available,
the disclosing Party shall immediately notify
the other Party in writing and, alone or
jointly with the other party, shall inform and
support the other party of/in any acts to
prevent any damage occurring in this
context.
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5) Smluvni strany zarucuji, ze budou zpracovavat
osobni udaje subjektd hodnoceni ziskané v
souvislosti s provadénim  klinického
hodnoceni Vv souladu se zékonem ¢.
110/2019 Sb., o zpracovani osobnich udaju,
ve znéni pozd¢jsich predpist, a Nafizenim
Evropského parlamentu a rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu téchto
udaji a o zruseni smérnice 95/46/ES
(obecné nafizeni o ochrané osobnich tdajt),
a to vylucné pro potieby uvedeného
klinického hodnoceni. Konkrétni podminky
zpracovani osobnich udaji jsou ujednany
v priloze €. 3 této smlouvy.

5) The Parties warrant that they shall process the
personal data of the trial subjects obtained in
connection with the conduct of the clinical
trial in accordance with Act No. 110/2019
Coll., on the processing of personal data, as
amended, and the regulation of the European
Parliament and Council (EU) 2016/679 of 27
APR 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data, and repealing Directive 95/46/EC
(General Data Protection Regulation),
exclusively for the needs of the
aforementioned clinical trial. Detailed
conditions on personal data processing are
agreed in Appendix 3 of this Agreement.

6) Zkousejici provede pseudonymizovani tdaju
ziskanych v pribéhu klinického hodnoceni a
kédovani identifikaénich udaji subjektd
hodnoceni v souladu s pisemnymi pokyny
Zadavatele (které mohou byt poskytnuty
prostfednictvim CRO). Zadavatel bude
Zkousejicim ¢i Poskytovatelem zdravotnich
sluzeb informovan o jakémkoliv zniCeni,
ztraté, zmeéné¢ nebo  neopravnéném
zptistupnéni  nebo  zvefejnéni  udaji
ziskanych v prubéhu klinického hodnoceni,
a to nejpozdéji do jednoho (1) pracovniho
dne ode dne vzniku takové udalosti.

6) The Investigator shall perform pseudo-
nymisation of the data obtained during the
clinical trial and coding of the identification
data of the trial subjects in accordance with
the Sponsor’s written instructions (which
may be provided through the CRO). The
Sponsor shall be informed by the Investigator
or Provider of healthcare services of any
destruction, loss, alteration or unauthorised
disclosure or publishing of data obtained
during the course of the clinical trial no later
than one (1) business day from the date of the
occurrence of such event.

7) Poskytovatel zdravotnich sluzeb a Zkousejici
zpracovavaji pouze spravné udaje, které
jsou systematicky aktualizovany, nepfesné a
neuplné udaje jsou opraveny v souladu s
ptislusSnymi pravnimi predpisy. Zkousejici
na pozadani subjektu hodnoceni mu
kdykoliv umozni pfistup k jeho udajim,
jejich doplnéni, aktualizaci nebo opravu a
ihned uvédomi Zadavatele o této zadosti.

7) The Provider of healthcare services and the
Investigator only process correct data that is
systematically updated, while inaccurate and
incomplete data are corrected in accordance
with the applicable regulatory requirements.
At the request of a trial subject, the
Investigator shall allow the trial subject
access to his/her data and any additions,
updates, or corrections thereto, and shall
immediately notify the Sponsor of such
request.

8) Vysledné tdaje z klinického hodnoceni
jsou vyhradnim vlastnictvim Zadavatele. V
ptipad¢, ze v ramci provadéni klinického
hodnoceni vznikne vynalez podle zdkona €.
527/1990 Sb. o vynalezech, primyslovych
vzorech a zlepSovacich navrzich, ptiCemz
puvodcem (ptivodci) podle ceského prava je
Zkousejici a/nebo  dalsi zaméstnanci
Poskytovatele zdravotnich sluzeb, naleZzi
pravo na puvodce ZkouSejicimu a/nebo
jinému pavodci (dale jen "Puvodci").

8) The resulting data of the clinical trial is the
exclusive property of the Sponsor. In the
event that an invention is created within the
scope of the conduct of the clinical trial in
accordance with Act No. 527/1990 Coll., on
inventions, designs, and improvements, with
the Investigator and/or other employees of the
Provider of healthcare services being an
inventor(s) according to Czech law, the right
of origin belongs to the Investigator and/or to
another originator thereof (hereinafter
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Pivodci vynalezu se zavazuji kazdy takovy

vynalez neprodlené¢ pisemné ohlasit

Poskytovateli zdravotnich sluzeb podle § 9

odst. 2 zakona €. 527/1990 Sb. a Zadavateli.

Poskytovatel zdravotnich sluzeb se zavazuje

kazdy takovy vynalez uplatnit v¢as ve lhtité

tff mésict od obdrzeni zpravy o takovém

vynalezu podle § 9 odst. 3 zakona C.

527/1990 Sb. Poskytovatel zdravotnich

sluzeb je povinen na pisemnou zadost

Zadavatele bez zbyte¢ného odkladu

bezplatn¢ postoupit veskera prava k

takovym vynaleziim, véetné¢ prava podat

patentovou piihlasku v Ceské republice
nebo pro Ceskou republiku a v zahrani¢i, na

Zadavatele. Nahrada za pfipadny pifevod

tohoto préva k patentu je zahrnuta v ndhradé

upravené podle ¢l. IX.

Pfi podavani téchto patentovych piihlasek
budou Poskytovatel zdravotnich sluzeb a
Piivodci spolupracovat se Zadavatelem s
ohledem na to, aby Zadavetel ziskal veSkera
prava a vlastnické pravo k t€émto vynaleztim,
a na jejich prosazovani a obhajobu v rozsahu,
ktery lze spravedlivé pozadovat na néaklady
Zadavatele. V ptipadé, Ze Poskytovatel
zdravotnich sluzeb a/nebo Puvodce vytvori v
ramci provadeéni klinického hodnoceni dilo
ve smyslu autorského zakona, Poskytovatel
zdravotnich sluzeb a Piivodce timto poskytuji
Zadavateli bezplatnou, v€asnou a uzemné
neomezenou, neodvolatelnou licenci k uziti
takového dila pro veskeré soucasné i budouci
uziti bez uvedeni autorskych prav s uzitim
zahrnujicim mimo  jiné  publikovani,
propagaci, skoleni a vzdélavani. Zadavatel je
zejména opravnén kopirovat, distribuovat,
prekladat a upravovat takové dokumenty
chranéné autorskym pravem.

referred to as the “Originators”). The
originators of the invention undertake to
report in writing any such invention without
delay to the Provider of healthcare services
according to Section 9(2) of Act No.
527/1990 Coll.,, and to the Sponsor. The
Provider of healthcare services shall claim
any such invention timely within a period off
three months from the receipt of the report off
the such invention according to Section 9 (3)
of Act No. 527/1990 Coll. The Provider off
healthcare services shall assign any and all
rights to such inventions, including the right
to file patent applications in or for the Czech
Republic and abroad, to the Sponsor free of
charge upon written request by Sponsor
without undue delay. Compensation for the
potential transfer of this right to a patent is
included in the compensation adjusted under
Art. IX.

When submitting these patent applications,
the Provider of healthcare services and
Originators shall cooperate with the Sponsor
with respect to vesting in Sponsor all right and
title in such inventions, and prosecution and
defense to the extent that it can be fairly]
demanded at cost and expense of Sponsor. In
the event that a work is created within the
meaning of the copyright law by the Provider
of healthcare services and/or the Investigator
as part of the conduct of the clinical trial, the
Provider of healthcare services and the
Investigator shall hereby provide the Sponsor,
with a free, timely and territorially unlimited,
irrevocable license to use such work for all
present and future uses without mentioning of
copyrights with uses including, without
limitation, publication, promotion, training
and education. The Sponsor is especially]
authorized to copy, distribute, translate and
modify such copyright protected documents.
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9) Touto Smlouvou nejsou Poskytovateli

zdravotnich sluzeb ani ZkousSejicimu
udélena jakdkoli prava na zvefejnéni.
Podpisem této Smlouvy Poskytovatel

zdravotnich sluzeb a ZkousSejici berou na
védomi, ze uvedené se vztahuje na jakoukoli
formu zvefejnéni véetné¢  odbornych
publikaci, ¢lankd, prezentace na internetu,
prezentace omezenému poctu osob atd.
Poskytovatel zdravotnich sluzeb se zavazuje
zajistit, aby uvedeny zavazek byl dodrzovan
i ze strany ZkousSejiciho a ostatnich osob
podilejicich se na provedeni klinického
hodnoceni.

9) Neither the Provider of healthcare services nor
the Investigator shall be granted any rights to
publication under this Agreement. By
signing this Agreement, the Provider of
healthcare services and the Investigator
acknowledge that this shall apply to any
form of publication, including professional
publications, articles, internet presentations,
presentations to a limited number of persons,
etc. The Provider of healthcare services
undertakes to ensure that this obligation is
upheld also by the Investigator and other
persons participating in the conduct of the
clinical trial.

10) Ustanoveni tohoto ¢lanku nejsou omezena
délkou trvani této Smlouvy. Povinnosti
Poskytovatele  zdravotnich  sluzeb a
ZkousSejiciho pozbyvaji platnosti ke dni, kdy
se takové informace stanou verejn¢
dostupnymi, aniz by doSlo k pochybeni
Poskytovatele  zdravotnich  sluzeb ¢i
Zkousejiciho, anebo k datu, kdy Zadavatel
vydal souhlas s piistupem K vyse uvedenym
informacim, které byly pfedmétem ochrany.

10) The provisions of this Article are not limited
by the duration of this Agreement. The
obligations of the Provider of healthcare
services and Investigator shall cease to exist
as of the date when such information
becomes publicly available, without any
misconduct by the Provider of healthcare
services or Investigator, or on the date when
the Sponsor has given consent to access to
the above information that was the subject of

protection.
XI. XI.
Narok Poskvtovatele zdravotnich sluZeb a Entitlement of the Provider of healthcare
ZkouSejiciho na nahradu dijmy rvi nd the Investi r

compensation for damages

1) Zadavatel se zavazuje, Ze v piipadé, Ze

Poskytovatel  zdravotnich  sluzeb  ¢i

Zkousejici budou na zakladé pravomocného

rozhodnuti povinni nahradit subjektu

klinického  hodnoceni, poptf. dal$im

opravnénym osobam:

a) Skodu, ktera vznikla v dusledku
provadéni tohoto klinického
hodnoceni,

1) The Sponsor undertakes that, in the event
that the Provider of healthcare services or the
Investigator, on the basis of an authorised
decision, shall be obligated to compensate a
clinical trial subject or other entitled persons:

a) for damage incurred as a result of this
clinical trial,

b) nemajetkovou Ujmu zplusobenou Vv
disledku provadéni klinického
hodnoceni,

nahradi Poskytovateli zdravotnich sluzeb ¢i
Zkousejicimu ¢astky, které tito budou povinni z
vySe uvedenych tituld uhradit subjektu
klinického hodnoceni ¢i opravnénym osobam.

b) for non-monetary damage caused as a
result of the clinical trial conduct,

Sponsor shall reimburse the Provider of
healthcare services or Investigator for the
amounts which, from the above titles, they are
obligated to pay to the clinical trial subject or to
entitled persons.
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2)

Zadavatel neni povinen k nahradé ujmy dle
¢l. XI., odst. 1) této Smlouvy v rozsahu, ve
kterém tato byla zptisobena:

a) protipravnim umyslnym i
nedbalostnim jednanim ¢i  jinym
poruSenim povinnosti stanovenych
pravnim predpisem anebo touto
Smlouvou ze strany Poskytovatele
zdravotnich sluzeb a/nebo
Zkousejiciho; nebo

b) porusenim povinnosti Poskytovatele
zdravotnich sluzeb oznamit Zadavateli,
7ze byl pisemné vznesen narok na
nahradu Gjmy, a to ve lhuté 7 (sedmi)
pracovnich dnti od okamziku, kdy tento
narok byl vznesen, nejpozdéji vSak do
7 (sedmi) pracovnich dnii od okamziku,
kdy se tuto skute¢nost dozvédél nebo
dozvédét mél a mohl; nebo

€) porusenim povinnosti uchovavat a vést
pfislusnou dokumentaci ze strany
ZkouSejictho nebo  Poskytovatele
zdravotnich sluzeb s tim, ze takové
poruSeni nebylo nenapraveno a tato
skute¢nost méla za nasledek to, Ze proti
naroku na nadhradu ujmy nebylo mozné
se branit.

Poskytovateli zdravotnich sluzeb dale
nevznika narok na nahradu jmy v piipade,
ze uznal narok na nahradu Gjmy vzneseny
subjektem hodnoceni, aniz by predem uplné
informoval Zadavatele v pisemné formé a
obdrzel od Zadavatele jeho pisemny
souhlas; Poskytovatel zdravotnich sluzeb je
povinen o takovém néroku a o zamysleném
postupu informovat Zadavatele ve lhuté
uvedené Vv ¢l Xl odst. 2 pism. b) této
Smlouvy a Zadavatel je povinen do 15 dni

2)

Sponsor is not obligated to compensate for
damages according to Art. XI., par. 1) of this
Agreement to the extent that it was caused

by:

a) an unlawful willful or negligent act or
other breach of obligations stipulated by
a legal regulation or this Agreement by
the Provider of healthcare services
and/or the Investigator; or

b) breach of an obligation by the Provider
of healthcare services to inform the
Sponsor that a claim for damages
compensation has been made in writing,
within 7 (seven) working days from the
moment this claim is made, however, no
later than 7 (seven) working days from
the moment they learned or should have
and could have learned of this fact; or

c) breach of the obligation to retain and
maintain appropriate documentation on
the part of the Investigator or Provider
of healthcare services, provided that
such breach has not been remedied and
that this resulted in the fact that it was
not possible to defend against a claim
for damages.

Furthermore, the Provider of healthcare
services shall not be entitled to compensation
for damages in the event that it has
recognized a claim for compensation for
damages made by a trial subject without
prior written notification to the Sponsor and
receipt of written consent from the Sponsor;
the Provider of healthcare services shall be
obligated to inform the Sponsor of such
claim and of the intended procedure within
the time limit stated in Art. XI, par. 2(b) of
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ode dne podani pisemné informace sdélit
své vyjadieni k dalsimu spole¢nému
postupu. V piipadé, ze se Zadavatel v
patnactidenni 1hité nevyjadii, plati, ze s
uznadnim naroku souhlasi. Poskytovatel
zdravotnich sluzeb se zavazuje, ze
v piipadé, kdy subjekt hodnoceni uplatni
takovy narok, ucini na zadost Zadavatele
veskeré ukony nezbytné k co mozna
nejucinnéjSimu spolecnému  postupu
Zadavatele a Poskytovatele zdravotnich
sluzeb vuci takovému naroku, vznesenému
subjektem hodnoceni.

this Agreement and the Sponsor shall be
obligated, within 15 days from the date of
submission of written information, to notify
of its opinion for the next joint procedure. In
the event that the Sponsor does not express
its opinion within a fifteen-day period, it
shall agree with the acknowledgement of the
claim. The Provider of healthcare services
undertakes that, in the event that a trial
subject asserts such a claim, at the request of
the Sponsor it shall take all actions necessary
for the Sponsor and the Provider of
healthcare services to act as effectively as
possible against such a claim made by a trial
subject.

XIl.
Piedéasné ukoncéeni Smlouvy

XIl.
Early termination of the Agreement

1) Tato Smlouva nabyva platnosti okamzikem | 1) This Agreement shall become effective upon
jejiho podpisu vSemi smluvnimi stranami a its signing by all Parties and shall become
uéinnosti dnem jejiho zvetfejnéni v souladu effective on the date of its publication in
se zdkonem ¢. 340/2015 Sb., o registru accordance with Act No. 340/2015 Coll., on
smluv (dale jen ,,zakon 0 registru smluv”). the register of contracts, as amended (the
Smluvni strany se dohodly, ze Zadavatel “Act on Register of Contracts”). The
ptipravi modifikovanou verzi Smlouvy pro Parties agree that the Sponsor shall prepare a
ucely jejiho uvetejnéni na zakladé zakona 0 modified version of the Agreement for the
registru smluv. V modifikované verzi purposes of its publication pursuant to the
Smlouvy Zadavatel znecitelni tidaje tykajici Act on Register of Contracts. In the modified
se obchodniho tajemstvi Zadavatele ve version of the Agreement, the Sponsor will
smyslu § 504 Obcanského zakoniku a redact personal data and any data related to
osobni tdaje. Pro potieby tohoto ustanoveni the trade secrets of the Sponsor pursuant to
jsou za obchodni tajemstvi Zadavatele ¢i Section 504 of the Civil Code. For the
jiné davérné udaje povazovany piedev§im purposes of these provisions, all information
veskeré informace o designu klinického concerning the design of the clinical trial, the
hodnoceni, protokolu klinického hodnoceni, clinical trial protocol, detailed payment
detailnich rozpisech plateb, Investigator’s schedules, the Investigator’s Brochure, the
Brochure, pojistné smlouve, pojistném insurance policy, the insurance certificate,
certifikatu, poctu subjektii hodnoceni a o the number of trial subjects, any
ptipadné kompenzaci poskytované compensation provided to trial subjects, or
subjektim hodnoceni. Zadavatel zaSle any other confidential data, are considered to
Poskytovateli zdravotnich sluzeb be the trade secret of the Sponsor. The
modifikovanou verzi této Smlouvy do 15 Sponsor shall forward to the Provider of
dni od uzavieni Smlouvy. Poskytovatel healthcare services a modified version of this
zdravotnich sluzeb nasledné zajisti jeji Agreement within 15 days of concluding the
uvetejnéni a neprodlené o tom informuje Agreement. The provider of healthcare
Zadavatele. services shall subsequently ensure its

publication and shall notify the Sponsor
without undue delay.
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2) Kterakoliv ze smluvnich stran je opravnéna | 2) Either of the Parties is entitled to cancel this
tuto Smlouvu pisemné vypovédét na Agreement in writing based upon notice of
zékladé vypovédi s vypovédni lhitou v 30 days, starting on the first day of the month
délce 30 dni, kterda pocind bézet prvnim following the month in which the notice was
dnem mésice nasledujiciho po doruceni served to the other Party, and only in the
vypovedi druhé smluvni strané, a to pouze v following cases:
nasledujicich ptipadech:

a) pokud néktera dalsi smluvni strana a) if any of the other Parties fails to meet or
nesplni ¢i neplni jakékoliv ustanoveni fulfil any of the provisions of this
této Smlouvy a neodstrani zavadny stav Agreement and fails to remedy the
ani ve lhaté 15 (patnacti) kalendainich defective state within 15 (fifteen)
dnl od doruceni pisemné vyzvy k jeho calendar days of delivery of a written
odstranéni; request for remedy;

b) bude-li riziko vyplyvajici z aplikace b) if, at the discretion of the Sponsor or
hodnoceného 1é¢ivého ptipravku pro Investigator, the risk resulting from the
subjekty  hodnoceni, dle tvahy application of the Investigational
Zadavatele ¢i ZkouSejiciho neumérné Medicinal Product to the clinical trial
Zvyseno; subjects is increased disproportionately;

C) v ptipadé podstatného poruseni jakékoliv c) in the event of a material breach of any
smluvni  povinnosti  jinou smluvni contractual obligation by any other
stranou. contracting party.

3) Zadavatel je opravnén vypovédét tuto | 3) The Sponsor is entitled to terminate this
Smlouvu na zaklad¢ vypovédi s vypovedni Agreement based upon notice of 30 days
Ihitou v délce 30 dni, ktera pocind bézet starting on the first day of the month
prvnim dnem mésice nasledujiciho po following the month in which the notice was
doruceni  vypovédi zbylym  smluvnim given to the remaining parties, if it
stranam, pokud zjisti, ze klinické hodnoceni determines that the clinical trial is not
neni védecky nebo technicky proveditelné scientifically or technically feasible or is
nebo je proveditelné pouze s nepifimeérenymi only feasible with disproportionate cost or
naklady ¢i rizikem pro subjekty hodnoceni. risk to the trial subjects.

4) Dojde-li k predcasnému ukonceni této | 4) If this Agreement is terminated early for
Smlouvy zdavodi uvedenych vySe v reasons mentioned above under Sections

ustanoveni odst. 2), pism. a) a/nebo c), je
smluvni strana, kterd svym jednanim dala
podnét k ukonceni této Smlouvy (tj. smluvni
strana, kterd svym jednanim porusila tuto
Smlouvu), povinna nahradit  zbylym
smluvnim Strandm veskeré naklady, které tato
skute¢né v souvislosti s plnénim  této

2(a) and/or (c), the Party that through its
acting triggered the termination of this
Agreement (i.e., the Party that breached this
Agreement) shall be obligated to compensate
the remaining Parties for any costs actually
incurred by them in connection with the
performance of this Agreement. The costs

Smlouvy vynalozila. Naklady se hradi v
pomeéru, v jakém nedoslo ke splnéni jejiho
pifedmétu a ucelu.

shall be paid in proportion in which the
subject matter and purpose of the Agreement
have not been fulfilled.
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5) V pfipadé, Ze tato Smlouva bude ukonena z | 5) In the event that this Agreement is
nékteré¢ho duvodu uvedeného v ustanoveni terminated for any reason specified in
odst. 2), a/nebo 3) tohoto ¢lanku pied Sections 2) and/or 3) of this Article before its
okamzikem jejiho ukonéeni uvedenym v ¢l. termination specified in Art. V. of this
V. této Smlouvy, Poskytovatel zdravotnich Agreement, the Provider of healthcare
sluzeb services
a) S okamzitou G¢innosti ukonéi zafazovani a) shall terminate the enrolment of trial
subjekti  hodnoceni do  klinického subjects to the clinical trial with
hodnoceni; a immediate effect; and

b) ukonéi 1é¢bu subjekti hodnoceni podle b) shall cease treatment of the trial subjects
Protokolu a pokyni Zadavatele nebo in accordance with the Protocol and
CRO, a to co nejdiive zplsobem Sponsor’s or CRO’s instructions, as soon
povolenym a piipustnym z lékatského as possible, as medically permitted and
hlediska. permissible.

6) Poskytovatel zdravotnich sluzeb | 6) However, even in the event of early
prostiednictvim ZkouSejiciho je vSak i v termination of the Agreement, the Provider
ptipadé pied¢asného ukonceni Smlouvy of healthcare services, through the
povinen dokoncit shromazdovani tdaju a Investigator, is obligated to complete data
vypliiovani zaznamu 0 subjektech hodnoceni collection and completion of trial subject
v ramci klinického hodnoceni, nestanovi-li records within the scope of the clinical trial,
Zadavatel nebo CRO jinak. Do 90 unless otherwise specified by the Sponsor or
(devadesati) dni ode dne ukonéeni Smlouvy the CRO. Within 90 (ninety) days from the
poskytne Poskytovatel zdravotnich sluzeb date of termination of the Agreement, the
prostiednictvim  ZkouSejiciho  Zadavateli Provider of healthcare services shall, through
vSechny udaje shromazdéné v souvislosti s the Investigator, provide the Sponsor with all
klinickym hodnocenim, vcetné zpravy o data collected in connection with the clinical
prubéhu klinického hodnoceni a zavére¢né trial, including the clinical trial progress
zpravy popsané vyse, a pokud neni v této report and the final report described above,
Smlouvé uvedeno jinak, vrati Zadavateli and, unless otherwise specified in this
ptimo, piipadné prostfednictvim CRO, Agreement, shall return to the Sponsor
vSechny materialy aptipravky poskytnuté Kk directly, possibly through the CRO, all
provadéni klinického hodnoceni. Za tyto materials and products provided for the
¢innosti nalezi Poskytovateli zdravotnich conduct of the clinical trial. The Provider of
sluzeb odména dle ¢l. IX. této Smlouvy. healthcare  services is entitled to

compensation for these activities according
to Art. IX. of this Agreement.
XII1. X1
Zivérecna ustanoveni Final provisions

1) Pravni vztahy vznikajici z této Smlouvy, | 1) Legal relations arising from this Agreement,
jakoz 1 prédvni vztahy se Smlouvou as well as legal relations to the related

souvisejici, vCetné otazek platnosti a Agreement, including issues of validity and
nasledku neplatnosti se fidi ¢eskym pravem. consequences of invalidity are governed by
Prava a povinnosti smluvnich stran Czech law. The rights and obligations of the
neupravena touto Smlouvou se fidi zejména Parties not regulated by this Agreement are
Obcanskym zakonikem,  zakonem governed in particular by the Civil Code, the
0 lécivech a ostatnimi pravnimi pfedpisy Act on Pharmaceuticals and other legislation
platnymi na izemi Ceské republiky. applicable in the territory of the Czech
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Republic.

2)

Jakékoli spory vyplyvajici nebo souvisejici
s touto Smlouvou budou rozhodovany
vyhradng  piislusnymi  soudy  Ceské
republiky.

2) Any disputes arising from or related to
this Agreement shall be exclusively decided
upon by the competent courts of the
Czech Republic.

3)

Tato Smlouva nahrazuje veskera ptedchozi
ujednani v této zalezitosti mezi smluvnimi
stranami.

3)This Agreement supersedes all
previous arrangements in this matter
between the Parties.

4)

Zmény a dopliiky této Smlouvy jsou mozné
jen pisemnou dohodou smluvnich stran.
Smluvni strany nemusi uzavirat dodatek k
této Smlouve v pripadé tzv. nepodstatnych
zmén Protokolu klinického hodnoceni.
Nepodstatnou zménou protokolu se ptitom
rozumi takova zména Protokolu, ktera se
v souladu s pravnimi predpisy nemusi
ohlasovat Statnimu ustavu pro kontrolu
1é¢iv a etickym komisim a kterd neméni
rozsah ¢i zptsob provadéni tikont (zejména
vySetfeni) provadénych Poskytovatelem
zdravotnich sluzeb ¢i Zkousejicim v ramci
klinického hodnoceni a nema tedy jakykoli
vliv. na vysi odmény za provadéni
klinického hodnoceni. Nepodstatné zmény
Protokolu jsou u¢inné dnem jejich doruceni
Zkousejicimu a Poskytovateli zdravotnich
sluzeb.

4) Changes and supplements to this
Agreement are possible only by written
agreement of the Parties. The Parties do not
need to conclude an amendment to this
Agreement in the event of so-called non-
substantial changes to the clinical trial
Protocol. A non-substantial amendment to
the Protocol is one that does not have to be
reported to Statni ustav pro kontrolu léciv
[State Institute for Drug Control] and Ethics
Committees in accordance with legal
regulations and which does not change the
scope or manner of performing the
procedures  (especially  examinations)
performed by the Provider of healthcare
services or the Investigator within the clinical
trial and therefore has no influence on the
amount of compensation for conducting the
clinical trial. Non-substantial Protocol
amendments shall be effective as of the date
of their receipt by the Investigator and the
Provider of healthcare services.

5)

Soucasti této Smlouvy jsou tyto ptilohy:

a) Priloha ¢.
hodnoceni

b) Piiloha €. 2- rozpocet

c) Piiloha ¢. 3 — Zpracovani osobnich tidaja

1 - protokol Kklinického

5) The following appendices are part of this

Agreement:

a) Appendix 1 - Clinical Trial Protocol
b) Appendix 2 — Budget
c) Appendix 3 — Personal data processing
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6)

V piipadé rozporu mezi touto Smlouvou a
jejimi prilohami maji pfednost ustanoveni
této Smlouvy, neni-li ve Smlouvé vyslovné
uvedeno jinak. V pfipadé rozporu mezi
ustanovenimi této Smlouvy a Protokolu

klinického hodnoceni Vv  otazkach
medicinskych/klinickych maji pfednost
ustanoveni Protokolu klinického
hodnoceni.

V ptipad¢ jakéhokoli rozporu mezi ¢eskou a
anglickou jazykovou verzi Smlouvy je pro
vyklad rozhodna ceska verze Smlouvy.

6)

In the event of a conflict between this
Agreement and its appendices, the
provisions of this Agreement shall take
precedence, unless otherwise expressly
stated in the Agreement. In the event of a
conflict between the provisions of this
Agreement and the clinical trial Protocol in
medical/clinical matters, the provisions of
the clinical trial Protocol shall take
precedence.

In the event of any discrepancy between the
Czech and English language versions of the
Agreement, the Czech version of the
Agreement shall prevail.
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7) Tato Smlouva je vyhotovena ve 3 (trech)
stejnopisech, pricemz kazda smluvni strana
obdrzi po jednom stejnopisu teto Smlouvy.

7) This Agreement is executed in 3 (three)
copies, whereas each Party shall receive one
copy of this Agreement.

V Brné dne/In Brno, date 2. 5. 2024

Poskytovatel zdravotnich sluzeb/
Provider of healthcare services:
prof. MUDr. Marek Svoboda, Ph.D.

V Praze dne/In Prague, date 30. 4. 2024

V Brné dne/In Brno, date 2. 5. 2024

ZkouSejici/
Investigator:
XXX

Fortrea Inc. acting as authorized representative of/jednajici jako zmocnény zastupce spole¢nosti

SOTIO Biotech AG/SOTIO Biotech AG
XXX

V Praze dne/In Prague, date 30. 4. 2024

Fortrea Inc.
XXX

Protocol v 1.0 Centre:
Investigator: doc. MUDr. Radka Lordick Obermannova, Ph.D.



Priloha ¢é. 1

Appendix 1

Protokol klinického hodnoceni

Clinical Trial Protocol

Protokol byl ptedan Poskytovateli zdravotnich

sluZzeb a Zkousejicimu pied uzavienim Smlouvy.

The protocol was submitted to the Provider of
healthcare services and the Investigator prior to
entering into the Agreement.
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(a)

(b)

(@)

(b)

Ptiloha €. 2 Appendix 2
Rozpocet Budget
DEFINITIONS DEFINICE

“Evaluable Patient” — A Study patient
who was screened and enrolled in
accordance with the Protocol, received at
least one dose of study medication and
adhered with the procedures requested by
the Protocol. This includes Study patients
who are withdrawn by reason of adverse
event or any other reason that is not the
responsibility of Provider of
healthcare  services  and/or
Investigator or Study patients who
withdraw due to death, during the Study.

“Screen failures” - Screen Failures are
defined as screened Study patients who,
following the Protocol screening
requirements, did not fulfil inclusion and
exclusion criteria and were deemed
ineligible to participate in the Study
based on the results from Protocol
required procedures and/or assessments
prior to receiving their first dose of Study
drug.

Payment Per Visit

Provider of healthcare
services and Investigator understand and
agree that the terms and amounts
mentioned in this Exhibit B and its
Appendix(ces) cover any and all fees to
Provider of healthcare
services and Investigator, including any
costs which are to be allocated by
Provider of healthcare
services or Investigator to any other
involved department or Research Staff
for costs and expenses incurred in
performance of the Study.

Provider of healthcare
services and Investigator understand and
agree that the terms and amounts
mentioned in this Exhibit B and its
Appendix(ces) cover any and all fees to
Provider of healthcare
services and Investigator with the
exception of services/fees explicitly

(@)

(b)

(@)

(b)

,,Hodnotitelny pacient* — pacient ve studii,
ktery proSel screeningem a byl zafazen
v souladu s protokolem, dostal alespon
jednu  davku hodnoceného piipravku
a dodrzel postupy pozadované protokolem.
Do této skupiny patii i pacienti ve studii,
jejichz 1cast byla ukoncena z divodu
nezadouci pfihody nebo zjiného divodu,
za ktery neodpovidaji poskytovatel
zdravotnich sluzeb ani zkouSejici, nebo
pacienti, jejichz tcast skoncila v disledku
umrti béhem studie.

»Neuspéchy ve screeningu” — neuspéchy
ve screeningu jsou definovany jako
pacienti, ktefi podstoupili screening pro
studii apo screeningovych pozadavcich
protokolu nespliuji kritéria pro zatazeni
a podminky pro vylouceni a nepovazuji se
za zpusobilé pro ucast ve studii na zaklade

vysledkii  postupli  a/nebo  vySetieni
vyZzadovanych protokolem, které se
provadéji pred podanim prvni davky
hodnoceného piipravku.

Platba za navstévu

Poskytovatel zdravotnich sluzeb
a zkousSejici  rozumi  asouhlasi, Ze

podminky a ¢astky uvedené v této ptiloze B
a v dodatku (dodatcich) prilohy B obsahuji
veskeré¢ uhrady poskytovateli zdravotnich
sluzeb a zkouSejicimu, vcetné¢ vSech
pfipadnych  nakladd, které  budou
poskytovatelem zdravotnich sluzeb nebo
zkousejicim  proplaceny  libovolnému
jinému zapojenému oddéleni a vyzkumnym
pracovnikiim za vydaje a naklady
vynaloZené pfi provadeéni studie.

Poskytovatel  zdravotnich  sluzeb a
zkouSejici rozumi a souhlasi s tim, Ze
podminky a ¢astky uvedené v této ptiloze B
a v dodatku (dodatcich) ptilohy B obsahuji
veskeré uhrady poskytovateli zdravotnich

sluzeb a zkouSejicimu s vyjimkou
sluzeb/poplatkti  vyslovné  pfidélenych
riznym

zafizenim/oddélenim/poskytovatelim, s
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allocated to different
facilities/departments/providers
separately contracted.

(c) Major, disqualifying Protocol violations
by the Provider of healthcare services or
Investigator will not be payable under
this Agreement or through any terms set
forth within Exhibit B and Appendix 1.

Table 1: Visit Fees

(©)

nimiz byla smlouva uzaviena samostatné.
Pri zavaznych, diskvalifikujicich
naruSenich protokolu ze strany
poskytovatele zdravotnich sluzeb anebo
zkousejiciho nebudou castky na zakladé
této smlouvy nebo podle podminek
stanovenych v ptiloze B a priloze 1
hrazeny.

Tabulka 1: Poplatky za navstévu

Total Per Visit incl. OH

Visit number / (CZK) /
Cislo navstévy Celkem za navs§tévu v¢.
reZijnich nakladi (K¢)

XXX XXX XXX
XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
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XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX

XXX XXX

XXX XXX

*Detailed budget grid in Appendix 1/
*Podrobny rozpis rozpoctu v ptiloze 1

Table 2: Additional Visits/procedures /

Tabulka 2: Dodate¢né navstévy/vykony

Applicable to Patientsin all  Considerations * /
ARMS/cohorts / Je tfeba zvazit *
Plati pro pacienty ve vSech

RAMENECH/kohortach

Fee per unit incl OH
(CzK)/
Poplatek za jednotku
véetné reZijnich

Protocolv 1.0 Centre:
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naklada (K¢)

XXX XXX XXX
XXX
3. Conditional/lInvoiceable items 3. Podminéné/fakturovatelné polozky
(&) CRO shall pay the Payee indicated below (8 CRO polozky uhradi niZze uvedenému
in accordance to the terms and conditions pfijemci plateb v souladu s podminkami
of the Agreement set out in Article IX. smlouvy uvedenymi v ¢l. IX. Odména a
Remuneration and according to the terms dle podminek nize.
of the terms specified below.
Tabulka 3: Podminéné a/nebo uctovatelné
Table 3: Conditional and/or Invoiceable | vykony
Procedures
9”“ cost Estimated cost
. with O/H / .
Estimated qty per Jednotkové per Patient /
Conditional (Invoiced) Items / patient * / naklad Odhadované
Podminéné (fakturované) polozky Odhadované s reiiiy naklady na
mnoZstvi na pacienta*® (CZK) / pacienta
(K (CZK) / (K&)
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
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XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX XXX
XXX XXX XXX

* Should a Study patient exceed the estimated
guantity, additional procedures will be
reimbursed upon approval from CRO without a
contract amendment be required.

These procedures above may be payable only in
accordance with the Protocol when:

(@) Planned assessments that have not been
included in the per Study patient per Visit fee

(b) Re-testing is performed in line with protocol
requirements, clinically indicated and that falls
outside of the Study patient Visit schedule

Pass-through costs for Infusion Lines and IV Bags
will be reimbursed upon approval from CRO
without a contract amendment be required.

* Pokud pacient ve studii piekro¢i odhadovany
pocet postupi, budou dalsi postupy uhrazeny po
schvaleni CRO, aniz by byl vyzadovan dodatek ke
smlouvé.

Tyto vyse uvedené postupy mohou byt uhrazeny
pouze v souladu s protokolem v téchto pripadech:

() Planovana vySetieni, ktera nebyla zahrnuta
do odmény za pacienta pii jedné navstéve

(b) Opakované testovani se provadi v souladu s
pozadavky protokolu, je klinicky indikovano a
nespada do planu navstév pacientd ve studii

Pribézné naklady na infuzni hadicky a
intravenozni vaky budou uhrazeny po schvaleni
CRO, aniz by byl vyzadovan dodatek ke smlouve.

Protocolv 1.0 Centre:
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4. Additonal Study Specific Fees

(a) Study patient expenses

Study patient expenses will be reimbursed
directly by CRO according to the terms of the
Agreement.

Study patient names and any personal
information must be removed or redacted from
any expense supporting documentation (receipts
and/or tickets) submitted to CRO. Invoices
submitted should include the Institution number,
Protocol number, visit number, and the Study
patient number.

Table 4: Study patient expenses

4, DalSi poplatky specifické pro studii

(a) Naklady na pacienta ve studii
Néklady na pacienta ve studii budou hrazeny
ptfimo CRO dle podminek smlouvy.

Jména pacientd ve studii a jakékoli osobni udaje
museji byt zdokladd o vydajich (stvrzenek
a/nebo jizdenek) predkladanych CRO odstranény
nebo musi byt zacernény. Predkladané faktury
musi obsahovat ¢islo zdravotnického zafizeni,
¢islo protokolu, ¢islo navstévy a Cislo pacienta
ve studii.

Tabulka 4: Naklady na pacienta ve studii

Unit cost
Estimated gty per s /,
. AL Jednotkové
Study patient expenses / patient * / naklad
Naklady na pacienta ve studii Odhadované mnozZstvi 5 reiiiy
1 *
na pacienta (CZK) /
Ky
XXX XXX XXX
XXX XXX XXX
XXX XXX XXX

* Should a Study patient exceed the estimated
guantity, additional procedures will be reimbursed
upon approval from CRO without a contract
amendment be required.

(a) Institution Fees

Institution Fees include costs incurred by
the Provider  of healthcare
services to conduct activities necessary for
initiation, maintenance and closure of the
site.

Payment for Institution Fees shall be made
to Provider of healthcare services
upon completion of such activities and in
accordance with terms set forth below.

Table 5. Institution Fees

* Pokud pacient ve studii piekro¢i odhadovany
pocet postupti, budou dalsi postupy uhrazeny po
schvaleni CRO, aniz by byl vyzadovan dodatek ke
smlouvé.

(2) Odména
sluzeb
Odmeéna poskytovateli zdravotnich sluzeb
zahrnuje také naklady  vzniklé
poskytovateli zdravotnich sluzeb pfi
provadéni Cinnosti, které jsou nezbytné
pro otevieni, provozovani a uzavieni
studijniho pracoviste.

Platba takovych cinnosti bude uhrazena

poskytovateli zdravotnich

poskytovateli zdravotnich sluzeb
po dokonceni  téchto  Cinnosti, ato
vsouladu s podminkami stanovenymi

nize.

Tabulka 5. Odmény poskytovateli zdravotnich

Protocolv 1.0 Centre:
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| sluzeb |

Payment Detail/ Per Total per
o timeline/trigger/  Podrobnosti ~ Occurrence/ Site/
Institution Fees / * , p .
> - Casovy rozpis / Na vyskyt Celkem na
Odména poskytovateli v .
zdravotnich sluzeb spoustéc platby [CZK]/ pracovisté
[CzK]/
XXX XXX XXX XXX XXX
XXX XXX XXX XXX XXX
XXX XXX XXX XXX XXX
XXX XXX XXX XXX XXX

(a) Data entry Fees

An amount as defined in Table 6 below wi
Committee (DEC) meeting for
entry/query answered within XXX.

(b) Table 6. Data entry Fees

paid to the Payee after each Dose Escalation

(@) Poplatek za zadavani udaji
Céstka definovana v tabulce 6 nize bude pifjemci
plateb vyplacena po kazdém zasedéani komise pro
zvySovani davek (angl. zkr. DEC) za zadéavani
udajt / zodpovézeni dotazu do XXX.

Il be

data

Tabulka 6. Poplatek za zadavani adaja

(b)

Trigger / Estimated qty per Total per
Data entry Fees / Spoustéci faktor Institution / Site
Poplatek za zadavani Odhadovany pocet na [CzK]/
udaju jedno zdravotnické Celkem na
zarizeni pracovisté
[K¢]
XXX XXX XXX XXX
8. Banking details for Payee 8. Bankovni udaje prijemce plateb

Name of account holder: /
Jméno majitele uctu:

Masarykiv onkologicky tstav

Address of the Bank account holder /
Adresa majitele bankovniho uctu

Zluty kopec 7, Brno, 656 53, Czech republic

Bank name: /
Nézev banky:

Ceské narodni banka

Sort code / Bank and Branch ID number: /
Kod Sort / ID banky a bankovni pobocky:

0710

Accognt code/IBAN Code: /
Cislo uc¢tu / koéd IBAN:

87535621/0710
IBAN: CZ58 0710 0000 0000 8753 5621

SWIFT/ABA
Routing/CLABE/BSB/IFSC (as
applicable per region specific): /

Kod SWIFT/ABA
Routing/CLABE/BSB/IFSC
(specifikovat v zavislosti na

regionu):

SWIFT kod: CNBACZPP
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Reference text /
Referencni udaje

Sotio, SC201, ¢islo faktury, Pl XXX
Sotio, SC201, invoice no., Pl XXX

Protocolv 1.0 Centre:
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Appendix 1

Priloha 1

Study Budget

Rozpocet studie

This annex is not being published in
accordance with the Act on the Register of
Contracts.

Estimated value of the Agreemnt is
14 378 651 CZK without VAT.

Tato pfiloha se v souladu se zakonem o
registru smluv neuverejnuje.

Odhadovana celkova €astka této Smlouvy
¢ini 14 378 651 CZK bez DPH.
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Priloha ¢. 3
Zpracovani osobnich udajua

1. V souvislosti s plnénim Smlouvy dochazi ke
zpracovani osobnich tdaji smluvnimi stranami.
Smluvni strany se zavazuji nakladat s osobnimi
udaji v souladu s nafizenim EP a Rady (EU)
2016/679 o  ochran¢ fyzickych  osob
V souvislosti se zpracovanim osobnich udajii o a
volném pohybu téchto tUdaji a o zruSeni
smérnice 95/46/ES (dale jen ,,GDPR*) a v
souladu se zakonem ¢. 110/2019 Sb., o
zpracovani osobnich idajl, ve znéni pozdéjsich
predpist. Smluvni strany jsou pfitom povinny
dbat, aby subjekt hodnoceni neutrpél 4jmu na
svych pravech, zejména na pravu na zachovani
lidské distojnosti, a také dbat na ochranu pred
neopravnénym  zasahovanim  do  jeho
soukromého a osobniho Zivota.

2. Zadavatel bude v souvislosti se Studii jako
Spravce zpracovavat tyto osobni udaje:

a) osobni udaje Zkousejiciho,
spoluzkousejicich a dalSich ¢lent studijniho
tymu v rozsahu: jméno a piijmeni, adresa,
datum narozeni, telefon, e-mail, a to za
ulelem  plnéni pravnich povinnosti
vyplyvajicich ze zvlaStnich  pravnich
predpist, zejména Zakona o 1éCivech.

b) osobni udaje subjekti hodnoceni
vyzadované v zaznamovych listech subjektt
hodnoceni (dale ,,CRF*) a vystupy vysetieni
pozadovanych  Protokolem v rozsahu:
identifikaéni kod, datum narozeni, vék,
etnickd  pfislusnost,  pohlavi, rasova
piislusnost, udaje o zdravotnim stavu a dalsi
udaje pozadované pro fadné provedeni
Studie.

3. Poskytovatel zdravotnich sluzeb jako
zpracovatel osobnich tdaju (dale v této ptiloze
jako ,,Centrum) bude pro tucely provedeni
Studie zpracovavat pro Zadavatele jako spravce
osobnich 1daji  osobni udaje  subjektt
hodnoceni dle ¢lanku 2 pism. b).

4. Osobni udaje jsou ziskavany podle pozadavkt
Protokolu ze zdrojové dokumentace (napf.

2.

Appendix 3
Personal data processing

The Parties shall process personal data in
connection with the performance of the
Agreement. The Parties undertake to handle
personal data pursuant to the provisions of
Regulation (EU) 2016/679 of the European
Parliament and of the Council on the
protection of natural persons with regard to
the processing of personal data and on the
free movement of such data, and repealing
Directive 95/46/EC (hereinafter referred to
as the “GDPR”), and pursuant to the
provisions of Act No. 110/2019 Coll., on the
processing of personal data, as amended. In
doing so, both Parties shall be obliged to
ensure that the rights of the data subjects are
not violated, in particular the right to have
one’s dignity maintained, and to prevent any
unauthorised interventions in the data
subjects’ personal and private lives.

In connection with the Study, the Sponsor, as
the Controller, shall process the following
personal data:

a) personal data of the Investigator, co-
investigators and other members of the study
team to the extent of their name and surname,
address, date of birth, telephone, and e-mail,
for the purpose of fulfilling legal obligations
arising from special legal regulations, in
particular the Act on Pharmaceuticals.

b) personal data of the study subjects as
required in the subject’s record forms
(hereinafter referred to as “CRFs”) and the
outcomes of examinations required by the
Protocol to the extent of the identification code,
date of birth, age, ethnicity, gender, race, health
data, and other data required for the proper
conduct of the Study.

The Provider of healthcare services as the
personal data processor (hereinafter in this
Appendix as “Centre”) shall process the
personal data of the study subjects for the
purposes of the Study for the Sponsor as a
personal data controller pursuant to Article
2(b).

Personal data shall be obtained according to the
requirements of the Protocol from source
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zdravotnickd dokumentace subjekti hodnocenti,
lékatské zpravy z vySetfeni) a/nebo piimo od
subjektt hodnoceni (napf. na zdklade rozhovorta
a/nebo dotaznikll) Zkousejicim a/nebo dal$imi
Cleny studijniho tymu a témito osobami jsou
vkladany v pseudonymizované podobé do CRF
zptistupnénych Zadavatelem, ktery je dale
zpracovava tak, ze je =zejména tfidi,
vyhodnocuje a uchovava. Osobni udaje jsou
dale zpracovavany tak, ze prostiednictvim
poveéfenych osob Zadavatele dochazi na
pracovisti Centra k ovéfovani shody mezi
zaznamy v CRF a zdrojové dokumentaci za
pritomnosti a sou€innosti Zkousejiciho a/nebo
dalsich ¢lend studijniho tymu. Zpracovani
osobnich udaji Centrem bude tedy spocivat
hlavné v jejich: sbéru  (shromazdéni),
zaznamenavani, usporadani, vyhledani,
nahlizeni, pouziti, zpfistupnéni pfenosem,
uloZeni, likvidaci.

5. Centrum jako zpracovatel osobnich udaju
vede zaznamy o cinnostech zpracovani
provadénych pro Zadavatele dle ¢l. 30 odst. 2
GDPR.

6. Centrum se pro ucely tohoto zpracovani
zavazuje:

(a) zpracovavat osobni udaje dle ¢lanku 2
pism. b) vyhradn¢ na zaklad¢ dolozZenych
pokynt Zadavatele, ledaZze mu zpracovani
ukladaji prislusné pravni predpisy, které
se na n¢ho vztahuji, v takovém pripadé ma
Centrum povinnost Zadavatele
informovat;

(b) =zajistit, ze subjekty hodnoceni budou
informovany Zkous$ejicim a podepisi
souhlas se svou ucasti ve Studii ve znéni
zaslaném Zadavatelem;

(c) nezapojit do zpracovani osobnich tdaji
dalsi zpracovatele bez piredchoziho
souhlasu Zadavatele. Pii zapojeni dalsiho
zpracovatele je Centrum povinno dal§imu
zpracovateli ulozit na zaklad¢ smlouvy
stejné povinnosti, jaké jsou uvedeny v této
smlouvé.

(d) predani osobnich udaju do tieti zemé je

mozné pii splnéni podminek uvedenych
Vv ¢l. 44 az 49 GDPR;

. The Centre as the personal data processor

. For the purposes of such processing, the Centre

documentation (e.g. medical records of the
study subjects, medical examination reports)
and/or directly from the study subjects (e.g.
based on interviews and/or questionnaires) by
the Investigator and/or other members of the
study team and shall be entered in
pseudonymised form into the CRFs made
available by the Sponsor, who shall further
process them particularly by sorting,
evaluating and storing them. Personal data
shall be further processed by cross-checking
between the CRF records and the source
documentation in the presence and with the
cooperation of the Investigator and/or other
members of the study team on site in the Centre
through the authorised persons of the Sponsor.
Processing of personal data by the Centre shall
therefore mainly consist of their gathering
(collection), recording, organising, retrieving,
consulting, using, disclosure by transmission,
storing, and disposal.

keeps records of the processing activities
carried out for the Sponsor pursuant to Article
30(2) of the GDPR.

undertakes to:

(@)  process the personal data pursuant to
Article 2(b) solely on the basis of
documented instructions from the Sponsor,
unless the processing is required by the
relevant applicable laws, in which case the
Centre shall be obliged to inform the
Sponsor;

(b)  ensure that study subjects are informed
by the Investigator and sign a consent to
participate in the Study as sent by the
Sponsor;

(¢) not involve other processors in the
processing of personal data without the
Sponsor’s prior consent. When involving
another processor, the Centre shall be obliged
to impose the same obligations on such other
processor as are set out in this agreement.

(d) transfer of personal data to a third

country shall be possible subject to
satisfaction of the conditions set out in
Articles 44 to 49 of the GDPR;
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(€)

)

(9)

(h)

(i)

0)

(k)

zajistit, aby systémy pro automatizovana
zpracovani osobnich udaji pouzivaly
pouze opravnéné osoby, které budou mit
pfistup pouze k osobnim udajim
odpovidajicim opravnéni téchto osob, a to
na zakladé¢ zvlastnich wuzivatelskych
opravnéni ziizenych vyluéné pro tyto
osoby;

zajistit, Ze zaméstnanci Centra budou
zpracovavat osobni tUdaje pouze za
podminek a v rozsahu odpovidajicim této
Smlouvé a Ze budou vazani povinnosti
mléenlivosti;

zajistit, ze osobni
Zadavateli budou aktualni,
pravdivé;

udaje preddvané
pfesné a

pfijmout opatieni k zabezpeceni osobnich
udaju dle ¢l. 32 GDPR uvedena dale v této
priloze A a pravideln¢ tato opatieni
hodnotit,

bez prodleni informovat Zadavatele o
zadosti subjektu hodnoceni o uplatnéni
svych prav dle ¢l. 15 az 21 GDPR a
poskytovat Zadavateli nezbytnou
souc¢innost ke splnéni  povinnosti
Zadavatele vytizovat zadosti o vykon prav
subjektu hodnoceni; Zadavatel na zdklade
této smlouvy zpracovava osobni udaje pro
ucely, které nevyzaduji identifikaci
subjekt udajii, jsou mu poskytovany
pseudonymni udaje. Zadavatel v souladu
s ¢l. 11 GDPR nemuze vyfizovat zadosti
subjekt hodnoceni dle ¢1. 15 az 21 GDPR
bez dodatecnych informaci umoziujicich
identifikaci subjektu hodnoceni. Subjekty
udaji tak nemohou Vici spravci
uplatiiovat prava vyplyvajici z téchto
ustanoveni. To neplati v pfipadé, kdy
subjekt hodnoceni za ucelem vykonu
svych prav podle téchto ustanoveni
pisemné zmocni zpracovatele
k poskytnuti  dodate¢nych  informaci
spravci, umoziujicich jeho identifikaci.

poskytovat Zadavateli soucinnost pfi
plnéni povinnosti dle ¢l. 32 az 36 GDPR,
a to pfi zohlednéni povahy zpracovani a
informaci, jez ma Centrum k dispozici;

bez prodleni informovat Zadavatele o
kontrolach ze strany Ufadu pro ochranu

(e) ensure that systems for automated
processing of personal data are used only by
authorised persons who shall only have
access to personal data corresponding to the
authorisation of such persons, on the basis of
special user authorisations established
exclusively for such persons;

(f)  ensure that the employees of the Centre
process personal data only under the
conditions and to the extent corresponding to
this Agreement and shall be bound by the
obligation of confidentiality;

(g)  ensure that the personal data provided to
the Sponsor are up-to-date, accurate and true;

(n)  take measures to secure personal data
pursuant to Article 32 of the GDPR which are
specified in Exhibit A to this Appendix and to
evaluate them regularly;

(1 inform the Sponsor without delay of a
study subject’s request to exercise their rights
under Articles 15 to 20 of the GDPR and to
provide the Sponsor with necessary
cooperation to fulfil the Sponsor’s obligation
to respond to requests for exercise of rights of
study subjects; the Sponsor shall process
personal data pursuant to this agreement for
purposes that do not require the identification
of data subjects, and pseudonymous data
shall be provided to the same. Subject to
Article 11 of the GDPR, the Sponsor must not
process requests from study subjects under
Articles 15 to 20 of the GDPR without
additional  information  enabling  the
identification of the study subject. Data
subjects shall thus be unable to exercise their
rights under these provisions with the
controller. This shall not apply where, in
order to exercise their rights under these
provisions, a study subject authorises the
processor in writing to provide the controller
with additional information enabling their
identification.

() provide assistance to the Sponsor in
fulfilling its obligations under Articles 32 to
36 of the GDPR, taking into account the
nature of the processing and the information
available to the Centre;

(k)  promptly inform the Sponsor of
inspections by the Office for Personal Data

Protocolv 1.0 Centre:
Investigator: XXX




47

0

(m)

(n)

7.

osobnich udaji ¢i jiného dozorového
uradu, ktery se tyka osobnich udaji
specifikovanych v ¢lanku 2 pism. b) této
Smiouvy;

poskytnout Zadavateli veskeré informace
potiebné k dolozeni toho, Ze byly splnény
povinnosti stanovené v této smlouvé a
umozni  audity, vc€etné¢  inspekci,
provadéné Zadavatelem nebo jinym
auditorem, kterého Zadavatel povéiil, a
k témto auditm prispét;

po skonceni zpracovani dle tohoto ¢lanku
odevzdat Zadavateli v§echny osobni udaje
zpracované dle Smlouvy, je-li to mozné,
nebo je znicit spolu se v§emi kopiemi, dle
pokynu Zadavatele, ledaze je povinen
osobni udaje dale zpracovavat na zakladé
ptislusnych pravnich ptredpist;

zpracovavat osobni udaje specifikované
v ¢lanku 2 pism. b) po dobu provadeéni
Studie dle Protokolu Studie a Smlouvy a
dale po dobu povinné archivace studijni
dokumentace. Déle je Poskytovatel
opravnén zpracovavat osobni udaje
specifikované v ¢lanku 2 pism. b), pouze
pokud mu toto zpracovavani ukladaji
prislusné pravni predpisy.

Centrum je povinno vést a uchovévat
dokumentaci  klinického  hodnoceni
1écivého pripravku v rozsahu stanoveném
Zakonem o léCivech a vyhlaskou ¢.
226/2008 Sh., o spravné klinické praxi a
blizsich podminkach klinického hodnoceni
1écivych ptipravkd, ve znéni pozdéjsich
predpist. V ramci této Cinnosti Centrum
zpracovava osobni udaje jako spravce, a to
za ucelem plnéni pravnich povinnosti (¢l. 6
odst. 1 pism. c¢) GDPR a zdivodu
vefejného zajmu v oblasti vefejného
zdravi, kterym je zajiSténi kvality a
bezpecnosti 1é¢ivych piipravka (¢l. 9 odst.
2 pism. i) GDPR);

Centrum je povinno fidit se vyse
uvedenymi ujednanimi i po zaniku
Smlouvy vrozsahu vjakém jsou stale
relevantni (napf. povinnost ml¢enlivosti).

Protection or any other supervisory authority
concerning the personal data specified in
Article 2(b) of this Agreement;

() provide to the Sponsor any and all the
information necessary to prove that the
obligations laid down in this agreement have
been satisfied and allow for audits, including
inspections, carried out by the Sponsor or
another auditor charged by the Sponsor,
while also contributing to such audits;

(m)  after the end of processing under this
article, hand over to the Sponsor all personal
data processed under the Agreement or
destroy the same together with all copies, as
instructed by the Sponsor, unless it is obliged
to further process the personal data under the
applicable laws;

(n)  process personal data specified in
Article 2(b) during the implementation of the
Study in accordance with the Study Protocol
and the Agreement and for the period of
mandatory  archiving of the Study
documentation. The Provider shall be entitled
to process the personal data specified in
Article 2 (b) for a longer period of time only
if such processing is required by applicable
laws.

7. The Centre shall be obliged to keep and
maintain the clinical study documentation of
the medicinal product to the extent provided for
by the applicable laws Act on Pharmaceuticals.
Within the scope of such activity, the Centre
shall process personal data as the controller for
the purpose of fulfilling its legal obligations
(Article 6(1)(c) of the GDPR) and for the
public health interest of ensuring the quality
and safety of medicinal products (Article
9(2)(i) of the GDPR).

8. The Centre shall be obliged to comply
with the provisions of this article even after the
termination of the Agreement to the extent
they are relevant (e.g. confidentiality)
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Piiloha A

Technicka a organiza¢ni opatieni

Ptehled technickych a organizacnich opatieni
pfijatych zpracovatelem:

1. Kontrola fyzického pristupu

Opatieni k zajisteni toho, aby neopravneéné
osoby nemély fyzicky pristup k systemum nebo
evidencim pouzZivanym ke zpracovani osobnich

udajii.

Xostraha objektu

Xvydavani  klich  a  odpovidajici
dokumentace

[lelektronicky systém kontroly vstupu (napf.
magneticka karta)

Xlkamerovy monitorovaci systém

X pravidlo &istého stolu

X uzamykatelné skiing

Xtizeni vstupu a pohybu
spole¢nosti/sluzeb (napft. uklid/adrzba)

[ Jtizeni vstupu a pohybu navitévnikh
(doprovazeni navstev)

externich

2. Kontroly piistupu do systému

Opatreni  kzabranéni  pouzivani  systémii

zpracovani udaji bez opravneni:

Xheslova politika (v¢. ¢isel/zvlastnich znakd,
minimalni délky, vyprSeni hesla, historie hesel)
[X] vicefaktorové ovéieni (v piipadé VPN)
Xfirewall, antivirova ochrana

[Xldetekce napadeni/prevence napadeni
Xlogovani piistupii

3. Kontrola pristupu k datiim
toho,
opravneéné ke zpracovani udajii mély pristup

Opatreni pro zajisteni aby osoby
pouze Kk tem udajiim, ke kterym maji opravnéni
pristupu a aby osobni udaje nemohly byt cteny,
odstranovany bez

kopirovany, ménény Ci

opravnéni behem zpracovani, uzivani i poté:

Exhibit A

Technical and Organisational Measures
Overview of the technical and organisational
measures to be taken by Processor.

1. Physical access control

Measures to ensure that unauthorised persons will
not have physical access to systems or evidences
used to process persondal data.

X security guards

[X] issue of keys and corresponding
documentation

[] electronic access control system (e.g. magnetic
card)

X clean table rule

X locked boxes

[X] video surveillance (cctv)

[X] security checks for any external
companies/services (e.g. cleaning/maintenance
service)

[] security checks for visitors (escorting of
visitors)

2. System Access Control
Measures to prevent data processing systems from
being used without authorization:

X password guidelines (incl. digits/special
characters, min. length, password expiration,
password history)

DXl multi-factor authentication (when using VPN)
X firewall, anti-virus protection

X intrusion detection/intrusion prevention

X logging of access

3. Data access control
Measures to ensure that persons authorized to use
data processing systems have access only to those
data they are authorized to access, and that
personal data cannot be read, copied, altered or
removed without authorization during processing,
use and after:
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Domezeni piistupovych prav dle roli
[X]dokumentace Kk piistupovym praviim

X] schvalovani a postupovani prav piistupu
pouze opravnénymi zaméstnanci zpracovatele
X pseudonymizace — osobni tidaje predavané
spravci budou
pseudonymizované, pod
¢iselnymi koédy a nebudou nikde propojeny
s identitou pacienta

[] pseudonymizace zajisténa automatizované

zpracovatelem

tzn.  vyhradné

pred vstupem dat na tlozisté spravce

X flash disk s mapovaci tabulkou
pseudonymt (je-1i pouzit) ulozen

Vv zabezpecené skiini min. klicovy
mechanismus

X ukladani dat do zabezpecenych adresait
S omezenym pristupem zaméstnancti

X pristup do systémi s osobnimi tidaji na
zakladé¢ identifikatoru a hesla

[X] zalohovani (zalozni kopie), schopnost
obnovy dostupnosti dat

X sifrovani fyzickych nosi¢i dat (v pripadé
notebooktl)

Kontrola prenosu dat

Opatrieni pro zajisténi toho, aby osobni udaje
nemohly byt cteny, kopirovany, ménény Cci
odstranovany bez opravnéni  beéhem
elektronického prenosu nebo prevodu nebo
béhem nahravani na pamétova média a aby
bylo mozné zajistit a kontrolovat, které orgdany
udaje za pouZiti

maji  prevadet osobni

prostredkii pro prenos dat:

[] kédovani pienosu (Sifrovani
prostiednictvim VPN)

[X] ptenos datové sady v §ifrované formé
pomoci bezpecného protokolu

Kontrola pristupu k datim

Opatreni pro zajisteni toho, aby bylo mozné po
uskutecneni kontrolovat a zjistit, zdali byly
osobni udaje zadany, zménény nebo odstranény
ze systemil zpracovani udaji a pokud ano, tak

[X] access control concept (access rights limited
by profiles and roles)
X documentation of access rights
[X] approval and assignment of access rights
through authorised personnel only
X pseudonymisation — personal data transferred
to controller by processor will be pseudonymous —
e.g. only under numerological code and will not
be connected with patient’s identity
X pseudonymisation ensured automatically
before data enter the cotroller’s storage
X flash disc with mapping table of pseudonyms
(in case its used) is stored in secured box (at least
locked by key)
[X] storage of data in secured directories with
limited access of employees
[X] access to systems with personal data based on
used ID and password
X back-up (back-up copies), ability to restore
availability of data zalohovani
X] encryption of physical data carriers (laptops)

4.  Data Transfer Control

Measures to ensure that personal data cannot be
read, copied, altered or removed without
authorization during electronic transfer or
transport or while being recorded on to data
storage media, and that it is possible to ascertain
and check which bodies are to be transferred
personal data using data transmission facilities:

(] transport encryption (encryption via VPN)
X transfer of data in encrypted form via secure
protocol

5.  Data Entry Control

Measures to ensure that it is possible after the fact
to check and ascertain whether personal data
have been entered into, altered or removed from
data processing systems and if so, by whom:
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(] dokumentace fyzického piistupu
Xlogovani piistupu  do systému  (napf.
pfihlasovaci jméno, IP adresa)

Xlogovani jednotlivych akci

Xlogovani jinych udélosti (napf. naruseni a
pokusy o napadeni, neuspé$né pokusy o
prihlaseni)

Kontrola dostupnosti dat

Opatreni pro zajisténi toho, aby byly osobni
udaje chranény pred neumysinym znicenim
nebo ztrdtou:

[Xlzalohovani v jiném misté

Xkoncept kontinuity &innosti

X nahradni zdroj energie (UPS)

Xlopatteni proti kradezi

Xochrana pied pozarem (véasné varovani pfi
detekci ohné, hasici systém)

[lochrana pied vodou

Kontrola
zpracovani dat
Opatreni k zajisteni toho, aby oprdavnéné osoby

personalu provadéjiciho

zpracovatele dodrzovaly pravidla ochrany
zpracovani osobnich udajii:

X] Bezpeénostni smérnice zpracovatele
X]Pravidelné
zpracovatele v oblasti zpracovani a ochrany
osobnich udaji

Skoleni zaméstnancu

Separace udaji
Opatreni pro zajisténi toho, aby byly udaje
pro

ziskané rizné

oddélene:

ucely zpracovavany

X jasna fyzicka a/nebo logicka separace udaji
od udajl zpracovavanych pro jiné ucely

] oddélené systémy pro vyvojové, testovaci
prostiedi

X pseudonymizace

(] documenting / logging of physical access

X logging of system access (e.g., login name, IP
address)

X logging of individual actions

X other event logging (e.g., intrusion and
hacking attempts, unsuccessful login attempts)

6.  Availability control
Measures to ensure that personal data are
protected against accidental destruction or loss:

X backup in separate location

X business continuity/disaster recovery concept
X uninterruptable power supply (UPS)

X anti-theft measures

X fire protection (early-warning-fire-detection,
extinguishing system)

(] water protection

7. Control of personnel processing personal
data

Measures to ensure that data are processed by

authorised personnel in compliance with data

protection rules

X] personal data processing written instructions
X regular training of processor’s employees in
filed of processing and protection of personal data

8.  Separation of data
Measures to ensure that data collected for
different purposes can be processed separately:

X clear physical and/or logical separation of data
from data processed for different purposes

[ ] separated systems for development, test and
productive environment

X pseudonymisation of data
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