SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENI

CLINICAL TRIAL AGREEMENT

SOTIO Biotech a.s.

se sidlem Jankovcova 1518/2, 170 00 Praha 7
1CO: 10900004, DIC: CZ10900004

zapsana v obchodnim rejstiiku vedeném
Meg¢stskym soudem v Praze, oddil B, vlozka
26378

bankovni spojeni: PPF banka a.s., ¢. u.
2035580016/6000

(dale jen ,,Zadavatel”)

zastoupend na zakladé plné moci spolecnosti
Pharmaceutical Research Associates CZ,
s.r.o., se sidlem Praha 7, Jankovcova 1569/2c,
PSC 17000, Ceska republika, ICO: 27636852,
jejimz jménem jednd XXXXXXXXXXXXXXX

a

SOTIO Biotech a.s.

with registered office at Jankovcova 1518/2, 170
00 Prague 7

ID No.: 10900004, Tax ID No.: CZ10900004
registered in the Commercial Register
administered by the Municipal Court in Prague,
Section B, insert 26378

banking coordinates: PPF bank a.s., Acct. No.
2035580016/6000

(hereinafter the “Sponsor”)

represented on the basis of a power of attorney by
Pharmaceutical Research Associates CZ,
s.r.0., with its registered office at Praha 7,
Jankovcova 1569/2¢c, PSC 17000, Ceské
republika, ID number: 27636852, represented by
XXXXXXXXXXXXXXX

and

Masarykiv onkologicky ustav

se sidlem Zluty kopec 7, 656 53 Brno

1CO: 00209805, DIC: CZ00209805

bankovni spojeni: Ceské narodni banka,

¢.u.: 87535621/0710

zastoupena prof. MUDr. Markem Svobodou,
Ph.D., feditelem

(dale jen ,,Poskytovatel zdravotnich sluzeb”)

Masaryk Memorial Cancer Institute

with registered office at Zluty kopec 7, 656 53
Brno

ID No.: 00209805, Tax ID No.: CZ00209805
banking coordinates: Ceska narodni banka
[Czech National Bank],

Acct. No.: 87535621/0710

represented by Prof. Marek Svoboda, MD, PhD,
Director

(hereinafter the “Provider of healthcare
services”)

a and

XXXXXXXXXXXX XXXXXXXXXXXX

trvalé bydlisté: XXXXXXXXXXXXXXX
datum narozeni: XXXXXXXXXXXXXX

(dale jen ,,ZkouSejici”)

permanent residence: XXXXXXXXXXXXXXX
date of birth: XXXXXXXXXXXXXXX

(hereinafter the “Investigator™)

uzaviraji tuto

Smlouvu o provedeni klinického hodnoceni

conclude this

Clinical Trial Agreement

dle ustanoveni

§ 1746 odst. 2 zakona ¢. 89/2012 Sb., obCansky
zakonik, ve znéni pozdejsich predpisi (dale jen
,,Obcfansky zakonik™) a zdkona ¢. 378/2007 Sb.,
o lé¢ivech a o zménach nékterych souvisejicich
zakoni, ve znéni pozdéjsich predpisi (dale jen
,,Zakon o l1éCivech”) (dale jen ,,Smlouva”)

according to the provisions of

Section 1746(2) of Act No. 89/2012 Coll., the
Civil Code, as amended (hereinafter the “Civil
Code”) and Act No. 378/2007 Coll., on
pharmaceuticals and on amendments to certain
related acts, as amended (hereinafter the “Act on
Pharmaceuticals™) (hereinafter the
“Agreement”)
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Piedpoklady pro uzavi‘eni této Smlouvy

Prerequisites for concluding this Agreement

1) Smluvni strany se rozhodly uzaviit tuto | 1) The Parties have decided to conclude this
Smlouvu o provedeni klinického hodnoceni Clinical Trial Agreement with respect to the
s ohledem na tyto skutecnosti: following facts:

a) spolecnost SOTIO Biotech as. je| a) SOTIO Biotech a.s. is the sponsor within the
zadavatelem ve smyslu ustanoveni § 51 meaning of Section 51(2)(d) of the Act on
odst. 2 pism. d) zakona o léCivech; Pharmaceuticals; the sponsor wishes to
Zadavatel ma zijem provést klinické conduct a clinical trial of the human
hodnoceni humanniho 1é¢iva uvedeného medicinal product specified below in this
dale v této Smlouvé; Agreement;

b) Poskytovatel zdravotnich sluzeb ma | b) The Provider of healthcare services has a
uzavien platny pracovni pomér se valid employment relationship with the
Zkousejicim, ktery je smluvni stranou této Investigator who is a party to this
Smlouvy, a souhlasi s provedenim Agreement, and agrees to conduct the
klinického hodnoceni na zdravotnickém clinical trial at the medical facility of the
pracovisti  Poskytovatele  zdravotnich Provider of healthcare services: Klinika
sluzeb: Klinika komplexni onkologické komplexni onkologické péce, Masaryktiv
péce, Masarykiiv onkologicky ustav, na onkologicky ustav at Zluty kopec 7, 656 53
adrese Zluty kopec 7, 656 53 Brno (dale Brno (hereinafter the “Institution”);
jen ,,Zdravotnické zarizeni”);

¢) Zadavatel zmocnil smluvni vyzkumnou | ¢) The Sponsor has authorised a contract
organizaci  Pharmaceutical =~ Research research  organisation = Pharmaceutical
Associates CZ, s.r.o., se sidlem Praha 7, Research Associates CZ, s.r.0., with
Jankovcova 1569/2¢, PSC 17000, Ceska registered office at Praha 7, Jankovcova
republika, IC: 27636852 (dale jen ,,CRO”) 1569/2¢, PSC 17000, Czech Republic, ID
dle ustanoveni § 1 odst. 2 pism. f) vyhlasky No.: 27636852 (hereinafter the “CRQO”)
¢. 226/2008 Sb., o spravné klinické praxi a pursuant to the provisions of Section 1(2)(f)
blizsich podminkach klinického hodnoceni of Decree No. 226/2008 Coll., on Good
1é¢ivych ptipravkd (dale jen ,,vyhlaska o Clinical Practice and detailed conditions of
spravné klinické praxi”) k zajisténi plnéni clinical trials on medicinal products
¢innosti nebo funkci Zadavatele vztahujici (hereinafter the “Decree on Good Clinical
se ke klinickému hodnoceni, vcetné Practice”), to ensure the performance of
monitorovani klinického hodnoceni; Sponsor’s activities or functions relating to

the clinical trial, including clinical trial
monitoring;

d) Poskytovatel zdravotnich sluzeb a | d) The Provider of healthcare services and the
Zkousejici  jsou pIné zpisobili a Investigator are fully competent and
kvalifikovani pro fadné a v€asné provedeni qualified for the proper and timely conduct
tohoto  klinického  hodnoceni  podle of this clinical trial according to the
schvaleného protokolu klinického approved clinical trial protocol and other
hodnoceni a  dalsich  pfisluSnych relevant documents.
dokumentt.

II. II.
Piedmét Smlouvy Subject of the Agreement
1) Piedmétem této Smlouvy je zavazek |) The subject of this Agreement is the obligation

Poskytovatele  zdravotnich  sluzeb a
Zkousejiciho provést ve Zdravotnickém
zafizeni  klinické hodnoceni huméanniho

of the Provider of healthcare services and the
Investigator to conduct at the Institution a
clinical trial of a human medicinal product
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l1é¢ivého piipravku s ndzvem SOT102 (dale
jen ,hodnoceny lécivy pripravek” nebo
»pripravek”), dle protokolu klinického
hodnoceni SN201 (,,Multicentricka studie
faze 1/2 hodnotici bezpecnost a wucinnost
pripravku SOT102 v monoterapii a v
kombinaci se standardni 1é¢bou u pacientt
s adenokarcinomem Zaludku a
pankreatu®), ktery tvori pfilohu ¢. 1 této
Smlouvy (dale jen ,,protokol”), a to v souladu
s touto Smlouvou (dale jen ,klinické
hodnoceni”).

called SOT102 (hereinafter the
“Investigational Medicinal Product” or
“product”), pursuant to the clinical trial
protocol SN201 (“A multicentric phase 1/2
trial to evaluate the safety and efficacy of
SOT102 as monotherapy and in
combination with standard of care
treatment in patients with gastric and
pancreatic adenocarcinoma”) 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 | 2) The subject of this Agreement is also the

Zadavatele uhradit Poskytovateli zdravotnich
sluzeb za provedeni tohoto klinického
hodnoceni odménu ve vysi a za podminek
stanovenych touto Smlouvou.

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.

I11.

III.

Basic prerequisites for the conduct of the
clinical trial

Zakladni piredpoklady pro provedeni
klinického hodnoceni

Zkousejici a Poskytovatel zdravotnich sluzeb
provedou klinické hodnoceni v souladu se
zakonem o 1éCivech adalS$imi zavaznymi
pravnimi predpisy CR, zejména vyhlaskou o
spravné klinické praxi a zdkonem ¢. 372/2011
Sb., o zdravotnich sluzbach a podminkach jejich
poskytovani, ve znéni pozdé&jSich predpist,
zasadami Spravné klinické praxe ve znéni ICH,
Helsinskou deklaraci ve vSeobecné pfijimané
verzi zroku 2013 ve Fortaleze, protokolem,
souborem informaci pro zkousSejiciho (tzv.
,Investigator Brochure”), povolenim Statniho
ustavu  pro kontrolu 1éCiv, souhlasnym
stanoviskem pfislusné 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 Act on Pharmaceuticals and
other binding legal regulations of the Czech
Republic, in particular the Decree on Good
Clinical Practice and Act No. 372/2011 Coll., on
healthcare services and conditions of their
provision, 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 of the
State Institute for Drug Control, a favourable
opinion of the relevant ethics committee and other
instructions by the CRO or the Sponsor.

IV. IV.
Misto provedeni klinického hodnoceni a Place of conducting the clinical trial and
definovani zkousSejiciho defining the Investigator

1) Klinické hodnoceni bude provedeno ve | 1) The clinical trial will be conducted in the

Zdravotnickém  zafizeni  Poskytovatele Institution at the Provider of healthcare
zdravotnich sluzeb pod vedenim services under the direction of the
Zkousejiciho. Zkousejici provadi klinické Investigator. The Investigator shall conduct
hodnoceni v souladu s pokyny the clinical trial in accordance with the
zaméstnavatele 4. Poskytovatele instructions of his/her employer (i.e. the
zdravotnich sluzeb), na zaklad¢ ptislusnych Provider of healthcare services), based on the
prav. a povinnosti stanovenych touto relevant rights and obligations set forth under

Smlouvou Zkousejicimu nebo Poskytovateli

this Agreement for the Investigator or the
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zdravotnich sluzeb a pfislusnych pravnich

Provider
applicable regulations.

of healthcare services and

2)

predpisd.

Poskytovatel zdravotnich sluzeb prohlasuje,
ze:

a) Poskytovatel zdravotnich sluzeb a

b)

d)

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 c¢lenové studijniho
tymu byli fadné vyskoleni na Protokol a
s Protokolem souvisejici dokumentaci.
Poskytovatel zdravotnich sluzeb a
Zkousejici budou dodrzovat pozadavky
ptislusnych etickych komisi, Statniho
ufadu pro kontrolu 1é¢iv a wvnitini

predpisy Poskytovatele zdravotnich
sluzeb.
Zkousejici disponuje odbornymi

schopnostmi a dovednostmi a jako 1ékar
je plné kvalifikovan bez jakéhokoliv

omezeni piijimat veSkerd Iékatska
rozhodnuti  tykajici se  subjektl
hodnoceni, ktera v souvislosti

s klinickym hodnocenim ucini nebo

bude pfipadné nucen udinit;

ostatni osoby, které se budou podilet na
provadéni klinického hodnoceni, jsou
pro plnéni svych tkolt patiicné vzdélany

a rovnéz disponuji  pfislusSnymi
znalostmi a dovednostmi.
zadna zuvedenych osob nebyla

vylouCena zvykonu svého povolani
v disledku poruseni povinnosti
ulozenych pravnimi ptedpisy, nebylo
proti zadné z osob vedeno fizeni ve véci
zakazu Cinnosti, nebyla obvinéna,
odsouzena, a ani jinak zapojena do
jednani, v dusledku néhoz by bylo
mozné vést Tfizeni ve véci zédkazu
Cinnosti. Pokud by doslo ke zméné
téchto skute¢nosti, Poskytovatel
zdravotnich  sluzeb je  povinen

2)

The Provider of healthcare services declares
that:

a)

b)

d)

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 ufad
pro kontrolu Ié¢iv [State Institute for
Drug Control], and the internal
regulations of the Provider of healthcare
services.

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;

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.

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 zjakéhokoliv divodu | 3) Ifthe Investigator terminates or suspends for
ukonci ¢i prerusi na dobu delsi nez 1 (jeden) a period longer than 1 (one) month his/her
mésic svoji ucast na klinickém hodnoceni participation in the clinical trial or, for any
nebo zjakéhokoliv divodu nebude fadné reason, fails to properly perform his/her
plnit své zavazky, je Poskytovatel obligations, the Provider of healthcare
zdravotnich sluzeb nebo Zkousejici povinen services or the Investigator shall be obligated
neprodlené oznamit tuto  skute¢nost to immediately notify the Sponsor of this fact
Zadavateli v pisemné podobé. Poskytovatel in writing. The Provider of healthcare
zdravotnich sluzeb se zavazuje navrhnout services undertakes to propose a replacement
Zadavateli piimo nebo prostiednictvim investigator to the Sponsor directly or
CRO nahradniho zkousejiciho. Bez ohledu through the CRO. In the event of termination
na navrh  nahradntho  zkousejiciho or suspension of participation in the study by
Poskytovatelem zdravotnich sluzeb, je the Investigator, the Sponsor shall be entitled
Zadavatel, v ptipadé ukonceni ¢i preruseni to terminate this Agreement regardless of the
ucasti na studii ZkouSejicim, opravnén proposal of a replacement investigator by the
vypovédét tuto Smlouvu v  souladu Provider of healthcare services in
s ustanovenim ¢l. XII., odst. 2, pism. (a) této accordance with the provisions of Art. XII,
Smlouvy. Section(2)(a) of this Agreement.

4) Hodnocené 1écivé pripravky SOT102 budou | 4) The Investigational Medicinal Products
dodavany vyhradné do Ustavni 1ékarny SOT102 will be supplied exclusively to the
Poskytovatele zdravotnich sluzeb na adrese Institution pharmacy of the Provider of
Zluty kopec 7, 656 53 Brno, a to v pracovni healthcare services located at the address
dny v dobé od 7:00 do 15:30 hod. Zluty kopec 7, 656 53 Brno, during business
Hodnocené  1écivé  piipravky  budou days from 7:00 am. to 3:30 p.m. The
jednoznac¢né identifikovany a adresovany Investigational medicinal products will be
zaméstnanci  Poskytovatele zdravotnich clearly identified and addressed to the
sluzeb odpovédnému za farmaceutickou employee of the Provider of healthcare
c¢ast klinického hodnoceni. services responsible for the pharmaceutical

part of the clinical trial.
V. V.
Doba trvani klinického hodnoceni Duration of the clinical trial
1) Tato Smlouva se uzavira na dobu trvani | 1) This Agreement shall be concluded for the
klinického hodnoceni a jeji i€innost zanika duration of the clinical trial and shall cease
fadnym ukoncenim klinického hodnoceni, to be effective as of the proper completion of
tzn. uzavienim centra u Poskytovatele the clinical trial, i.e. the closure of the centre
zdravotnich  sluzeb spolu s pfedanim at the Provider of healthcare services
pisemné informace od Zadavatele o together with the submission of written
uzavfeni databaze klinického hodnoceni. information from the Sponsor on the closure
of the clinical trial database.
2) Nabor subjektd hodnoceni do klinického | 2) Recruitment of the clinical trial subjects for

.....

bude zahajen po iniciacni
centra, pripadné po schvaleni
naboru Zadavatelem a bude
pfiblizné po dobu xxXXXXX.
Samotné trvani klinického hodnoceni u
jednoho subjektu hodnoceni bude dle
protokolu priblizné xxxxxxx (pocitano od

hodnoceni
navsteve
zahajeni
probihat

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 xxxxxxx. According
to the Protocol, the actual duration of the
clinical trial for one trial subject will be
approximately xxxxxxx (calculated from the
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prvni screeningové navstévy subjektu
hodnoceni u Zkousejiciho), plus sledovani
preziti (,,Survival follow-up”) dle Protokolu
klinického hodnoceni.

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

VI.
Nabor subjektii hodnoceni

VI.
Recruitment of trial subjects

1) Do klinického hodnoceni bude Zkousejicim | 1) Approximately xxx trial subjects will be

zatazeno pfiblizn¢ xxx subjektti hodnoceni. included in the clinical trial by the

Investigator.

Poskytovatel zdravotnich sluzeb bere na The Provider of healthcare services
védomi, Ze se jedna o kompetitivni nabor acknowledges that this is a competitive
pacientil a ze tento muze byt kdykoliv recruitment of patients and that it may be
jednostrann¢ ~ Zadavatelem  ukoncen, terminated unilaterally by the Sponsor at any
jakmile  pocet  subjekti  hodnoceni time once the number of trial subjects
zafazenych do klinického hodnoceni enrolled in the clinical trial has reached the
dosahne potiebné urovné. Zkousejici zahaji necessary level. The Investigator shall
zafazovani subjektt hodnoceni commence enrolment of clinical trial
do klinického  hodnoceni po  splnéni subjects in the clinical trial after complying
veskerych povinnosti stanovenych platnymi with all obligations set forth by applicable
pravnimi predpisy. Zkousejici je povinen law. The Investigator shall be obligated to
neprodlené po doruceni pisemného cease further enrolment of any clinical trial
oznameni o pfipadném ukonceni naboru subjects into the trial immediately upon
subjektu  hodnoceni  ukonéit  dalsi delivering written notice of any termination
zafazovani  subjektii  hodnoceni  do of trial subject recruitment.

klinického hodnoceni.

2) Zatazeni subjektti hodnoceni do klinického | 2)  The enrolment of trial subjects in the clinical
hodnoceni je mozné pouze s jejich trial is only possible with their written
pisemnym informovanym souhlasem a po informed consent and after their proper
jejich fadném pouceni. Vyzadani souhlasu instruction. The consent request from the
od subjekti hodnoceni musi byt ve shodé trial subjects must be in accordance with the
s etickymi principy, platnymi pravnimi ethical  principles, applicable legal
predpisy a ve shodé se zasadami Spravné regulations, and in accordance with the
klinické praxe. principles of Good Clinical Practice.

3) ZkousSejici je pred zahajenim | 3) Prior to initiating the screening examination
screeningového  vySetfeni  ovéfujiciho verifying the eligibility of the subject to
zpusobilost subjektu ke vstupu do enter the clinical trial, the Investigator shall
klinického hodnoceni povinen podat be required to provide the subject with

subjektu informace o klinickém hodnoceni
a zajistit podpis informovaného souhlasu
kazdym subjektem hodnoceni, ¢i jeho
zékonnym zastupcem, pokud subjekt
hodnoceni neni pIn¢ zptsobily k tomuto
pravnimu ukonu. Zkousejici neprodlené
preda  subjektu  hodnoceni  stejnopis
podepsaného a  datem  opatfeného
informovaného souhlasu, jakoz i vytisk
pisemnych  informaci o  klinickém
hodnoceni  uréenych  pro  subjekty
hodnoceni. ZkousSejici je dale povinen
informovat subjekty hodnoceni o vSech

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
subjects of any and all essential facts relating
to the clinical trial, including its interruption.
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nezbytnych skutec¢nostech tykajicich se
klinického hodnoceni, vcetné¢ jejiho
pferuseni.

4) Zkousejici se zavazuje poskytovat | 4) The Investigator agrees to provide the
Zadavateli piimo nebo prostiednictvim Sponsor, either directly or through the CRO,
CRO veskeré informace vyzadované with all information required by the Protocol
Protokolem o subjektu hodnoceni, vcetné on a clinical trial subject, including the
vysledkli  vstupnich vySetfeni. Pokud results of initial examinations. If the
Zkousejici po probéhlém  screeningu Investigator after screening determines at
kdykoliv v pribéhu klinického hodnoceni any time during the course of the trial that a
zjisti, Ze subjekt hodnoceni nespliuje trial subject does not meet the criteria of the
kritéria klinického hodnoceni, bude o tom trial, the Investigator shall immediately
neprodlené pisemné informovat Zadavatele. inform the Sponsor in writing.

VIIL. VIL
Prava a povinnosti Zadavatele a CRO Rights and obligations of the Sponsor and
CRO

1) Pifed wuzavienim této Smlouvy pfedal | 1) Prior to concluding this Agreement, the
Zadavatel pfimo nebo prostfednictvim CRO Sponsor handed over to the Investigator
Zkousejicimu dokumenty uvedené dale directly or via the CRO the documents listed
vtomto ¢l. VII odst. 1. Podpisem této below in this Art. VII par. 1. By signing this
Smlouvy  ZkouSejici  stvrzuje  pfijeti Agreement, the Investigator acknowledges
Protokolu,  souboru  informaci  pro receipt of the Protocol, the Investigator’s
Zkousejicitho (,,Investigator’s Brochure”), Brochure, the Patient Information Sheet, the
informace  pro  pacienty, formulafe Informed Consent Form, and other
informovaného  souhlasu a  dalSich information materials provided by the CRO
protokolarné¢ ~ ptfedanych  informacnich or directly by the Sponsor.
materiald poskytnutych CRO nebo pfimo
Zadavatelem.

2) VySe uvedené dokumenty nesmi byt ze | 2) The above documents must not be changed
strany Poskytovatele zdravotnich sluzeb by the Provider of healthcare services or the
nebo Zkousejictho ménény bez predchoziho Investigator without the prior written consent
pisemného souhlasu Zadavatele. of the Sponsor.

3) Zadavatel zajistuje, ze hodnocené 1éCivé | 3) The Sponsor ensures that the Investigational
pfipravky jsou baleny, distribuovany a Medicinal ~ Products  are  packaged,
uchovavany  vsouladu se  spravnou distributed, and stored in accordance with
distribucni praxi tak, aby byly prokazatelné good distribution practice so that they are
chranény pied kontaminaci demonstrably protected against
a znehodnocenim béhem dopravy. Pfedanim contamination and devaluation during
pripravkl nedochazi k pfevodu vlastnického transport. The handover of the products does
prava k hodnocenym lé¢ivym ptipravkiim na not lead to the transfer of ownership of the
Poskytovatele zdravotnich sluzeb ani Investigational Medicinal Products to the
Zkousejiciho. Provider of healthcare services or the

Investigator.
4) Zadavatel a/nebo CRO poskytne | 4) The Sponsor and/or the CRO shall provide

Zkousejicimu a Poskytovateli zdravotnich
sluzeb veskeré informace v uplné aftadné
podobé véas tak, aby Poskytovatel
zdravotnich sluzeb a ZkouSejici mohli

the Investigator and the Provider of
healthcare services with all information in
complete and proper form in a timely manner
so that the Provider of healthcare services and
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provést klinické hodnoceni a povinnosti
stim souvisejici fadn€¢ a vcas, v souladu
s platnymi pravnimi predpisy a touto
Smlouvou. Zadavatel bude pfimo nebo
prostiednictvim CRO bez zbyte¢ného
odkladu poskytovat ptimo Zkousejicimu
veskeré  informace  audaje  tykajici
se hodnoceného 1écivého pripravku nebo
klinického hodnoceni, které budou zndmy az
po uzavieni této Smlouvy.

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 | 5) The Sponsor undertakes to conduct
ustavem pro kontrolu 1é¢iv a s etickou komisi negotiations with the State Institute for Drug
pro multicentrickd hodnoceni a mistni Control and with the Multicentre Ethics
etickou  komisi v souvislosti s timto Committee and the Local Ethics Committee
klinickym hodnocenim, pokud neni dle in connection with this clinical trial if the
platné pravni upravy ¢i dle upravy v této Investigator is not entitled to conduct
Smlouvé opravnén jednat Zkousejici. negotiations under applicable law or the
Ve specifickych pripadech mize po domluvé provisions of this Agreement. In specific
se Zadavatelem jednat s prislusnou etickou cases, upon agreement with the Sponsor, the
komisi a ZkouSejicim CRO. Klinické CRO may conduct negotiations with the
hodnoceni bude provedeno na zakladé relevant  Ethics Committee and the
souhlasného stanoviska MEK, LEK a Investigator. The clinical trial will be
povoleni SUKL. conducted on the basis of a favourable

opinion by the MEC, the LEC, and the State
Institute for Drug Control.

6) Pred zahajenim klinického hodnoceni | 6) Before starting the clinical trial, the Sponsor
Zadavatel uzavftel pojisténi odpoveédnosti za arranged damage liability insurance for the
Skodu pro Zkousejiciho a Zadavatele, jehoz Investigator and the Sponsor, covering
prostfednictvim je zajisténo i odskodnéni indemnification in the event of death of a trial
v piipadé smrti subjektu hodnoceni nebo subject or damage caused to a trial subject’s
v ptipad¢ Skody vzniklé na zdravi subjektu health as a result of the clinical trial conduct.
hodnoceni v disledku 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
1é¢ivy ptipravek Poskytovateli zdravotnich Investigational Medicinal Product to the
sluzeb, tak, aby tento mohl byt aplikovan Provider of healthcare services so that it can
subjekttim klinického hodnoceni ve lhiitach be applied to clinical trial subjects within the
stanovenych protokolem. time limits set out by the Protocol.

VIIIL. VIIIL
Prava a povinnosti Poskytovatele Rights and responsibilities of the Provider of
zdravotnich sluZeb a ZkousSejiciho healthcare services and Investigator

1) Pred zahajenim klinického hodnoceni se | 1) Prior to the commencement of the clinical

Zkousejici seznami se spravnym pouzivanim
a vlastnostmi ptipravku, jak vyplyva z této
Smlouvy a pfedané dokumentace ke
klinickému hodnoceni.

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 | 2) By signing this Agreement, the Provider of
této Smlouvy souhlasi s provedenim healthcare services agrees to conduct the
klinického hodnoceni ve svych prostorach a clinical trial on its premises and to provide
s poskytnutim prostor pro vySetfeni subjektt space for examination of the subjects related
hodnoceni, ktera souvisi pouze s provedenim only to the conduct of the clinical trial. The
klinického hodnoceni. Poskytovatel Provider of healthcare services shall allow the
zdravotnich sluzeb umozni Zkousejicimu Investigator access to the internet so as to
pristup na internet, aby mohl fadn¢ plnit duly fulfil the obligations stipulated for the
povinnosti stanovené Zkousejicimu  pfi Investigator in the conduct of the clinical
provadéni klinického hodnoceni. trial.

3) ZkousSejici je povinen ucinit veskeré | 3) The Investigator shall take all necessary
nezbytné tkony, pfijmout veskera nezbytna actions, take all necessary measures, and
opatieni aspolupracovat s CRO a cooperate with the CRO and the Sponsor in
Zadavatelem tak, aby klinické hodnoceni such a manner that the trial is performed
bylo provedeno ftadné a vcas, jakoz properly and in a timely manner as well as to
i umoznit monitorovani klinického enable the trial to be monitored.
hodnoceni.

4) Zkousejici se zavazuje pisemné zodpoveédeét | 4) The Investigator agrees to answer in writing
veskeré dotazy tykajici se dat uvedenych any questions regarding the data identified in
v Case Report Form (dale téz jen ,,CRF”), the Case Report Form (hereinafter the
nedostatktl, nejasnosti nebo nesrovnalosti “CRF”), or deficiencies, ambiguities, or
v klinickych tidajich (tzv. queries) vznesené inconsistencies in the clinical data (referred to
CRO nebo Zadavatelem, a to nejpozd¢ji do as “queries”) raised by the CRO or Sponsor,
5 (péti) pracovnich dni v Zadavatelem within 5 (five) business days in a form
pozadované formé. required by the Sponsor.

5) Zkousejici je  povinen  zabezpecit | 5) The Investigator shall be required to provide
opravnénym osobam pristup do authorised persons access to the Institution, to
Zdravotnického zatfizeni, ke zdrojovym the source documents (i.e. to the medical
dokumentim  (tj. ke  zdravotnické documentation of the individual clinical trial
dokumentaci jednotlivych subjektl subjects) and to reports for the purpose of
hodnoceni) a kezpravdm pro ucely monitoring, audits, inspections by the State
monitorovani, auditl, inspekci Statniho Institute for Drug Control or foreign
ustavu pro kontrolu 1é¢iv nebo zahranic¢nich regulatory authorities.
kontrolnich tradi.

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 ptedpisech, v¢etne documents and legal regulations, including
této Smlouvy. V nezbytnych ptipadech je this Agreement. In necessary cases, the
Zkous$ejici opravnén odchylit se od Investigator shall be entitled to deviate from
sjednaného  postupu, avSak  pouze the agreed procedure, however only provided
za 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 zbytecného 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.

7) Vptipadé, ze se ZkouSejici rozhodne | 7) In the event that the Investigator decides not
ptipravek neaplikovat, a to z divodu, Ze to administer the product, due to the fact that
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shled4d jakoukoliv zjevnou ¢i domnélou
vadu pripravku (podezfeni 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 pfipravek
aplikovan. V takovém piipad¢ Zadavatel
zajisti prevoz neaplikovaného ptipravku do
svych laboratofi (napf. k potiebnym
testiim). Poskytovatel zdravotnich sluzeb je
az do okamziku ptevzeti 1é¢ivého ptipravku
Zadavatelem povinen dodrzet vSechny
podminky skladovani a manipulace
s ptipravkem.

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 zbytecného odkladu | 8) The Investigator shall be required to inform
povinen informovat Zadavatele a mistni the Sponsor and the local ethics committee,
etickou komisi o jakychkoliv zménach without undue delay, of any changes
vyznamn¢ ovlivitujicich vedeni klinického significantly affecting the conduct of the trial
hodnoceni anebo  zvySujicich  riziko or increasing the risk of clinical trial subjects,
subjektdi  hodnoceni, = neocekavanych unexpected events, and serious adverse
udalostech a zavaznych nezadoucich effects of the product. The Investigator shall
ucincich ptipravku. Dale je Zkousejici also be required to inform the Sponsor of any
povinen informovat Zadavatele o veskerych and all claims made in writing and
pisemné uplatnénych narocich requirements made by third parties, in
a pozadavcich tfetich osob, zejména particular trial subjects, relating to the clinical
subjektl  hodnoceni, vztahujicich se trial and any adverse effects.
ke klinickému hodnoceni a o veskerych
nezadoucich cincich.

9) Zkousejici zajisti spravné, uplné, Citelné a | 9) The Investigator shall ensure correct,
vcasné zaznamenavani podrobného complete, legible, and timely recording of the
prabéhu klinického hodnoceni, vcetné detailed progress of the clinical trial,
uvedeni prisluSného data a podpisu including the date and signature of the
Zkousejiciho, zejména pak veSkerych Investigator, in particular any and all clinical
klinickych pozorovani, zjisténi a dalSich observations, findings, and other activities
¢innosti  nezbytnych  pro  podrobné necessary for detailed reconstructing and
zrekonstruovani  a hodnoceni  klinického assessment of the clinical trial. The
hodnoceni. Zkousejici aktualizuje CRF do 5 Investigator shall update the CRF within 5
(péti) pracovnich dni od okamziku, kdy se (five) working days of learning of the new
dozvi o novych skutecnostech. facts.

10) Zkousejici se dale zavazuje, ze dle | 10) The Investigator further agrees that, under the
podminek stanovenych v Protokolu bude terms set forth in the Protocol, he/she will
Zadavateli pfimo nebo prostiednictvim report immediately to the Sponsor either
CRO neprodlené hlasit jakékoli zavazné directly or through the CRO any serious
nezadouci piithody a dalsi vyznamné adverse events and other significant medical
zdravotni projevy, které se vyskytnou u manifestations occurring in any patient as
jakéhokoli pacienta v ramci klinického part of the clinical trial within twenty-four
hodnoceni, a to nejpozdéji do dvaceti Ctyt (24) hours of their discovery, in electronic
(24) hodin od jejich zjisténi, a to form, by means of an application specified by
elektronickou  formou  prostiednictvim the Sponsor or in writing by fax or email
aplikace ur€ené Zadavatelem, piipadné message. The Investigator further undertakes
pisemné formou faxové nebo emailové to supplement this report with detailed
zpravy. Zkousejici se dale zavazuje, Ze toto
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hlaSeni nasledné doplni o podrobné written reports in accordance with all legal
pisemné zpravy vsouladu se vSemi and regulatory requirements.
pravnimi a regulaénimi pozadavky.

11) Zkousejici bude uchovavat tplnou | 11) The Investigator shall maintain full clinical
dokumentaci klinického hodnoceni dle trial documentation pursuant to Directive
smérnice 2003/63/EC (dodatek ke smérnici 2003/63/EC (Directive Amendment
2001/83/EC) a to po dobu 15 (patnacti) let 2001/83/EC) for a period of 15 (fifteen) years
od data ukonceni klinického hodnoceni from the date of completion of the clinical
v takovém stavu, aby veskeré udaje tykajici trial so that any and all clinical trial-related
se klinického hodnoceni bylo mozZné data can be accurately reported, evaluated,
kdykoliv pfesn¢ vykazat, hodnotit a ovéfit, and verified at any time, in order to
a tak prabéh klinického hodnoceni kdykoliv reconstruct the clinical trial. The Investigator
zrekonstruovat. ZkousSejici je povinen shall be required to notify the Sponsor in
pisemné¢ oznamit Zadavateli pfesné misto writing of the exact location of the repository
uschovy dokumentace klinického of clinical trial records and any changes it
hodnoceni a jeho veskeré ptipadné zmény. may have made to them.

12) Poskytovatel zdravotnich sluzeb je povinen | 12) The Provider of healthcare services shall be
vést zaznamy o dodavani pfipravku na required to maintain records on the delivery
misto provadéni klinického hodnoceni a o of the product to the site of the clinical trial
jeho uzivani kazdym ze subjekti and on its use by each of the trial subjects.
hodnoceni. Ptipravu a aplikaci Preparation and application of the
hodnoceného 1éCivého pfipravku smi Investigational Medicinal Product may only
provadét pouze Zkousejici nebo jim uréeny be carried out by the Investigator or a member
¢len studijniho tymu, ktery je uvedeny v of the study team designated by him/her listed
seznamu povéienych osob (tzv. Delegation in the list of authorised persons (so-called
of Authority / Signature log). O pfipravé a Delegation of Authority / Signature log). The
aplikaci vede Zkousejici nebo jim uréeny Investigator or a member of the study team
Clen studijniho tymu zaznamy podle designated by him/her shall maintain records
pokynli Zadavatele. Farmaceut, ktery je of the preparation and application as
¢lenem studijniho tymu je povinen instructed by the Sponsor. The pharmacist
neprodlené oznamit Zadavateli pfimo nebo who is a member of the study team shall be
prostiednictvim CRO poruseni required to immediately notify the Sponsor,
skladovacich podminek. Zkousejici nebo directly or through the CRO, of a breach of
v jeho nepfitomnosti jim povéfeny clen storage conditions. The Investigator or in
studijniho tymu je povinen neprodlené his/her absence, a member of the study team
oznamit Zadavateli piimo nebo authorised by him/her shall be obligated to
prostfednictvim CRO  hrozici casové immediately inform the Sponsor directly or
prodleni souvisejici s aplikaci hodnoceného through the CRO of an imminent delay in the
1é¢ivého piipravku a to neprodlené, jakmile application of the Investigational Medicinal
se o této skuteCnosti dozvi. Product as soon as he/she becomes aware of

this fact.

13) Poskytovatel zdravotnich  sluzeb a | 13) The Provider of healthcare services and the
Zkousejici neumozni tfeti osobé pouzit Investigator shall not allow a third party to
hodnocené 1éCivé piipravky uréené pro use the Investigational Medicinal Products
provedeni klinického hodnoceni ani je intended for the conduct of the clinical trial or
nepouzije pro jin€ ucely, nez pro které byly to use them for purposes other than those for
poskytnuty. Za spravnou aplikaci odpovida which they were provided. The Investigator is
Zkousejici. Likvidaci obali od responsible for the correct application. The
spotfebovanych  hodnocenych 1é¢ivych Provider of healthcare services shall ensure
pripravka zajisti Poskytovatel zdravotnich disposal of the wused Investigational
sluzeb. Medicinal Product packaging.

14) Zadavatel nebo CRO jsou opravnéni | 14) Sponsor or CRO are authorised in the course

v prubéhu klinického hodnoceni, v bézné

of the clinical trial, during regular business
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pracovni dobé Poskytovatele zdravotnich
sluzeb (tj. pracovni dny od 7:00 do 15:30
hod.) a po piedchozi dohodé¢ se studijni
koordinatorkou Poskytovatele zdravotnich
sluzeb, provést monitorovaci navstévu
Poskytovatele zdravotnich sluzeb dle
schvaleného monitorovaciho planu s cilem
ovefit kvalitu shromazd’ovanych dat dle
pozadavkd protokolu, =zisad Spravné
klinické praxe a piislusnych pravnich
predpisti, bezpecnost subjektt klinického
hodnoceni a podkladii pro vypocet odmény
dle ¢l. IX. Rovnéz Zadavatel je opravnén
v kazdé fazi klinického hodnoceni provést
audit se stejnym zaméfenim a cili, jako je
uvedeno v tomto odstavci smlouvy.

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 is 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. IX.
Odména Compensation

1) Zadavatel se zavazuje prostfednictvim CRO | 1) The Sponsor undertakes through CRO to pay
uhradit Poskytovateli zdravotnich sluzeb za to the Provider of healthcare services for the
provadéni klinického hodnoceni, tj. za conduct of the clinical trial, i.e. for visits,
navstévy, vySetfeni a dalsi sluzby examinations and other services provided
poskytnuté na zdkladé této Smlouvy under this Agreement, compensation in
odménu vsouladu srozpisem plateb accordance with the payment schedule set
uvedenym v piiloze €. 2 této Smlouvy (dale out under Annex 2 to this Agreement
jen ,,Rozpis plateb”), a to za kazdy subjekt (hereinafter the “Payment Schedule”), for
hodnoceni, ktery se fadné a v planovaném each trial subject that participates properly
Case zucastnil jednotlivych navstév v ramci and at the scheduled time individual visits
klinického hodnoceni a Zadavatel obdrzel within the clinical trial and the Sponsor has
fadn¢ vyplnéné zaznamy o subjektu received properly completed records of the
hodnoceni. Ptiloha ¢. 2 tvofi rozpis trial subjects.
jednotlivych plateb, jejichz uhrada je Appendix 2 provides a schedule of
odvisla od poctu absolvovanych navstév individual payments, the reimbursement of
subjektu  hodnoceni a  provedenych which is separate from the number of visits
vySetieni. completed by the trial subjects and the

examinations performed.

2) Smluvni strany se dohodly, Ze piijemcem | 2) The Parties have agreed that the Provider of
vsech plateb z této Smlouvy je Poskytovatel healthcare services is the beneficiary of all
zdravotnich sluzeb. Odména Zkousejiciho payments under this Agreement.
za provadeéni klinického hodnoceni bude Investigator’s compensation for conducting
Zkousejicimu uhrazena Poskytovatelem the clinical trial will be paid to the
zdravotnich sluzeb v souladu s jeho Investigator by the Provider of healthcare
vnitinimi pfedpisy. services in accordance with their internal

regulations.

3) Smluvni strany se dohodly, ze ke vSem | 3) The Parties agree that all prices specified in

cenam uvedenym v této Smlouvé (véetné
ptilohy €. 2) bude pfipoctena DPH ve vysi
dle pravnich predpisi uéinnych ke dni

this Agreement (including Appendix 2) will
be subject to additional VAT in the amount
stipulated by the legal regulations in effect
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uskutecnéni zdanitelného plnéni, ktera bude
s témito rovnéZz uhrazena.

on the date of chargeable event which will
also be paid with respect to these.

4) Jakékoliv platby nad ramec odmény dle
Rozpisu plateb musi byt pfedem pisemné
schvaleny Zadavatelem. Zadavatel
prostiednictvim CRO uhradi naklady za
vySetfeni, ktera budou provadéna pouze pro
potifeby tohoto klinického hodnoceni,
nebude proplacet naklady na vySetfeni,
které bylo uhrazeno z jinych zdroji a bylo
provedeno nezavisle na ucasti subjektu
hodnoceni v klinickém hodnoceni. Odména
dle Rozpisu plateb zahrnuje veskeré
naklady Poskytovatele zdravotnich sluzeb a
Zkousejiciho  vynalozené v souvislosti
s provadénim klinického hodnoceni.

4) Any payments beyond those provided for in
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 piislusném kalendarnim
ctvrtleti. Zadavatel je prostfednictvim CRO
povinen zaslat Poskytovateli zdravotnich
sluzeb po ukonceni kalendarniho Ctvrtleti
podklady pro vypocet odmény, a to e-
mailem na xxXxxxxxxxxX. 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 xxxxxxxxxx. In connection
with these documents the Provider of
healthcare services shall issue an invoice.

6) Poskytovatel zdravotnich sluzeb jako piijemce
plateb (,,Ptijemce plateb*) pied provedenim
jakékoli platby poskytne CRO pisemné
kompletni platebni pokyny a bankovni udaje
na formulafi s platebnimi udaji (,,PIC®).
Piijemce platby je povinen pisemn¢
informovat CRO o jakychkoli zménach
nebo pozadovanych aktualizacich
platebnich pokynii a/mebo bankovnich
udaju. Strany se dohodly, Ze jakakoli zména
nebo aktualizace  bankovnich  tudaju
pfijemce obsazenych v PIC mize byt
provedena  prostfednictvim  pisemného
oznameni a sama o sobé nebude vyZadovat
formalni Dodatek k této Smlouvé.

6) The Provider of healthcare services as payee
(“Payee”) shall provide full payment
instructions and bank details, in writing to
CRO in the Payment Information Checklist
(“PIC”), 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 PIC 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
navstév,  vySetieni adalSich  sluzeb
provedenych v pfislusném kalendarnim
Ctvrtleti. Vyuctovani musi byt provedeno
zvlast pro kazdy subjekt klinického
hodnoceni, ktery musi byt oznaen svym
¢islem. U kazdého subjektu klinického
hodnoceni musi byt uvedeno jaké navstévy

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
by his/her number. For each clinical trial
subject, the information must include the
details of visits and examinations they have
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¢i vysetfeni absolvoval a kdy je absolvoval
a rovneéz ocenéni téchto navstév a vysetieni
v souladu s Rozpisem plateb.

undergone and the dates of the visits as well
as the prices of such visits and examinations
in accordance with the Payment Schedule.

podkladech pro vypocet odmény ani ve
lhiat¢ 15 dni ode dne oznameni dle
pfedchozi véty, nebo v téze lhuté nesdeli
Poskytovateli zdravotnich sluzeb, ze v
podkladech Zadné nedostatky nespatiuje, je
Poskytovatel zdravotnich sluzeb opravnén
vystavit fakturu za vSechny navstévy,
vySetfeni a dalsi sluzby provedené podle
Poskytovatele  zdravotnich  sluzeb v
ptislusném kalendarnim Ctvrtleti.

8) V piipadé, ze Zadavatel pifimo nebo | 8) In the event that the Sponsor does not send
prostiednictvim CRO nezasle Poskytovateli the supporting documents for calculation of
zdravotnich sluzeb podklady pro vypocet the compensation to the Provider of
odmeény ve lhtté 30 dnti ode dne ukonceni healthcare services directly or through the
kalendainiho ctvrtleti, je Poskytovatel CRO within 30 days from the date of
zdravotnich  sluzeb, po  predchozim completion of the calendar quarter, the
upozormnéni CRO prostiednictvim e-mailu Provider of healthcare services, upon prior
na: InvestigatorInvoices@prahs.com, notice to CRO by email at i
opravnén vystavit fakturu za vSechny InvestigatorInvoices@prahs.com, shall be
navstévy, vysetieni a dalsi sluzby provedené authorised to produce an invoice for all
v ramci klinického hodnoceni v ptislusném visits, examinations and other services
kalendainim Ctvrtleti. performed within the clinical trial in the

relevant calendar quarter.

9) V pftipad¢, ze Poskytovatel zdravotnich | 9) In the event that the Provider of healthcare
sluzeb zjisti, ze jsou v podkladech pro services determines that any shortcomings
vypocet odmény jakékoli nedostatky, tyto are in the supporting documents for
oznami bez zbytecného odkladu CRO a calculation of the compensation, they shall,
Zadavateli. Zadavatel je poté povinen without undue delay, notify CRO and
zajistit bezodkladné odstranéni téchto SponsorSponsor is then obligated to remedy
nedostatkl. Ma-li Zadavatel, ptip. CRO these shortcomings without delay. Should
zato, ze v podkladech zadné nedostatky Sponsor or CRO believe that there are no
nejsou, je 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
souéinnost  nezbytnou k  odstranéni obligated to cooperate with each other in
ptipadnych rozpord. Neposkytnuti order to eliminate any conflicts. Failure to
souCinnosti 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
prosttednictvim  CRO  nedostatky v removes the shortcomings in the documents

for calculation of the compensation or,
within 15 days from the date of the
notification pursuant to the previous
sentence, or within the same period informs
the Provider of healthcare services that it
found no shortcomings in the supporting
documents, the Provider of healthcare
services shall be authorised to produce an
invoice for all visits, examinations and other
services performed according to the Provider
of health services in the relevant calendar
quarter.

11) XXXXXXXXXXXXXXXXXXXXXX

11) XXXXXXXXXXXXXXXXXXXXXX

12) XXXXXXXXXXXXXXXXXXXXXX

12) XXXXXXXXXXXXXXXXXXXXXX

13) XXXXXXXXXXXXXXXXXXXXXX

13)

XXXXXXXXXXXXXXXXXXXXXX

14) XXXXXXXXXXXXXXXXXXXXXX

14)

XXXXXXXXXXXXXXXXXXXXXX
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15) XXXXXXXXXXXXXXXXXXXXXX

15) XXXXXXXXXXXXXXXXXXXXXX

16) XXXXXXXXXXXXXXXXXXXXXX

16) XXXXXXXXXXXXXXXXXXXXXX

17) XXXXXXXXXXXXXXXXXXXXXX

17) XXXXXXXXXXXXXXXXXXXXXX

18) XXXXXXXXXXXXXXXXXXXXXX

18) XXXXXXXXXXXXXXXXXXXXXX

19) XXXXXXXXXXXXXXXXXXXXXX

19) XXXXXXXXXXXXXXXXXXXXXX

20) XXXXXXXXXXXXXXXXXXXXXX

20) XXXXXXXXXXXXXXXXXXXXXX

21) Dotazy tykajici se vhodnosti subjektu
hodnoceni pro zafazeni do klinického
hodnoceni musi byt adresovany Zadavateli
piimo nebo prostiednictvim CRO, a to pied
zafazenim daného subjektu hodnoceni do
klinického hodnoceni. Zadavatel je povinen
tyto dotazy bez zbytecného odkladu
zodpoveédét.

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.

22) XXXXXXXXXXXXXXXXXXXXXX

22) XXXXXXXXXXXXXXXXXXXXXX

X.
Zachovani ml¢enlivosti, ochrana osobnich
udaji a duSevniho vlastnictvi

X.

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

1) Smluvni strany se za podminek stanovenych
vtomto clanku zavazuji  zachovavat
mlcéenlivost o informacich a udajich
tykajicich se klinického hodnoceni, a to bez
casového omezeni. Tyto Udaje se povazuji
za davérné, s vyjimkou piipadd, kdy je
smluvni stranou, v jejiZz neprospéch by
vést, vyslovné uvedeno, Ze se nejedna o
davérné informace. O divérné informace se
v8ak v zadném pripadé€ nejedna, jestlize tyto
informace jsou za obvyklych podminek
obecné znamé a vefejné bézné dostupné,
tedy zejména nedoslo-li k tomuto zvefejnéni
v disledku poruseni povinnosti né&které
ze smluvnich 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 as
long as such information is generally known
under normal circumstances and is publicly
available, especially if such disclosure did
not occur as a result of a breach of
obligations on the part of either party.

2) Smluvni strany nesmé&ji piimo ¢i nepiimo
zptistupnit tyto informace audaje tieti
osobg, s vyjimkou situaci blize upravenych
v souCasné pravni upravé a dale v této
Smlouvé. Veskeré osoby, kterym byly tyto
informace a tidaje poskytnuty, v§ak musi byt
soucasn¢ pouceny o dilezitosti téchto
informaci a daji a zavazany mlcenlivosti
ve stejném  rozsahu, jak stanovi tato
Smlouva. Informacemi a udaji se pro ucely
této Smlouvy rozumi zejména veSkeré
informace audaje zahrnujici zejména
informace o struktufe, slozeni hodnoceného
1éCivého pripravku, pouzitych technickych
procesech pfi jeho vyrobé, informace o
obchodni a registracni strategii Zadavatele,
Protokol klinického hodnoceni, informace
spadajici  pod  obchodni  tajemstvi

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 were provided
must be informed at the same time about the
importance of this information and data and
must be 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
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Zadavatele a CRO a dalsi informace jako
dtvérné oznacené a poskytnuté v souvislosti
s provedenim tohoto klinického hodnoceni a
dale osobni udaje pacientii zatfazenych do
tohoto klinického hodnoceni. Poskytovatel
zdravotnich sluzeb neni dale opravnén
zvefejiiovat jakékoliv, byt’ dil¢i, informace
vzeslé zklinického hodnoceni jako napf.
souhrn dat o studii ¢i jiné informace, ze
kterych by bylo mozné dovodit Gi¢innost ¢i
bezpecnost provadéného klinického
hodnoceni a rovnéZ neni opravnén
poskytovat jakékoliv informace zastupcim
sdélovacich prosttedki o provadéném
klinickém hodnoceni (s vyjimkou pouhé
informace o tom, Ze je klinické hodnoceni
ve Zdravotnickém zafizeni provadéno).

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 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
clinical trial and 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 | 3) In the event that any of the Parties deems it
bude povazovat za nezbytné zpfistupnit necessary to make the above-described
vyse uvedené informace a udaje, nebo jejich information and data, or any part thereof,
cast treti osobé, ukteré lze davodné available to a third party who can be
ocekavat, ze je nezneuZije, je tato smluvni reasonably expected not to abuse it, such
strana  povinna vyzadat si pfedchozi party shall be required to obtain prior written
pisemny souhlas druhé strany. Nasledné je consent of the other party. Consequently,
tato smluvni strana povinna poucit tuto tieti such party shall be obligated to instruct this
osobu o dulezitosti téchto informaci a udaju third party on the importance of this
a zavazat ji kpovinnosti mlcenlivosti information and data and to obligate such
v souladu a v rozsahu dle této Smlouvy. third party to maintain confidentiality in

accordance with and to the extent under this
Agreement.

4) Pokud je ze zakonem stanovenych divodu | 4) Ifitis necessary for reasons stipulated by law
nutné tyto informace a udaje zpfistupnit, to make such information and data available,
oznami druha smluvni strana pisemné tuto the other party shall immediately notify the
skutecnost neodkladn¢ strané prvni a first party in writing and, alone or jointly
provede sama, nebo spoleéné s druhou with the other party, shall inform the other
smluvni stranou, veskeré ukony nezbytné k party of any acts necessary to prevent any
zabranéni vzniku jakékoliv Skody v této damage occurring in this context.
souvislosti.

5) Smluvni strany zarucuji, Ze budou |5) The Parties warrant that they shall process
zpracovavat  osobni  udaje  subjektt the personal data of the trial subjects
hodnoceni ziskané v souvislosti obtained in connection with the conduct of
s provadénim klinického hodnoceni the clinical trial in accordance with Act No.
v souladu se zakonem ¢. 110/2019 Sb.., o 110/2019 Coll.,, on the processing of
zpracovani osobnich udaju, ve znéni personal data, as amended, and the
pozdéjSich  pfedpisi, a  Nafizenim regulation of the European Parliament and
Evropského parlamentu a rady (EU) Council (EU) 2016/679 of 27 APR 2016 on
2016/679 ze dne 27. dubna 2016 o ochrané the protection of natural persons with regard
fyzickych 0sob v souvislosti se to the processing of personal data and on the
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zpracovanim osobnich udajii a o volném
pohybu téchto idajli a o zruSeni smérnice
95/46/ES (obecné nafizeni o ochrané
osobnich udajli), a to vylu¢né pro potieby
uvedeného klinického hodnoceni.
Poskytovatel zdravotnich sluzeb zabezpedi,
aby neopravnéné osoby nemély pfistup
k databazim obsahujicim osobni tdaje
subjektli hodnoceni a pokud jsou osobni
udaje zpracovavany pocitacovym
systémem, zabezpeci, aby systém zaruCoval
uroven bezpecnosti vyzadovanou pravnimi
ptedpisy o ochrané¢ osobnich udaji a to

free movement of such data, and repealing
Directive  95/46/EC ~ (General  Data
Protection Regulation), exclusively for the
needs of the aforementioned clinical trial.
The Provider of healthcare services shall
ensure that unauthorised persons do not have
access to databases containing the personal
data of trial subjects and, where personal
data is processed by a computer system, they
shall ensure that the system guarantees the
level of security required by personal data
protection  legislation, in  particular
protection against alteration, loss, damage,

zejména ochranu proti zméng, ztraté, or destruction.
poskozeni nebo zniceni.

6) Zkousejici provede pseudonymizovani | 6) The Investigator shall perform
udajii  ziskanych v prabéhu klinického pseudonymisation of the data obtained
hodnoceni a kddovani identifika¢nich udaja during the clinical trial and coding of the
subjektd hodnoceni v souladu s pisemnymi identification data of the trial subjects in
pokyny Zadavatele (které mohou byt accordance with the Sponsor’s written
poskytnuty prostfednictvim CRO). instructions (which may be provided through
Zadavatel bude Zkousejicim ¢i the CRO). The Sponsor shall be informed by
Poskytovatelem zdravotnich sluzeb the Investigator or Provider of healthcare
informovan o jakémkoliv zniceni, ztrate, services of any destruction, loss, alteration or
zmén¢ nebo neopravnéném zpfistupnéni unauthorised disclosure or publishing of data
nebo zvefejnéni udaju ziskanych v pribéhu obtained during the course of the clinical
klinického hodnoceni, a to nejpozdéji do trial no later than one (1) business day from
jednoho (1) pracovniho dne ode dne vzniku the date of the occurrence of such event.
takové udalosti.

7) Poskytovatel  zdravotnich  sluzeb a | 7) The Provider of healthcare services and the
Zkousejici zpracovavaji pouze spravné Investigator only process correct data that is
udaje, které jsou systematicky systematically updated, while inaccurate and
aktualizovany, nepfesné a nelplné udaje incomplete data are corrected in accordance
jsou opraveny v souladu s pfislusnymi with the applicable regulatory requirements.
pravnimi ptredpisy. ZkousSejici na pozadani At the request of a trial subject, the
subjektu hodnoceni mu kdykoliv umozni Investigator shall allow the trial subject
pristup kjeho udajim, jejich doplnéni, access to his/her data and any additions,
aktualizaci nebo opravu a ihned uvédomi updates, or corrections thereto, and shall
Zadavatele o této zadosti. immediately notify the Sponsor of such

request.

8) Vysledek  klinického  hodnoceni je | 8) The outcome of the clinical trial is the
vyluénym vlastnictvim Zadavatele. V exclusive property of the Sponsor. In the
pfipadé, ze by v ramci plnéni provadéni event that an invention is created within the
klinického hodnoceni doslo k vytvofeni scope of the conduct of the clinical trial in
vynalezu ve smyslu zakona ¢. 527/1990 Sb., accordance with Act No. 527/1990 Coll., on
o vynalezech, pramyslovych vzorech a inventions, designs, and improvements, the
zlepSovacich navrzich, nalezi pravo na right of origin belongs to the Investigator or
puvodcovstvi Zkousejicimu, ptipadné jeho to another originator thereof (hereinafter
jinému ptvodci (dale jen ,,plvodce”). referred to as the “Originator”). The
Pivodce vynalezu se zavazuje, Ze bezplatné originator of the invention undertakes to
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pfevede pravo na patent, popi. na jeho
vyuziti na Zadavatele, nejpozdéji do 30 dnt
ode dne oznameni o udé€leni patentu ve
Véstniku Ufadu primyslového vlastnictvi.
Odmeéna za ptipadné prevedeni tohoto prava
na patent je zahrnuta v odméné upravené
v ¢lL. IX. a ptivodce umozni Zadavateli podat
svym jménem patentové prihlasky na takové
vynalezy a objevy upriislusnych tufrada
v Ceské republice i v zahrani¢i. P¥i podani
téchto pfihlasek Zadavatelem plivodce
poskytne soucinnost v rozsahu, v jakém ji
1ze spravedlivé poZzadovat. V ptipadé, Ze by
vramci plnéni provadéni klinického
hodnoceni Poskytovatelem zdravotnich
sluzeb a Zkousejicim doslo k vytvoteni dila
ve smyslu autorského zakona, poskytuje
timto Poskytovatel zdravotnich sluzeb a
Zkousejici Zadavateli bezplatnou, ¢asove a
uzemné neomezenou licenci na uziti
takového dila.

transfer the right to a patent or to its use to
the Sponsor free of charge, no later than 30
days from the date of the notice of patent
granting in the Journal of the Industrial
Property Office. Compensation for the
potential transfer of this right to a patent is
included in the compensation adjusted under
Art. IX. and the Originator shall allow the
Sponsor to file on their behalf patent
applications for such inventions and
discoveries with applicable authorities in the
Czech Republic and abroad. When
submitting these applications, the Originator
shall cooperate with the Sponsor to the
extent that it can be fairly demanded. In the
event that a work is created within the
meaning of the copyright law by the Provider
of healthcare services and 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, time unlimited and
territorially unlimited license to use such
work.

9) Touto Smlouvou nejsou Poskytovateli | 9) Neither the Provider of healthcare services
zdravotnich  sluzeb ani  Zkousejicimu nor the Investigator shall be granted any
udélena jakakoli prava na zvefejnéni. rights to publication under this Agreement.
Podpisem této Smlouvy Poskytovatel By signing this Agreement, the Provider of
zdravotnich sluzeb a Zkousejici berou healthcare services and the Investigator
na védomi, ze uvedené se vztahuje na acknowledge that this shall apply to any
jakoukoli  formu  zvefejnéni  vcetné form of publication, including professional
odbornych publikaci, ¢lankti, prezentace na publications, articles, internet presentations,
internetu, prezentace omezenému poctu presentations to a limited number of persons,
osob atd. Poskytovatel zdravotnich sluzeb etc. The Provider of healthcare services
se zavazuje zajistit, aby uvedeny zavazek undertakes to ensure that this obligation is
byl dodrZovan i ze strany Zkousejiciho a upheld also by the Investigator and other
ostatnich osob podilejicich se na provedeni persons participating in the conduct of the
klinického hodnoceni. clinical trial.

10) Ustanoveni tohoto ¢lanku nejsou omezena | 10) The provisions of this Article are not limited
délkou trvani této Smlouvy. Povinnosti by the duration of this Agreement. The
Poskytovatele  zdravotnich  sluzeb a obligations of the Provider of healthcare
Zkousejiciho pozbyvaji platnosti ke dni, kdy services and Investigator shall cease to exist
se takové informace stanou vefejné as of the date when such information
dostupnymi, aniz by dosSlo k pochybeni becomes publicly available, without any
Poskytovatele  zdravotnich  sluzeb ¢i misconduct by the Provider of healthcare
Zkousejiciho, anebo k datu, kdy Zadavatel services or Investigator, or on the date when
vydal souhlas s pfistupem k vySe uvedenym the Sponsor has given consent to access to
informacim, které byly pfedmétem ochrany. the above information that was the subject of

protection.
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XI.
Narok Poskytovatele zdravotnich sluzeb a
ZKkouSejiciho na nahradu vjmy

XI.
Entitlement of the Provider of healthcare
services and the Investigator to
compensation for damages

1) Zadavatel se zavazuje, ze v pripade, ze

Poskytovatel  zdravotnich  sluzeb  ¢i
Zkousejici budou na zakladé pravomocného
rozhodnuti povinni nahradit subjektu
klinického  hodnoceni, popf. dal§im
opravnénym osobam:

a) Skodu, kterd wvznikla v dasledku
provadéni tohoto klinického
hodnoceni,

b) nemajetkovou wjmu zpusobenou v
dasledku provadéni klinického
hodnoceni,

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

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) 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.

2) Zadavatel neni povinen k nahrad¢ Gjmy dle
¢l. XI., odst. 1) této Smlouvy v rozsahu, ve
kterém tato byla zplisobena:

a) protipravnim umyslnym ¢i
nedbalostnim jednanim ¢&i  jinym
poruSenim povinnosti stanovenych
pravnim  piedpisem anebo touto

Smlouvou =ze strany Poskytovatele
zdravotnich sluzeb a/nebo
Zkousejiciho; nebo

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

¢) porusenim povinnosti uchovavat a vést
prislusnou dokumentaci ze strany
Zkousejictho nebo  Poskytovatele
zdravotnich sluzeb stim, Ze takové
poruSeni nebylo nenapraveno a tato
skutecnost méla za nasledek to, Ze proti

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 wilful 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
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naroku na nahradu jmy nebylo mozné
se branit.

Poskytovateli zdravotnich sluzeb dale
nevznika narok na nahradu 4jmy v pfipade,
ze uznal narok na nahradu Ujmy vzneseny
subjektem hodnoceni, aniz by predem uplné
informoval Zadavatele v pisemné form¢ a
obdrzel od Zadavatele jeho pisemny
souhlas; Poskytovatel zdravotnich sluzeb je
povinen o takovém naroku a o zamysleném
postupu informovat Zadavatele ve lhuté
uvedené v ¢l. XI. odst. 2 pism. b) této
Smlouvy a Zadavatel je povinen do 15 dnti
ode dne podani pisemné informace sdélit
své vyjadifeni k dal§imu spole¢nému
postupu. V pfipadé, ze se Zadavatel
v patnactidenni lhité nevyjadii, plati, ze
suznanim naroku souhlasi. Poskytovatel
zdravotnich sluzeb se zavazuje, 7Ze
v ptipad¢, kdy subjekt hodnoceni uplatni
takovy narok, ucini na zadost Zadavatele
veskeré ukony nezbytné k co mozna

nejucinngj§imu  spoleénému  postupu
Zadavatele a Poskytovatele zdravotnich

sluzeb vici takovému naroku, vznesenému
subjektem hodnoceni.

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 recognised 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
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.

XIIL
Piedc¢asné ukoncéeni Smlouvy

XII.
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
ucinnosti dnem jejiho zvefejnéni v souladu effective on the date of its publication in
se zakonem ¢. 340/2015 Sb., o registru accordance with Act No. 340/2015 Coll., on
smluv (dale jen ,,zakon o registru smluv”). the register of contracts, as amended (the
Smluvni strany se dohodly, ze Zadavatel “Act on Register of Contracts”). The
pripravi modifikovanou verzi Smlouvy pro Parties agree that the Sponsor shall prepare a
ucely jejiho uvetejnéni na zakladé zakona o modified version of the Agreement for the
registru smluv. V modifikované verzi purposes of its publication pursuant to the
Smlouvy Zadavatel znecitelni udaje 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 udaje. 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 diveérné udaje povazovany piedevsim purposes of these provisions, all information
veskeré informace o designu klinického concerning the design of the clinical trial, the
hodnoceni, protokolu klinického hodnocenti, clinical trial protocol, detailed payment
detailnich rozpisech plateb, Investigator’s schedules, the Investigator’s Brochure, the
Brochure, pojistné smlouveé, pojistném insurance policy, the insurance certificate,
certifikatu, poctu subjekti hodnoceni a o the number of trial subjects, any
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ptipadné kompenzaci poskytované
subjektim hodnoceni. Zadavatel =zaSle
Poskytovateli zdravotnich sluzeb

modifikovanou verzi této Smlouvy do 15
dni od uzavieni Smlouvy. Poskytovatel
zdravotnich sluzeb nasledné zajisti jeji
uvefejnéni. v ramci uvefejnéni
modifikované  verze  Smlouvy zada
Poskytovatel zdravotnich sluzeb jako jedno
z metadat identifikator datové schranky
Zadavatele, jejimz prostiednictvim
Zadavatel obdrzi informaci o uvefejnéni
modifikované verze Smlouvy. Identifikator
datové schranky Zadavatele je xxxxx. V
ptipadé, Ze Poskytovatel zdravotnich sluzeb
nezajisti uvefejnéni modifikované verze
Smlouvy ve lhité podle § 5 odst. (2) zakona
o registru smluv, mize jeji uvefejnéni
zajistit Zadavatel.

compensation provided to trial subjects, or
any other confidential data, are considered to
be the trade secret of the Sponsor. The
Sponsor shall forward to the Provider of
healthcare services a modified version of this
Agreement within 15 days of concluding the
Agreement. The provider of healthcare
services shall subsequently ensure its
publication. As part of the publication of the
modified version of the Agreement, the
Provider of healthcare services shall enter as
metadata the identifier of the Sponsor’s data
box through which the Sponsor shall receive
information about the publication of the
modified version of the Agreement. The
Sponsor’s data box identifier is xxxxx. In the
event that the Provider of healthcare services
does not ensure the publication of the
modified version of the Agreement within
the period stipulated by Section 5(2) of the
Act on Register of Contracts, the Sponsor
may arrange for its publication.

Smlouvu na zakladé vypoveédi s vypovédni
lhitou v délce 30 dni, kterd pocind bézet
prvnim dnem meésice nasledujictho po
doruCeni vypovédi zbylym smluvnim

2) Kterdkoliv ze smluvnich stran je opravnéna | 2) Either of the Parties is entitled to cancel this
tuto Smlouvu pisemné vypoveédét na Agreement in writing based upon notice of
zéklad¢ vypoveédi s vypovédni lhitou v 30 days, starting on the first day of the month
délce 30 dni, ktera pocina béZet prvnim following the month in which the notice was
dnem mésice nasledujiciho po doruceni served to the other Party, and only in the
vypovédi druhé smluvni strané, a to pouze following cases:

v nasledujicich piipadech:

a) pokud néktera dal§i 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 lhité 15 (patnacti) kalendainich defective state within 15 (fifteen)
dnit od doruceni pisemné vyzvy k jeho calendar days of delivery of a written
odstranéni; request for remedy;

b) bude-li riziko wvyplyvajici 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 uvahy application of the Investigational
Zadavatele ¢i Zkousejictho netimeérné Medicinal Product to the clinical trial
ZVyseno; subjects is increased disproportionately;

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

3) Zadavatel je opravnén vypoveédeét tuto | 3) The Sponsor is entitled to terminate this

Agreement based upon notice of 30 days
starting on the first day of the month
following the month in which the notice was
given to the remaining parties, if it
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stranam, pokud zjisti, ze klinické hodnoceni
neni védecky nebo technicky proveditelné
nebo je proveditelné pouze s nepifiméfenymi
naklady ¢i rizikem pro subjekty hodnoceni.

determines that the clinical trial is not
scientifically or technically feasible or is
only feasible with disproportionate cost or
risk to the trial subjects.

4) Dojde-li  k pfedcasnému ukonceni této | 4) If this Agreement is terminated early for
Smlouvy  zdGvodd uvedenych  vySe reasons mentioned above under Sections
v ustanoveni odst. 2), pism. a) a/nebo c), je 2(a) and/or (c), the Party that through its
smluvni strana, kterd svym jednanim dala acting triggered the termination of this
podnét k ukonceni této Smlouvy (tj. smluvni Agreement (i.e., the Party that breached this
strana, kterd svym jednanim porusila tuto Agreement) shall be obligated to compensate
Smlouvu), povinna nahradit zbylym the remaining Parties for any costs actually
smluvnim stranam veskeré naklady, které tato incurred by them in connection with the
skutecné v souvislosti s plnénim  této performance of this Agreement. The costs
Smlouvy vynalozila. Naklady se hradi v shall be paid in proportion in which the
poméru, v jakém nedoslo ke splnéni jejiho subject matter and purpose of the Agreement
pfedmétu a ucelu. have not been fulfilled.
5) 'V ptfipadé, ze tato Smlouva bude ukonéena | 5) In the event that this Agreement is
z nékterého diivodu uvedeného v ustanoveni terminated for any reason specified in
odst. 2), a/nebo 3) tohoto ¢lanku pred Sections 2) and/or 3) of this Article before its
okamzikem jejiho ukonceni 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 ucinnosti ukon¢i zarazovani a) shall terminate the enrolment of trial
subjektii  hodnoceni do klinického subjects to the clinical trial with
hodnoceni; a immediate effect; and

b) ukonci 1écbu subjektii hodnoceni podle b) shall cease treatment of the trial subjects
Protokolu a pokyn Zadavatele nebo in accordance with the Protocol and
CRO, a to co nejdifive 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
prosttednictvim Zkousejicitho je vSak i1 v termination of the Agreement, the Provider
piipadé pred¢asného ukonceni Smlouvy of healthcare services, through the
povinen dokoncit shromazd’ovani Udaji a Investigator, is obligated to complete data
vyplnovani zaznami o 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) dnl ode dne ukonceni Smlouvy the CRO. Within 90 (ninety) days from the
poskytne Poskytovatel zdravotnich sluzeb date of termination of the Agreement, the
prostfednictvim  ZkouSejiciho Zadavateli Provider of healthcare services shall,
vSechny tdaje shromazdéné v souvislosti s through the Investigator, provide the
klinickym hodnocenim, vcetné¢ zpravy o Sponsor with all data collected in connection
priabéhu klinického hodnoceni a zavére¢né with the clinical trial, including the clinical
zpravy popsané vysSe, a pokud neni v této trial progress report and the final report
Smlouvé uvedeno jinak, vrati Zadavateli described above, and, unless otherwise
pfimo, piipadné¢ prostfednictvim CRO, specified in this Agreement, shall return to
vSechny materialy a pfipravky poskytnuté the Sponsor directly, possibly through the
k provadéni klinického hodnoceni. Za tyto CRO, all materials and products provided for

the conduct of the clinical trial. The Provider
22 Protocol v 1.0

Centre: C401 MOU
Investigator: Radka Obermannova, MD, PhD




¢innosti nalezi Poskytovateli zdravotnich
sluzeb odmeéna dle ¢l. IX. této Smlouvy.

of healthcare services is entitled to
compensation for these activities according
to Art. IX. of this Agreement.

XIII.
Zavéreéna ustanoveni

XIIL
Final provisions

1) Pravni vztahy vznikajici z této Smlouvy, | 1) Legal relations arising from this Agreement,
jakoz 1 pravni vztahy se Smlouvou as well as legal relations to the related
souvisejici, vcetn¢ otazek platnosti a Agreement, including issues of validity and
nasledk neplatnosti se fidi ceskym 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
o léCivech a ostatnimi pravnimi piedpisy Act on Pharmaceuticals and other legislation
platnymi na uzemi Ceské republiky. applicable in the territory of the Czech

Republic.

2) Jakékoli spory vyplyvajici nebo souvisejici | 2) Any disputes arising from or related to this
s touto Smlouvou budou rozhodovany Agreement shall be exclusively decided upon
vyhradné  piislusnymi  soudy  Ceské by the competent courts of the Czech
republiky. Republic.

3) Tato Smlouva nahrazuje veskera predchozi | 3) This Agreement supersedes all previous
ujednani v této zalezitosti mezi smluvnimi arrangements in this matter between the
stranami. Parties.

4) Zmeény a dopliky této Smlouvy jsou mozné | 4) Changes and supplements to this Agreement
jen pisemnou dohodou smluvnich stran. are possible only by written agreement of the
Smluvni strany nemusi uzavirat dodatek k Parties. The Parties do not need to conclude
této Smlouvé v ptipadé tzv. nepodstatnych an amendment to this Agreement in the event
zmén Protokolu klinického hodnoceni. of so-called non-substantial changes to the
Nepodstatnou zménou protokolu se pfitom clinical trial Protocol. A non-substantial
rozumi takova zmeéna Protokolu, ktera se amendment to the Protocol is one that does
vsouladu s pravnimi predpisy nemusi not have to be reported to Statni Gstav pro
ohlasovat Statnimu ustavu pro kontrolu kontrolu 1é¢iv [State Institute for Drug
l1é¢iv a etickym komisim a kterd neméni Control] and Ethics Committees in
rozsah ¢i zptisob provadéni ukont (zejména accordance with legal regulations and which
vySetfeni) provadénych Poskytovatelem does not change the scope or manner of
zdravotnich sluzeb ¢i Zkousejicim v ramci performing the procedures (especially
klinického hodnoceni a nema tedy jakykoli examinations) performed by the Provider of
vliv. na vy$i odmény za provadéni healthcare services or the Investigator within
klinického hodnoceni. Nepodstatné zmény the clinical trial and therefore has no
Protokolu jsou uc¢inné dnem jejich doruceni influence on the amount of compensation for
ZkouSejicimu a Poskytovateli zdravotnich conducting the clinical trial. Non-substantial
sluzeb. 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 piilohy: 5) The following appendices are part of this

Agreement:
a) Priloha ¢. 1 - protokol klinického a) Appendix 1 — Clinical Trial Protocol
hodnoceni
b) Priloha ¢. 2- rozpocet b) Appendix 2 - Budget
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6) 'V pripad¢ rozporu mezi touto Smlouvou a | 6) In the event of a conflict between this
jejimi ptilohami maji pfednost ustanoveni Agreement and its appendices, the
této Smlouvy, neni-li ve Smlouveé vyslovné provisions of this Agreement shall take
uvedeno jinak. V pfipadé¢ rozporu mezi precedence, unless otherwise expressly
ustanovenimi této Smlouvy a Protokolu stated in the Agreement. In the event of a
klinického hodnoceni v otazkach conflict between the provisions of this
medicinskych/klinickych maji ptednost Agreement and the clinical trial Protocol in
ustanoveni Protokolu klinického medical/clinical matters, the provisions of
hodnoceni. the clinical trial Protocol shall take

precedence.
V ptipadée jakéhokoli rozporu mezi ¢eskou In the event of any discrepancy between the
a anglickou jazykovou verzi Smlouvy je pro czech and english language versions of the
vyklad rozhodna ¢eska verze Smlouvy. Agreement, the Czech version of the
Agreement shall prevail.

7) Tato Smlouva je vyhotovena ve 3 (tiech) | 7) This Agreement is executed in 3 (three)
stejnopisech, pficemz kazda smluvni strana copies, whereas each Party shall receive one
obdrzi po jednom stejnopisu této Smlouvy. copy of this Agreement.

V Brné dne/In Brno, date 25- 3. 2022 V Brné dne/In Brno, date 23 -3- 2022
Poskytovatel zdravotnich sluzeb/ ZKkousejici/

Provider of healthcare services: Investigator:

prof. MUDr. Marek Svoboda, Ph.D. XXXXXXXXXXXXXXXXXX

V Praze dne/In Prague, date 22.3.2022

Pharmaceutical Research Associates CZ, s. r. o.

acting as authorized representative of/jednajici jako zmocnény zastupce spolecnosti SOTIO
Biotech a.s./SOTIO Biotech a.s.

XXXXXXXXXXXXXXXXXX
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halouzka
Text napsaný psacím strojem
25. 3. 2022

halouzka
Text napsaný psacím strojem
23 .3. 2022

halouzka
Text napsaný psacím strojem
22. 3. 2022


Priloha ¢. 1 Appendix 1

Protokol klinického hodnoceni Clinical Trial Protocol

Protokol byl pfedan Poskytovateli zdravotnich The protocol was submitted to the Provider of
sluzeb a ZkousSejicimu pied uzavienim Smlouvy. | healthcare services and the Investigator prior to
entering into the Agreement.
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Piiloha ¢. 2 Appendix 2
Rozpocet Budget
XXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXX
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